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39 Peer Group Range FOIMe ¢ e evvossvcacsasonssascasssssssssesssss2.208/Cbs0lete

40 Stop Point Review Form INStIUCtioNS.ccecestscssssscccccsssss2.209

40  Stop POINt REVIEW FOIM.eeereesssessesscessssnsssannssssssse2.210

41 Death Review Form INStructionS...ceevecccesssceccssssccscsess2.212

. 41  Death Review FOIM...ieeeeeeeennsssonscsncssssnnoasssscsesess2.213

42 Determination of Glamerular Filtration Rate Form
TNSEIUCEIONS . e e vvesecseessnsossssassnssassccessssassnnesse2.214

42 Determination of Glomerular Filtration Rate FOImM......eee0..2.215

43 Close Out Form INStructionsS....icceescecccccccscessssccssrsee™

44 Close Out For Study F, G and Stop Point Form Instructions...———
44 Close Out For Study F, G ard Stop Point FOM...ccceeeccences s
45 Post Close Out Form INStructionS...ccccececscscscnccccccccce ™
46 Local Blood Pressure Form INStructionS..ceecccecssccssscses.2.217
46 1ocal Blood Pressure FOIM. csooeacncsccssscsssssasssscssnscsesls2l8
47 Study F FOrm INStruCtionS.....eeeesecsosesesssssenssssssssss2:220

47 StUAY F FOIM...ccecececcncccnssosscnsassssasccsssesccsonaese2 221
48 Leisure Time Physical Activity Questionnaire Instructions...2.224
48 Leisure Time Physical Activity Questionnaire................2.227
49 Campliance Cammittee Review Form InstructionS..ccecececesese2.229.1
49  Compliance Cammittee Review FOMM.....ccececesecvecccoccsess2.230
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50 Recruitment Data for Patients in Baseline Instructions......2.231.2
50  Recruitment Data for Patients in Baseline...........ceoee...2.232
51  Other Evidence of Renal Disease Form Instructions...........2.232.1
51  Other Evidence of Renal Disease FOMM....ececececscasosssssss2.232.2
52 Documentation of Blood Pressure Treatment Form Instructions.2.232.4
52  Documentation of Blood Pressure Treatment FOIM..............2.232.6

Nutrition Forms

- Forms & Items for Dietitians to Be Aware Of.....cceeveeeeee2.233
60 Food Record/24-Hour Recall Packing SlipPececcecccccccscacecsses2.234
61 Mrtrition Cover Sheet...ccccceecesscsssssssssssacssosceceselealddD
62  Food Record Form (24-Hour Recall) (Not Included)..........=———
. 65  Anthropametry Form INStructionS.......cceeeeceecseccesceess2.236
65 New Antrhopametry Instructions (Additional).......ceeeee...2.236.2
65 Anthropametry Form..... - Y ¥
66 NCC Phantam Matching Form Instructions........ cesssee wessesles240
66  NOC Phantam Matching FOIM...eeeeeeseccsocssasocasssassnssee2.241
67 Anthropametry Monitoring Form Instructions.................2.242/Cbsolete
67  Anthropometry Monitoring FOIM.e.eeeesesesescscssesssssessss2.243/Cbsolete
70 Baseline Diet Prescription Form Instructions........ec......2.245/Cbsolete
70 Baseline Diet Prescription FOIM. coveoosscsacsancncsanssesse2.248/Cs0lete
71 Study Diet Prescription Form InstructionS...ccececccassees+2.250
71  Study Diet Prescription FOIM.....cecieesscecccscscscasessss2.255
72 Special Dietary Considerations Form Instructions...........2.260
72 Special Dietary Considerations FOIM....ceccecscecsscsssesss2.269
73 Pill Count Form INStrucCtionS..ceccesssssccccccsssscccccsses2.274
73 Pill OOUNE FOIMeeeerrererrosesasoaascaccassasssssssssanesss2276

74 Dietary Satisfaction Questionnaire Instructions............2.278
74 Dietm &tisfadim Mimiml..l.....................2.281
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Index To MIRD Study Forms

Carpliance ard Counseling Summary Form Instructions........2.286
Campliance and Counseling SUMMArY FOXM..ecececccsessscscscee2.289
Dietitian’s Time Log FOIM.cccesecscceccscsvonsccaccsccasses2e294.6
Nutrition History Questiomnaire InstructionS.....ccccee0e..2.294.8
Nutrition History Questiamnaire (Transcription)............2.295
Nutrition History Questionnaire (For Patient)....cececeeess2.298
Special Food Products Order Form InsStructionS.c.ceeeececcese2.305.1
Special Food Products Order FOIM..ceeecsscscsccscsscssncsese2s305.3
Iow Protein Entrees Acceptability FOIM....ececcecscscsceese2.306
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Modification of Diet in Renal Disease Study
GENERAL INSTRUCTIONS

The following instructions should be followed
in campleting all MDRD Data Forms

o Use a black ballpoint pen. Forms will be kept at the Clinical Certers.
For designated forms, a copy will be sent to the Central laboratories or to
the Nutrition Coordinating Center.

o As of September 1989 you no longer serd a hard copy of paper forms to the
DCC (except Informed Consents and EKG strips and Form 18’s). Most forms
are no longer printed on NCR paper.

o All letters should be printed and capitalized.

o Consult the Forms Instructions in the Manual of Operations when having
difficulty campleting any item. If this does not answer your question,
contact the Data Coordinating Center (or, if it is a Nutrition Form,

. contact the Nutrition Coordinating Center).

o Any forms which the patient campletes must be reviewed before they can be
transmitted or mailed. Examine these forms to make sure they have been
campleted properly and that the writing is legible.

o When all of a patient’s forms for a visit have been campleted, check for
consistency within and between the forms. Make sure they are all complete
and that the Patient Identification Number is the same on each form.

o Camnents may be included on the forms as long as they do not cobscure any
area of the form that is to be entered. These camments will not be entered
into the camputer.
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Modification of Diet in Renal Disease Study

QODING RULES

o Whenever dashes are provided for an entry, the data should be right
justified. The data.items should also be zero filled, i.e., any unused
dashes should be filled in with "0’s".

Example 1. Given four dashes, the value 536 would be filled in as
follows.

o Enter only one character in each dash.

o Rourd off values after a decimal point to fit into the space given. Do NOT
add dashes, and do NOT move a decimal point.

Example 2. Given four dashes, decimal point, one dash, the value
123.67 should be entered as follows. If the last digit
is a 5, rourd to the nearest even number for the second
to last digit. (e.g., 123.45 = 123.4 and 123.55 =
123.6)

o The decimal point is always assumed to be at the far right if it is not
included on the form. Do not add a decimal point. '

Example 3. Given five dashes, the value 123.67 should be entered
as follows.

o When a value is too large to fit in the mmber of dashes provided, a "-1"
should be written in the dashes. The correct data should be written in the
margin of the paper form but the "-1" should be entered into the camputer.
Whenever this situation occurs, the Study Coordinator, Dietitian, or MDRD
Tech must camplete a "Data Out of Range" form.

'S
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QODING RULES

Example 4. Given two dashes, a value of 103 would be filled in as
follows:

-1 103

o For each categorical data item, a code has been assigned. Be sure to enter
the coded response.

Example S. Given codes 1 = Diet K, 2 = Diet L, 3 = Diet M, if a
patient is on Diet M, the code should be entered as
follows:

3

Do not enter an uncoded value for Diet M.

M

Correcting Mistakes

o If a response has been coded incorrectly, mark through the inaccurate
response with an "X" and write the correct entry in above the original
entry. Do not mark over the incorrect value to try to make a "2" into a
"3" or to change any other values.

Exanple 6. If the date of a visit was February 3, 1989, this
should be coded 02/03/89. If it were incorrectly
entered like this:

3.0 /0 2 /8 9
This should be corrected like this:

0 & 30
X 7 KK /8 o

A second correction would be marked like this:

0 o ﬁ
232,58, ..

Do NOT mark over an incorrect value.

3 0o /0 % /8 9

o Before a form has been entered into the camputer, if you find many of the
data items need to be corrected, correct the items as shown in Example 6.
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Modification of Diet in Renal Disease Study

OODING RULES

While you are entering data into the camputer, if you find an error on a
form: 1) If you know the correct response, fix it on the form and enter
the correct response in the camputer. Make sure you notify everyone who
reviewed the form that you found amd corrected an error. 2) If you do
not know the correct respanse, do not work any further an that form and
do not transmit it to the Data Coordinating Center. Proceed with your
other forms and find and enter the correct response later. Refer to
Marual of Operations for details on the Datalex procedures.

After a form has been entered into the camputer and transmitted, if you
find you must make any correction to your paper copy of the form, notify
the Data Coordinating Center by campleting a Data Change Form (Form 25),
arxitransxnlttmglttotheboc 'Iheycantl'mchangethestudydatabase
and fix their paper version of your form. ,

Form and Patient Identification

The form identification data must be camplete on the top of the first
page of each form. The Study Coordinator is responsible for making sure
this data is present on all forms, 1mlud1.ng those which the patient
campletes. The dletltlan should review nutrition forms submitted for
data entry.

The Patient Identification Number should be entered on the first page and
copied at the top of each page. This is important in case a staple bends
and a form cames apart.

The Name Code consists of the first two letters of a patient’s
first name and the first two letters of the patient’s last name.

In instances where more than cne person at a center would have the same
namecode, the center personnel should adjust one of them in any way they
would like, so no duplicate namecodes within a center exist.

The clinical center code list follows:

01 = Bowman Gray School of Medicine

02 = Brigham and Wamen’s Hospital/Beth Israel Hospital
03 = Brookdale Hospital Medical Center

04 = Duke University School of Medicine

05
06
07

Emory University
George Washington University Medical Center
Harbor Medical Center

nmsnnmunun
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Modification of Diet in Renal Disease Study

CODING RULES

08 = New England Medical Center Hospital/
Massachusetts General Hospital
09 = OChio State University Hospitals
10 = University of Florida
11 = University of Iowa Hospital and Clinics
12 = University of Miami Jackson Memorial Medical Center
13 = University of Southern California
14 = University of Texas Health Science Center
15 = Vanderbilt University Medical Center

Dates should always be entered as month/day/year. Be sure to right

justlfyardzeroflllthedatsasdscnbedabwe,soeadneleme.nthaS'

two digits (MM/DD/YY). When entering a birth date, be especially careful
not to enter the current year. 'Ih:Ls:LsaocxmlonmLstake

Dates must always be camplete. If the month is unknown, fill in a 0eé.
If a day is unknown, fill in a 15. If year is unknown, leave blank.

Certification mmbers will be assigned and must be entered in the
appropriate spaces at the end of each form.

Visit Type will appear on many forms. The choices are as follows:

S = Screening
B = Baseline
F = Follow-Up

A = Abbreviated follow-up
(Patients who have reached stop points)
P = At time of stop point.
'Ihlsshouldonlybeusedmall forms campleted when a stop point

is reached. Following this, visits at 4 month intervals w1ll be -

labelled A.
X = study F Follow-Up
C = Close-Out Visit
Z = Post Close-Out Visit

Notice the E ____
V—
T—
at the top of each form. It is there as a checklist to indicate when a
form has been Entered, Verified and Transmitted. This is optional and will
not be entered.

For same questions where ‘cther’ is a category up to 20 digits of the
cament area can and should be coded in the camputer when ‘cther’ is
specified. "20 characters maximm" is written beside those ’other’s’ that
may be entered.

If you have any problems or general concemns
related to campleting the data forms, contact the
Data Coordinating Center by telephone ar electronic mail.

@
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MDRD
. VISIT TYPES AND NOMEERS
VIST VISN
1. Screening [ 1.0
if patient screened miltiple '
times use 2.0, 3.0, etc...
2. Baseline B 0.0
BOA Nutrition record data 0.5
1'0
2.0
3.0
if BP or albumin repeated for
eligibility 3.9 (Forms 17, 33, or 46)
3. FollowUp ' F 1.0
' Fl1A Nutrition data 1.5
2.0
F2A Nutrition data 2.5
3.0
4.0
48.0
_ 4. Post Stop point P 1.0 (Forms 6,
at the time of a stop, blood work 17, 33, 16,
’ 19) .
similar to an F4 visit & GFR should
be done. No form 5.
5. Abbreviated FU A 4.0
. 8.0
12.0
48.0

Procedures for patients done after a stoppoint is reached.
The schedule is every 4th month (so original appointment
schedule is accurate) so no ’off’ (FS, F11) visits should ocaur.

6. Study F X . 6.0
12.0
18.0
24.0
» 48.0

7. Close Out C

Details will follow.
8. Post Close-Out Z
‘ Details will follow. ‘

9. Study C follow—-up K
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. List of "Others" which can be Entered
(20 Characters may be entered)

1 Chart Review QO05B Other Source of Referral
Q06 Other Renal Diagnosis
3 Screening Form Q06 Other Renal Diagnosis
Q12M Other Reason - Daubtful
Capliance
4 Baseline 0 Q06 Other Referral Source
Q10 Other Race
Q14A Other Employment Status
Q14B Other Employment Status
Q18A Other Rgligion _
5 Monthly Visits QO0S5B Other Reason Missed Visits
7 Renal Diagnosis Q05 Other Renal Diagnosis
QO6P oOther Evidence for Diagnosis
8 Secondary Screen QOSL Other Reason for Dropping
QO9L Other Reason - Doubtful
Campliance
Q16 Other Factors Preventing
Randomization
11 Stop Point Q11 Other Serious Med. Corditions
Q14F . Other Diet Therapy
12 Abbreviated FU Q13E Other Diet Therapy
13 Anmual FU Q08A Other Employment Status
Q122 Other Religion
14 Reason Missed Q16 Reason for Missed Visits
15 Death Q05 Other Cause of Death
Q07 Other location of Death
23 Action Items Q05~-10 Steps Taken to Resolve
26 Patient Symptoms Q28 Other Unexpected Symptoms
32 Central Urine Q8-9 Camnents
33 Central Blood Q24-25 Caments
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List of "Others" which can be Entered
(20 Characters may be entered)

Form } Description Item # Description
50 Recruitment Data Person First Hears About Study;
for Pts. in Baseline Q04 Other
71 Study Diet Rx QO5F Rationale for Tot. Calorie Rx
Qioc Other Na Adjustment
Q11B Other Alcaohol Int. Adjust.
Q14C . Other % of Cals. Adjust.
72 Special Diet Consid. Q10C Other Reason Calorie Adjust.
Q12C Other Altered Na Rx Adjust.
Q20B Other Dietary Adjust.
79 Special Food
Products Order Form QOSN Other Products Code #1
Q050 Other Products Code #2
QOSP Other Products Code #3
Q05Q Other Products Code #4
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. ENTRYPOINT 90 ALIOWARLIE RANGES
(Forms campleted at Clinical Centers)
Form # Item § Description Ranges
3 Q192 Height (cm) 120.0 - 200.0
Q19B Elbow Width (cm) 5.0 - 9.0
Q19D-E Body Weight (kg) 40.0 - 130.0
Creatinines (mg/dl) 0.1 - 15.0
" Q18B Albumin (g/dl) 0.0 - 8.0
4 Q382 Height (cm) 120 - 200
Q38B Elbow Width (cm) 5.0 - 9.0
Q38D Body Weight (kg) 40.0 - 130.0
Q14E Days Missed at Work 0 - 365
Q31 Packs per Day 0 - 20.00
5 Q07 Packs per Day 0 - 20.00
. QO09A Body Weight (kg) 40 - 130
6 Q05 Creatinine 0.1 - 15.0
Urea Nitrogen 10 - 180
Sodium - 30 - 450
Potassium 3.0 - 7.0
Chloride 80 - 130
Bicarbonate 10 - 50
. Glucose 1 - 900
Calcium 6.0 - 12.0
Iron 10 - 220
Magnesium 1.0 - 5.0
Q06 WBC 2.0 - 15.0
Hemoglobin 6.0 - 20.0
Hematocrit 20.0 - 60.0
Q07A Hours Fasting 0 - 40, 99
12 Q06 Body Weight (kg) 40.0 - 130.0
13 Q08D Days Missed fram Work 0 - 366
Q10B Number of People Supported 0 - 20
Q15 Height (cm) 120.0 - 200.0
17 Q07B Number of Hours Fasting 0 - 40, 99
19 Q06 Number of Hours Fasting 0 - 40, 929
20 Q05 Urea Nitrogen 10 - 180
Creatinine 0.1 - 15.0
Magnesium 1.0 - 5.0

N,
-~

Y
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ENTRYPOINT 90 ALIOWABIE RANGES
. (Forms campleted at Clinical Centers)
Form # Item 3 Description Ranges
21 NO RANGE CHECKS - BE CAREFUL
26 — Number of Days in Past Month © - 60
46 Systolic 40 - 290
Diastolic 40 - 290
Pulse Obliteration 40 - 250
Maximm Random Zero 0 - 50
47 Q12A Body Weight (kg) 40.0 - 130.0
Q13a -  Systolic BP 100 - 220
Diastolic BP o - 150
Q14A Creatinine 0.1 - 15.0
Q15A Albumin 2.0 - 6.0
Q16 Body Weight (kg) 40.0 - 130.0
65 Q6 Upper Amm Circumference (cm) 10.0 - 50.0, 60.0,
70.0
Q7 Triceps (mm) 2.0 - 50.0, 60.0,
70.0
Q8 Biceps (mm) 2.0 - 50.0, 60.0,
70.0
Q10 Subscapular (mm) 5.0 - 50.0, 60.0,
70.0
Q11 Weight (kg) 40.0 - 130.0
Q12 Height (cm) . 120.0 - 200.0
Q13 Elbow Width (cm) 5.0 - 9.0
70 Q5C Average Protein Intake
fram 3-Day Food Record 0.40- 2.00
Q5E Usual Protein Intake 0.40- 2.00
Q7B Average Caloric Intake 800 -5000
Q7D Calorie Rx 1000 =5000
71 Q5F Calorie Rx (kcal/day) 1000 -5000
: Q7B Calcium Intake (mg/day) 50 =2000
Q7D Code Number o - 19
Q10D Sodium (mg/day) > 1000
Q12B Potassium (mg/day) 900 -6000
Q13B Phosphorus (mg/day) 200 -2000
Q14D % from Fat < 60
Q14E % from Carbohydrates 2> 40
Q7E Dosage of Elemental Calcium
per Tablet 100 - 800
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. ENTRYPOINT 90 ALILOWABLE RANGES
- (Forms campleted at Clinical Centers)

Form # Item § Description Ranges
72 Q8B Altered Protein Rx 0.400- 2.000
Q8cC Portion that Must be HBV 0, 0.400- 2.000
Q9B,C Altered Phosphorus Rx 200 =2000
Q10D - Altered Diet Calorie Rx 1000 =5000
Q11C Estimated Calcium Intake 50 ~2000
Q11D Calcium Supplement Rx 50 ~2000
Q11E Calcium Supplement Code No. O - 19
Q11F Dosage of Elemental Calcium
per Tablet » 0 - 900
Q12D Sodium Rx 2 1000
Q14B Altered Potassium Rx 900 -6000
Q18B Altered Percent of Calories
fram Fat < 60
Q19B Altered Percent of Calories
from Carbchydrates 2 30

‘\
or
(ST
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List of Famms to be Conpleted
when a Routine Visit is Missed
Form 5 - Monthly Visit
Form 16 - GFR Mailing
Form 17 - Blood/Urine Mailing
Form 18 - ERG Mailing
Form 19 - Amino Acid Mailing

Camplete any of the above forms for procedures which are reguired by the
protocol at the visit which was missed.

Form 12 - Abbreviated Follow-Up after Stop Point

Form 16 - GFR Mailing (except if dialysis or transplant stop point)
Form 17 - Urine/Blood Mailing

Form 47 - Study F Form

Form 17 - Blood Mailing (Only Blood)
Camplete this form ONLY when a visit is held
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FORMS FOR MIRD TECHNICIANS TO BE PARTICULIARIY AWARE OF

FROM VOIIME 2
CLINICAL CENTER FORM $# ' RESULT FORM §
16 - GFR Mailing 42
17 - Blood/Urine Mailing 32, 33
18 - EKG Mailing 35
19 - Amino Acid Mailing 36
6 - Iocal 1ab Data
46 - Blood Pressure
. 20 - Iocal 1ab QC
21 - AP QC 34, 39
22 - QC Matching
24 - Data-Out-Of-Range
25 - Data Charge




Rev. 3 4/15/90

Modification of Diet in Remal Disease Study
OUTLINE OF EVENIS
(Correspanding to Non-Nutrition Forms)

Recruitment Form
(Form #00)

Chart Screening Form
(Form #01)

Screening Visits Not Done
(Form #02)

Screening Form

(Form #03)

Recruitment Data for Patients
in Baseline (Form #50)

Other Evidence of Renal Disease
Form (Form #51)

Primary Informed Consent Form
Demographic and Baseline
(Form #04)

Monthly Examination Form
(Form #05)

Iocal laboratory Measurement

Form (Form #06)

Iocal Blood Pressure Form
(Form #46)

To be campleted for phone calls frtm patients
inquiring about the study.

Must be campleted for all patients considered
for a screening visit.

2ny patients meeting eligibility via a Chart
Review who are eligible for a Screening Visit
but do not have one, shauld be listed.

All patients who have an MDRD screening
visit, should have this form campleted.

This should be done for all patients who have
a screening visit. The title is erroneous
since 3/1/90 it was decided to do for all
screened patients whether they go on to
Baseline or not.

This should be campleted in addition to Form
#3 when serum creatinine is too low, but the
patient is still eligible since there is
other evidence of renal disease.

All patients who meet the eligibility
criteria in the Screening Period will be
asked to camplete this form and consent to
enter the Baseline Period.

This form will be campleted at the first
clinic visit Form (Visit 0) during the
baseline period for each patient.

Every month following the first baseline
visit, (Visit 0), this form will be used to
record data collected during scheduled
monthly visits for the entire study period.
It is required even if the visit is missed.

Iocal laboratory measurements done for
parposes of the Study should be recorded
here.

Camplete at screening and every month when
blood pressure is measured. Every 4 months
in conjunction with Form 12 and annually with
Form 47.

Y
.
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Renal Diagnosis Form
(Form #07)

Secondary Screening/Baseline
Dropout Form (Form #08)

Secordary Informed Consent

Study A & B Randamization
Form (DCC) (Form #37)

Randamization Form (Clinical
Center) (Form #09)

Unscheduled Medical Attention
Form (Form #10)

' Stop Point Form
(Form #11)

Study C Informed Consent Form

Study C Assigmment Form
(Form #31)

Abbreviated Follow-Up Form
(Form #12)

Study F Form
(Form #47)

Modification of Diet in Renal Disease Study

Outline of Events

At Baseline Visit 1, this form will be
campleted for each patient to record renal
diagnosis history.

After Baseline Visit 3, this form will
document any changes in eligibility prior to
possible randamization. If a patient drops
out prior to the erd of aseline, use this
form to record the reason.

Those patients who still meet all eligibility
requirements at the end of baseline will be .
asked to sign this form and consent to be
randomized to a study diet.

At the end of baseline, after consent forms
are signed, each eligible patient will be
randamized by the DOC to a blood pressure
goal ard a diet to be followed for the

follow-up period of the study.

When the patient has been randamized (over
the phone), this form will be campleted at

Whenever a hospitalization occurs, this form
mst document the visit.

Whenever a stop point is reached, this form
will document when and why.

Those patients who meet criteria to enter
Study C will be asked to sign the appropriate
form.

When a patient becames part of Study C, this
form should be campleted.

After a stop point has been reached, the
patient will continue to be followed every
four months (unless he/she becames part of
Study C). This form will replace the
Monthly Exam Form for these patients.

This form should be campleted every six

months for Study F patients. It is used to
follow-up on these patients.

9.7
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Modification of Diet in Renmal Disease Study

Anmmial Follow-Up Form
(Form #13)

Reason for Multiple Missed
Visit Form (Form #14)

Death Notification Form
(Form #15)

GFR Determination Work Sheet
Form (Form #16)

Central Laboratory Mailing
Form (Form #17)

EKG Mailing Form
(Form #18)

Amino Acid Mailing Form
(Form #19)

Central ILab Urine Report Form
(Form #32)

Central Lab Blood Report Form
(Form #33)

Outline of Events

This form should be campleted anmially (at
Follow-Up Visits #12, 24, 36, 48) in
conjunction with the Monthly Examination
Form, the Abbreviated Follow-up Form or the
Study F Form. It contains demographic data
similar to that collected initially..

This form should be campleted if a patient
has missed four or more consecutive follow-up
visits to document reasons why patient missed
visits.

In the event of a death, this form will be
canpleted as soon as information becomes
available to document the event.

This will be campleted and sent with samples
to the Central Iab at the time of all GFR
determinations. This form should be
campleted even if a required GFR was not
done. _

This form should be completed by Clinical
Center study technician or coordinator and
sent with any blood or urine samples going to
the Central Iab for analysis. It is required
whenever samples should be sent, whether
they were or not.

An electrocardiogram will be done at Baseline
2 and anmually thereafter (F11, F23,..). The
EKG tracing and this form will be sent to the
DCC, who will deliver it to the Central EKG
Iab. Complete for ALL required EKG’s whether
done or not.

This form should be campleted, transmitted
ard sent with all amino acid samples done for
the Study. The mumber of hours fasting and
the diet the patient is on should be
docamented on this form. It is required
whenever samples should be sent whether they
are or not.

This form includes central 24-Hour urine
analysis results fram the CBL.

The form includes all central blood
measurement results.

(.'l

cr
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Modification of Diet in Renal Disease Study
Outline of Events

Central laboratory EKG Form This form will be completed at the central

(Form #35) EKG Lab with results of the EKG.

Amino Acid Data Form The Central Amino Acid lab personnel will
(Form #36) camplete this form for all analyses done.
Central lab QC ID Matching This form will record which real patient
Form (Form #22) sample to match with QC ID data. It is

campleted by the Clinical Center and not
cammnicated to the Central lab.

Action Item Response Form This form will detail efforts made at the

(Form #23) centers to respond to each action item. It
is campleted monthly.

Data out of Range Form This form is to be used whenever a value is

(Form #24) outside the Datalex Entrypoint 90 range and
must be entered separately.

Data Change Form Use this form to notify the DOC of any

(Form #25) changes to be made to existent database

. entries.

Patient Symptam Form This form is campleted monthly by the patient

(Form #26) starting at B0 to indicate symptoms the
patients may be having.

Quality of Well Being The Quality of Life Scale is used to record

(Form #27) and measure to what degree patients’

activities are limited by renal disease and
its treatment. Completed at the DCC via
phone interview.

Check List This form is an inventory designed to reflect
(Form #28) patient’s psychological symptom patterns. It
w:llbecmpletedbythepatlerrtattheend
of baseline, and every four months

thereafter.
Econamic Information Form Camplete this insurance information form
(Form #29) at the Screening visit for all patients
entering Baseline and anmually thereafter.
Patient Transfer Form In the event that a patient moves and
(Form #30) becames another study physician’s patient,

the destination center should camplete this
form.
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Modification of Diet in Renal Disease Study
Outline of Events

Peer Group Range Form
(Form #39)

Stop Point Review Form
(Form #40)

Death Review Form
(Form #41)

GFR Data Form

(Form #42)

ILeisure Time Physical
Activity Form (Form #48)

Safety Variable Review Form
(Form #38)

Compliance Committee Review
Form (Form #49)

Other Evidence of Renal Disease
Form (Form #51)

The Central Biochemistry lab will camplete
this form for each center to ease the
reparting of CAP results.

This form will be campleted with the
consensus of the patient safety camittee’s
review of each stop point.

This form will be conpleted with the Patient
Safety Camnittee’s review of each patient’s
cause of death.

This is an example format of the data entered
by the Central GFR Laboratory.

To be campleted anmually (Bl, F10, F22..) on
all studies A and B patients to record their
assessment of activities.

The Clinical Management Cammittee will be
responsible for campleting these forms when
safety variables are reviewed.

It will be completed for each campliance
action item reviewed by the cammittee.

This should be campleted in addition to Form
#3 when serum creatinine is too low, but the
patient is still eligible since there is
other evidence of renal disease.

N

——
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60
61
62
63
64
*65
*66

*71

*72

*73

*74

*76

*77

*78/78P

*79

NUTRITION REIATED FORMS

Description
Packing Slip
Nutrition Cover
Diet Recall
MDRD Recipe
3-Day Food
Record

Anthropanetry

Phantom Matching

Study Diet
Prescription

Special Dietary

Considerations

Pill Count

Dietary Satisfaction

Sumary of Counseling
Plan

Patient Care Time log

Nutrition History

Special Food Products Order

* To be entered into Entrypoint 90

¥o Campletes

Packing Slip
Dietitian
Dietitian
Dietitian

Patient

Dietitian

Dietitian

Dietitian

Dietitian

Patient
Dietitian

Dietitian

Dietitian/
Patient

Dietitian

Usage

All of these are part
of food records to be
sent to the NCC for
analysis.

To record measures
at B2,F6 ard every
4 months after.

To identify real
patient to match with
QC

To record Follow-Up
Rx prior to discussing
with patient at FU 1

Every time a FU Rx
Changes this must be
campleted

To keep track of adherence
to Supplements

To monitor degree of
satisfaction with diet
B0, B3, and every 4 months

To sumarize progress

To keep track of time
spent in various
activities for the
patient.

To be campleted at
history of eating patterns
etc. for each patient

To keep track of what
special foods patients
seem to like.
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FORMS OOMPLETED AT CLINICAL CENTERS BY VISIT

Prior to Screening Visit

1 f B RBEEE
SN
:
g

F1A, F2A

F3, F7, F9, F13, F15, F19, F21
F25, F27, F31, F33, F37, F39,
F43, F45 '

FS, F11, F17, F23, F29, F35,
F41, F47

F2

Fé6, Fl4, F18, F26, F30, F38,
F42

F10, F22, F34, F46

F4, F8, Fl16, F20, F28, F32,
F40, F44

F12, F24, F36, F48

FORMS

01

03,

65
05,
05,

05,

05,
76

05,

05,
76,

05,

05,

05,

05,

29,

0s,

07,

17,

17,

17,

17,
77

46,

16,

17,

18,

26,

26,

78/78P, 50, 51(when necessary)

17, 26, 46, 74, 77

26, 46, 48, 77

26, 27(preparation), 46, 65, 77
16, 17, 19, 26, 28, 46, 52, 77

46, 71, 76, 77

46, 73°, 76, 77

18%, 26, 27(preparation), 46, 73°,

16,

17,

17,

16,

*
17, 19", 26, 46, 73°, 76, 77

Y
26, 46, 52, 65, 713°, 74*", 76, 17

26, 46, 48, 65, 73°, 76, 77

sk [o) ‘
17, 19 , 26, 28, 46, 73°, 76, 77

* -
05, 06, 13, 16, 17, 19, 26, 28, 29, 46 , 52,

6

737, 74, 76, 77

FOOD RECURDS & 24-HOUR RECALLS NOT INCIDDED

+ Only at F6, not at any others
Diet K Only at F2, F12, ard F36.
Diet K only at F4, F20, F28 and F44.

Diet K only
F6, F18, F30, F42 anly

\o+|:»

All patients at F24 and F48

All patients at F8, F16, F32 and F40

2 Form 46’s - ane far sitting and one far standing blood pressures
Not at F5 or F17 or F29 ar F41, oanly at F11 and F23 and F35 and F47

2 10.1
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10

11

14

22

23

24

25

30

31

34

38

40

41

47

49

66

72

79

Modification of Diet in Remal Disease Study
UNSCHEDULED FORMS

Unscheduled Medical Attention Form:

Stop Point Form

Abbreviated Follow-up Form (stop point patients - every four months)
Multiple Missed Visits Form

Death Notification Form

QC ID Matching Form ~ 2 times per year per center

Action Item Response Form - Monthly for any patient who reached action
item.

Out of Range Data Form

Data Change Form

Patient Transfer Form

Study C Assigrnment Form

Central Iab Quality Control Form - every 4 months
Safety Variable Review Form - Clinical Management Cammittee (CMC)
Stop Point Review Form (QMC)

Death Review Form (QMC)

Study F Form every 6 months

Campliance Cammittee Review Form

NOC Phantam Matching

Spepial Dietary Considerations

Special Food Products Order Form
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Categories of Forms

A. Recruitment

1. Recruitment Form (00)
2. 800 Phane Line log

B. Screening

1. Chart Review (01)

2. Eligible for Visit But Does not Have One (02)
3. Screening From (03)

4. Nutrition History (78)

5. Informed Consent

6. Recruitment (50)

7. Other Evidence of Disease (51)

C. Randamization

1. Secondary Screening (08)
2. Informed Consent
3. Randamization Form (09)

l 4. Study A & B Randamization (37)
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Categories of Forms

D. Routine Visits

1'

Examination Forms (04, 05)

Form 4 at BO Only
Form 5 Once per Month thereafter

1ab Forms (Mailing and Reports)

a. lLocal Lab Form (06)
b. Blood Pressure (46)
c. Anthropametry (65)
d. Pill Count (73)
e. Mailing Forms ard Central lab Reports Forms
i. GFR (16/42)
ii. 24-Hour Urine (17/32)
iii. Blood (17/33)
iv. EKG (18/35)
v. Amino Acids (19/36)

Patient Questionmnaires

a. Patient Symptam Form (26)

b. Quality of Well Being (27)

c. Symptam Check List (28)

d. leisure Time Physical Activity (48)
e. Dietary satisfaction (74)

Other Baseline Forms (Baseline Visit 1)

a. Renal Diagnosis Form (07)
b. Econamic Data (29)

Routine Dietary Forms

a. Counselling Summary (76)

b. Patient Care Time lLog (77)

c. Special Food Products Order Form (79)
d. Food Record Forms (60-64)
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E. Special Events

Categories of Forms

1. Abbreviated Follow-Up after a Stop Point (12)
2. Study F Form (47)

3. Anmmal Follow-Up (13)

4. Reasons for Missed Visits (14)

5. Unscheduled Attention (10)

6. Action Item Response (23)

7. Stop Point (11)

8. Death (15)

9. Study C (31)
10. Patient Transfer (30)
. 11. Committee Forms

~a. Stop Point Review (40)
b. Death Review (41)
c. Safety Variable Review (38)
d. Campliance Comnittee Review (49)
12. study Diet Prescription (71)
13. Special Dietary Considerations (72)
F. Quality Control
1. Central Iab QC ID Matching (22)
2. NCC Phantam Matching (66)
3. Central CAP QC (34)

G. Data Management

1. Data Out-of-Range (24)
2. Data Change (25)
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AMDRD Phase IIT QC Forms Flow

Form 17/32/33/22]

Form 19/36/22
Form 16/42/22
|Form 15/55/52]
[ Form 34/21/39 |
Quality
Control
Loop
Every Month
Every 4 Months
Every 4 Months® :
Every 6 Months
Every 6 Months
Every 6 Months

Every 6 Months

2.11.6
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MDRD)

| Check here it Rekey Verification Forms L___]

Page 1 of 2

Modification of Diet in Renal Disease Study
MDRD Packing/Order Slip

Sender Name: DateSent:____ __/__ [/ ___
Clinical Center:
- — - — - —— ]
Form For DCC
Quantity Number Form Name Use Only
Sent Erdered _

Screening Informed Consent

Baseline Informed Consent

Follow-Up Informed Consent

GFR Informed Consent

QWB Informed Consent

Study C informed Consent
#00 Clinical Center Recruitment Form
#01 Chart Screening Form
#02 Screening Visit Not Done
#03 Screening Form
#04 Demographic and Baseline Examination Form
#05 Monthly Examination Form
#06 Loca! Laboratory Measurement Form
#07 Renal Diagnosis Form
#08 Secondary Screening/Baseline Dropout Form
#09 Randomization Form (Clinical Center)
#10 Unscheduled Medical Attention Form
#11 Stop Point Form
#12 Abbreviated Follow-Up Form
#13 Annual Foliow-Up Form
#14 Multiple Missed Visits Form
#15 Death Notification Form
#16 GFR Determination Worksheet
#17 Central Laboratory Mailing Form
#18 EKG Mailing Form
#19 Amino Acid Mailing Form
#20 Local Lab Quality Control Form
#21 CAP Quality Control Form
#22 Central Lab QC 1D Matching Form
#23 Action ltem Response Form
#24 Data Out of Range Form
#25 Data Change Form
#26 Symptom Form
#27 Quality of Well Being Form
#28 Sickness Check List SCL-90-R Form
#29 Economic Information Form
#30 Patient Transfer Form
#31 Study C Assignment Form

PWO 1596

.1
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Modification of Diet in Renal Disease Study
MDRD Packing/Order Slip
Form For DCC
Quantity Number Form Name Use Only
Sent [Ordered -
#43 Close Out Form
#44 Close Out For Stopped, Study F & G
#45 Post Close Out Form _
#46 Locai Blood Pressure Form
#47 Studies F & G Form
#48 Leisure Time Physical Activity Form
#50 Recruitment Data for Patients in Baseline
#51 Other Evidence of Renal Disease Form
#65 Anthropometry Form
#66 NCC Phantom Matching Form
#70 Baseline Diet Prescription Form
#71 Study Diet Prescription Form
#72 Special Dietary Considerations Form
#73 Pill Count Form
#74 Dietary Satisfaction Questionnaire
#76 Compliance Counseling Summary Form
#77 Dietitian's Time Log Form
#78/78-P | Nutrition History Questionnaire
#79 Special Food Products Order Form
#-- Packing / Order Slip
PWO 1596

2.13
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MDRD)

Modification of Diet in Renal Disease Study
MDRD 800 Line Daily Log

PersON CalliNG.....cccccooiiiriiieciiereree e e nittrt et eeeoressrasstnssesnstes s tesaarssre st s tnarns e raaaassassnsnsnes S
1 Patient
2 = Physician
3 Family Member
4 = Other (Specily: )

. a. Patient Name:

b. Patient Address:

c. Patient Telephone......cccoooiieeiriiciiiiicnecens - -

a. Physician Name:

b. Physician Address:

c. Physician Telephone..........c..cccccveevunennns - -

Code number of center referred to (see reference list)

Where did caller hear about study 800 NUMDET ........cooieiiiiiiriiriiiiice e,
= Relative/friend

Personal physician

Study brochure

Newspaper

Radio

Television

Other (Specity: )

NO O HWN =
[T I T I

2,13 .02

PWO 1689
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Modification of Diet in Renal Disease Stidy
CLINICAL CENTER RECRUTIMENT FORM

This form is to be campleted for all initial phone contacts from potential
study participants initiated through the 800 mmber or fram outside the
clinic. These phone contacts should be referred to sameone at the center
knowledgeable in the eligibility requirements for the MIRD Study. :

If a patient contacts a center via a letter, this form should still be
campleted.

QUESTION # INSTRUCTIONS

2 If you have an answering machine that takes a message from a
caller on day 1 for instance, but you don’t actually contact
the patient until day 6. You should enter the date of day 6
when you talked with the person and got the information.

3 Note the word first. You may be in contact with this person
after they called the 800 mumber, but where did the person
learn of the 800 rmber?

If the patient heard about the study fram a friend who had
heard about it on television, you should mark a 6 =
television.

If you get two or more responses to the question you should
enter only one response. You should try by talking with the
person to get at which place really made the patient make
the phone call. If you can’t do this, enter the choice
which appears first on the form. (If T.V. and radio, enter
5 = radio) Do not enter "other" and specify T.V. and radio
for instance.

6-10 These questions relate to eligibility. As soon as you
determine the person is not eligible, you can skip to item
103. 1f creatinine is unknown, leave blank.

If the person is eligible by these criteria, you may
initiate further contact. A Form 1 must be campleted if the
person is considered for entrance into the study even if
your first contact is a visit and not just a chart review.

11 If the person will be contacted further, (or for your own
information), you may complete the Name, Address, and Phone
here. You should not amd cannot enter these items in
Datalex.

103-104 The data recorded here should be entered at the center and
transmitted as usual. It will not be connected to the MDRD
database however (note no ID rnumber of any kind). We will
simply use these data to tally how people learned of the
study and what percent of these pecple were eligible for
further consideration. °2 | L_’
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ZADRD)

Moditication of Diet in Renal Disease Study
Clinical Center Recruitment Form

This form is to be completed for each initial phone contact with a potential study
participant.

1. Clinical Center.......vvuvvvieeiereeeeevmriereceennes TR T T TP
Date Of CONACE.........oeiereiiiiierieiereriirereeeanreneenesereseensannnerennnnns / /

3. Where did the person first hear about the StUdY ........cooveiciiciiiiir e,
= Relative/Friend

= Personal Physician
Study Brochure
Newspaper (Specify: )
Radio (Specify: )
TV (Specify: )
Other (Specify: )

-t

2
3
4
5
6

7
4. Did person call 800 number prior to being in contact with center? (1 =yes, 2=n0)............
Sex (1 = M8, 2 = FEMAIE).....cccuireiiiieireriirreerieeerseensesiseeessrnesebsseessreseteseseeannesssneesanneeas

ltems 6-10 relate to eligibilly. When you determine that a person is not eligible, you do
not have to complete the other items.

6. Age (18 10 70 10 be €ligIDIE)...c.eevreiieereeceteee ettt eecerre e eare e -
7. Has person gone on dialysis? (1 = Y88, 2 = NMO) v.eveerrcerereirnnrmennreeeerrereenssnorrnnesecenseessononnes -
8. lIs person a kidney transplant recipient? (1 = yes, ‘2 3 12} I RPN _
9. Does person take insulin? (1 = Y€S5, 2 = N0 ...eveeecreieeeereierrrerreeernienereesiensesesnseseesesnneaeans _
10. Serum creatinine (mg/dl) (1.2 - 7.0 female, 1.4 - 7.0 male to be eligible) ............. S
11. Name
Address
Phone Number ..........cccooeiiviiiiiiniiist e e
103. Date 1orm €rHEIEM......cccuiviiieeieee et eree s e e s N S
104. Certification number of data entry Person ...........cceeeeevveeevevssuesveenssnnnn

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1635 ;./5




Rev. 2 10/15/88

Form # 01
Page 1 of 5

Modification of Diet in Renal Disease Study

CHART SCREENING FORM

This form is to be used to assist in the chart review, screening

process. It should be completed on all patients meeting creatinine, age,
diabetes and kidney recipient criteria.

ITEM

1. 1ID Code

2. Name Code

3. Clinical Center

INSTRUCTIONS

The ID code will be assigned sequentially for each
center. The first two digits are for the clinical
center,

The name code should consist of the first two letters
of the patient's first name and the first two letters
of the patient's last name.

Example: MARY JONES = MAJO

Within each center you should have unique

namecodes. Do not allow more than one patient to
have the same code. Use a different letter if the
situation arises.

_Enter the permanent code number for your center as

follows:

01 = Bowman Gray School of Medicine
02 = Brigham and Women's Hospital/
Beth Israel Hospital
03 Brookdale Hospital Medical Center
04 = Duke University School of Medicine

05 = Emory University

06 = George Washington University Medical Center

07 = Harbor Medical Center

08 = New England Medical Center Hospital/
Massachusetts General Hospital

09 = Ohio State University Hospitals

10 = University of Florida

11 = University of Iowa Hospital and Clinics

12 = University of Miami Jackson Memorial
Medical Center

13 = University of Southern California

14" = University of Texas Health Science Center

15 = Vanderbilt University Medical Center

5.a. Enter al = yes if the patient was found during a systematic review of
records or laboratory results at a location where your center has
tried to go through each record or result and complete a form for

each. Enter a 2

no if the patient was self referred, individually

referred by a physician, or referred to you in a group of likely

eligible patients.

oI/
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Form # 01
Page 2 0£ 5

Modification of Diet in Renal Disease Study

QUESTTON #
5b.

7a-d.

7e.

HYPERTENSION

Class 1:
Class 2:

Class 3:

Class 4:

CHART SCREENING FORM
INSTRUCTTONS

If the patient finds you through publicity 7 = self
referred. If the answer to 5b is 6 or 7 then you may
skip to item 8 and leave items 6 and 7 blank. Both
questions 5a and 5b should be campleted.

For parts ‘a’ - ‘d’, if there is documented evidence
that the patient has the specified renal disorder,

enter a 1 in the appropriate space.

Note, the following are serious medical corditions for
which a patient must be excluded fram further study.

Enter a 1 if the patient has had a diastolic blood
pressure greater than 95 millimeters of mercury or a
systolic blood pressure greater than 180 millimeters of
mercury on the most recent measurement in the past
three months despite Maximal medical therapy.

Enter a 1 if the patient has had metastatic cancer or
resection of a primary malignant lesion within the past
year (except squamous cell or basal cell carcinama of
the skin). Also, enter a 1 for patients who are
undergoing current adjuvant chemotherapy, or for
patients who have multiple myelama or renal disease due
to a monoclonal gammopathy.

The New York Heart Association functional classes are
as follows:
No symptoms.
Camfortable at rest. Symptams with ordinary physical
activity.
Camfortable at rest. Symptams with less than ordinary
physical activity.
Symptams at rest. If the patient displays disability
fram heart failure (>=Class 3) despite therapy with
digitalis, diuretics, and afterload reducing agents,
enter a 1.
Enter a 1 if the patient demonstrates severe chronic
lung disease causing cor pulmonale or regquiring steroid
therapy.
If two of the patient’s serum bilirubin measurements
within the past three months are greater than 1.5
mg/dl, enter a 1.

OR

If there is evidence of portal hypertension (with or

without a known diagnosis of cirrhosis) complicated by
edema, enter a 1.

2.7
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Form # 01
Page 3 of 5

Modification of Diet in Renal Disease Study

QUESTION #

GI SYMPTOMS

INFECTIONS

COLLAGEN
VASCULAR
DISEASE

HOSPITALI-

| . ZATION

-DISABILITY

7f. MEDICATIONS

CHART SCREENING FORM

INSTRUCTIONS

OR )

If two of thebpatients SGOTs or other serum
transaminases in the past three months have been greater
than 100 IU/L, enter a 1.

Enter a 1 if the patient has any disease requiring
treatment with diets which would seriously complicate a
low protein diet prescription,

Enter a 1 if the patient has experienced chronic
infections requiring prolonged antibiotic therapy within
the past six months (i.e., systemic mycoses, AIDS, or
active tuberculosis). This does not include
uncomplicated urinary tract infections.

Enter a 1 if the patient has a collagen vascular disease
such as SLE or vasculitis. Patients with rheumatoid
arthritis are not excluded.

If the patient has been hospitalized more than three

times in the past year, or if the patient has been in
the hospital for more than 60 days in the past year,

enter a 1.

If the patient is disabled as shown by an inability to

perform most activities of daily living (such as
dressing, feeding or using a toilet), enter a 1.

If the patient is taking any of the listed medications
as therapy for their primary renal disease, enter a 1,

If the patient is taking immunosuppressive agents, enter
al.

OR
If the patient has taken corticosteroids in excess of 7
milligrams prednisone equivalents daily for two or more
months out of the past year, enter a 1.

Equivalency

Cortisol 30 mg 7.5 mg
Cortisone 37.5 mg 7.5 mg
Dexamethadone 1.125 mg 7.5 mg
Triamecinolone 6 mg 7.5 mg
Prednisolone 7.5 mg 7.5 mg
Methylprednisolone 6 mg 7.5 mg
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QUESTION

@ -
7i.

7j.

k.

10. REENIRY

Form # 01
Page 4 of 5

Modification of Diet in Renal Disease

CHART SCREENING FORM
INSTRUCTTIONS

- R
If the patient has taken gold within the past month, enter
al.

R
If the patient has taken penicillamine within the past
month, enter a 1.

R
If the patient has been taking more than 20 tablets of
325 mg salicylates per week, enter a 1.

R
If the patient has taken other non-steroidal anti-
inflammatory agents within the past two months, enter a
1.

®R .
If the patient is taking any investigational new drugs,
enter a 1. If the patient is taking Erythropoietin, enter
a 1. Unless at same point the FDA approves its use for
non dialysis patients. Then it will no longer be an
exclusion.

If compliance is doubtful for any reason enter a 1. Refer
to Form 3, Question 12 a-m for details.

Eter a 1 if the patient is currently enrolled in ancther
study in which diet or drug therapy is stipulated.

If the patient is known to be a lactating mother or
pregnant, enter a 1.

If the patient has urinary retention identified by
history, physical or radiologic examination, enter a 1.

If the patient has exhibited a previous allergic reaction
following an iothalamate injection or an iodide ion, enter
a 1 in the appropriate space.

Identify any causes for not continuing patient contact for
entry into the studywhidmatmispointintimedomt
constitute an actual exclusion.

Ifapatientisscreened,entersbase.line,dxqasarﬂthen
getsrsczeenedtoentertheproossagam,heorshe
should be given a new ID code. In this instance, enter 1
= yes and the previously assigned ID code.

If a patient is simply screened a 2nd time, never having
been in Baseline, a new ID should not be assigned.
Camplete a 2nd Form 3 labelling as S2.0 amd do not
caplete this Form 1.

d.19
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Page 5 of 5

Modification of Diet in Renal Disease Study
SCREENING FORM

QUESTION # INSTRUCTIONS

101. Date this form Enter the date that the entire form is completed. Right
completed justify. .

102. Certification Enter your unique certification number. You thus take
number responsibility, for the accuracy of the data contained
in this form.

103. Date form Enter the date that the contents of this form have been
entered entered into the computer. This should be the same date
as when the form was completed, or as soon as possible
thereafter.

104. Certification The data entry person's certification number must
number be entered. He or she thus takes responsibility for the
accuracy of the entered data.

&R0
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MDRD)

Modification of Diet in Renal Disease Study
Chart Screening Form

This form is to be completed on patients considered for entry into the study, who meet
the following criteria: with chronic renal disease, age 18 to 70 years, serum creatinine
within the past year between 1.2 and 7.0 mg/dl for females, and between 1.4 and 7.0 -
mg/dl for males, not taking insulin and not a kidney transplant recipient.

— —— ——— — e e

Patient 1dentification NUMDET..........cc.eeevvveeeeeeeee oot oo

Patient Name Coae

...................................................................................

Clinical Center

.......................................................................................................

.............................................................................................

a. Was this patient found during a systematic review of the records or laboratory results
from a defined population? (1 = yes, 2 = no)

-------------------------------------------------------------

...................................................................................................

1 = Nephrology clinic 5 = Laboratory

2 = Private nephrology office 6 = Specifically referred by physician
3 = Other physician's office 7 = Self referred

4 = HMO 8 = Other (20 characters maximum)

( )

if 6 or 7 skip to item 8.

Primary Renal Diagnoses (Code 110 24 as Shown below)........c.eeeeevevvvrvevverereernnn,

1 = Polycystic kidney disease 15 = Membranoproliferative

2 = Hereditary nephritis glomerulonephritis

3 = Analgesic nephropathy 16 = Mesangial proliferative

4 = Pyelonephritis glomerulonephritis

5 = Other interstitial nephritis 17 = Chronic renal failure with proteinuria
6 = Obstructive uropathy - acquired 18 = Nephrotic syndrome without biopsy
7 = Obstructive uropathy - congenital 19 = Absence of one Kidney

8 = Vesico-ureteral reflux 20 = IgA nephropathy

9 = Urinary tract stones 21 = Other glomerulonephritis

10 = Hypertensive nephrosclerosis 22 = Other (20 characters maximum)

11 = Diabetic nephropathy ( )
12 = Renal artery stenosis 23 = Unknown

13 = Membranous nephropathy 24 = None

14 = Focal sclerosis

Review the following exclusion criteria. Enter a 1 for any items where evidence of the
exclusion is found in the chart. As soon as one of the items is marked yes, others need
not be reviewed. However, if an item is reviewed in the chart and not found, enter a 2 for
no.

A Urinary tract - OBSIUCHION .........cvcvieiiierect e et e et e seesee e et et

b. Renal Artery Stenosis as cause of renal iNSUMICIENCY ... veveveeveeeeeereeeeereeeeeeeeeeea,

c. Staghorn Calculi

.....................................................................................................




10.

101.
102.
103.
104.

Patiet IDNumber ___ Form # 01
Rev. 3 12/1/90 Page 2 of 2
Modification of Diet in Renal Disease Study
Chart Screening Form

(Continued)

Lo TR 037 11210 - DO OO OIS SPPN TS PPRIPRI I SSOTRPLS S
e. A Seriou; Medical Condition (See INStTUCHIONS)......cccevurererirenimeeniennieniceeesicssnsssniannans _
f. Drugs (See INSHUCHIONS)......ccceeurririeirreieniineieeene sttt a st s e s ssassnssenes —
g. Compliance to study is doubtful (see INSIUCIONS).......cooriiiimieniniiiiiniriisnnicsiaecns -
h. Currently enrolled in another diet or drug therapy Study...........oceeimvinsiniiniienninnenens _
i, Pregnant or lactating.........covivniiiniieiiinie ettt s s s -
oo UMNArY retentioN......coiiviiiiiniinee et s s .
k. Known allergy to iodine or iothalamate.........ccecvieniniiiinnisinii e, "
Is the patient eligiblé for a screening visit? (1 =YeS, 2 = N0).ccvveeriiieeinincnrinrccnsicstnsaes, _

If yes, the patient should be Invited for a screening visit.
does not come for a visit, complete Form 2. If the patient
a8 screening visit, complete Form 3.

If the patient
does come for

Has something else stopped the study team from pursuing the patient futher?......cceeees
1 = Urine protein repeatedly > 10 g/day

Serum albumin < 3.0 g/dl
Body Weight
Other

NN

None

a. Has the patient previously been in Baseline? (1 =yes, 2 = no)......... reeeerrvesnmnasarsssssens -
(New ID's only assigned when this is yes)

b. What was the previous ID Code assigned?............mivesessecee.

Date this form completed..........cccceunnnne.
Certification number of person filling out this form

Date form entered........coevveerievccenenrennnns

Centification number of data entry person

................................

....................................

............................................




Rev. 1 9/1/88

Form # 02
Page 1 of 1

Modification of Diet in Renal Disease Study

PATIENTS ELIGIBLE FOR. SCREENING VISIT

BUT WHO DO NOT HAVE ONE

Complete this form for each patient eligible for a screening visit who does
not have one.

QUESTION #

1.

101,

102.

103.

104.

ID Code

Name Code

Clinical Center

Reason

Comment

Date this form
completed

Certification number
of person filling
out this form

Date form entered

Certification number
of data entry person

INSTRUCTIONS

This is the same numerical number given to the
patient when screened. See Form #01.

The name code consists of the first two letters
of the patient's first name and the first two

. letters of the patient's last name as used on

Form #01.

Enter the permanent code number given to your
Center.

Give the primary or first reason for the patient
not coming in for a visit.

If the reason is 'other', specify in the comment
area. This will not be key entered.

Enter the date that the form is completed. Right
justify.
Enter your unique certification number. You thus

take responsibility, for the accuracy of the data
contained in this form.

Enter the date that the contents of this form
have been entered into the computer. This should
be the same date as when the form was completed,
or as soon as possible thereafter.

The data entry person's certification number must

be entered. He or she thus takes responsibility
for the accuracy of the entered data.

D. 23



I | E__ Form # 02
For DCC Use Only V__ Page 1 of 1
. Rev. 1 9/1/88 T__ :

MDRD)

Modification of Diet in Renal Disease Study
Patients Eligible for Screening Visit
But Who Do Not Have One

This form is to be completed for each patient who is eligible for a screening visit, but did
not have one.

FORM H ....oooiiiiiieieseeesnnreresesisvsetesassesasssesssesessanesess seessnestesstssssssnsssssriassisssssssnrernnnsannes 02

1. Patient Identification NUMDET.........ceeeeeeereerrerecerreerecesonreesorssonnsnenn
2. Patient Name COUE .....vmeemeemeeeeeesesreeeeereeeresesnenns S e ee s -
3. ClNICAI CONLEN ... ... ccerrecreeeerierreerietirecrreeeteseessesanesasesensnsasesssstsisseessesnnnsssssssisensnans -
4. Reason Screening Visit NOt held..........ccccciiiiviiiiiiinniiinerini e, o

1 = Patient moved 5 = Patient refused

2 = Patient died 6 = Study Team Preference

3 = Patient on dialysis 7 = Other

4 = Patient couldn't be reached

5. Comments:

101. Date this form completed.........cceiievvncrrnecrnrecciccrnnnnierernnneee, / /

102. Certification number of person filiing out this form

103. Date form entered.......ccccceeeeervereeeeniereerrrereerenseseseereneseeeseesessoraens / /

104. Certification number of data entry person .......cc.cocoecevevreiiviiiiiiiniiinnnnnnn.

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

2. R4/

PWO 1484




Rev. 3 7/15/89 Form # 03
Page 1 of 10

Modification of Diet in Renal Disease Study
SCREENING FORM

Complete this form for all patients with chronic renal disease, age 18 to 70,
w1thsennncreatmmew1tlunthepastyearbetween12arﬂ70m;/dl for
females, andbetween14and70mg/d1 for males, not taking insulin and not a
transplant recipient who have a visit. The form should be campleted by the
Study Coordinator at the conclusion of the screening visit.

QUESTION #  INSTRUCTIONS

1. Enter the Patient ID Code assigned to this patient on Form #01.

2. Enter the patient’s Name Code. The first 2 letters of the
patient’s first name and the first 2 letters of the patient’s last
name.

3. Enter the code associated with the Clinical Center where this

patient is being evaluated. The following is a list of permanent
identification codes for each Center taking part in this study.

01 = Bowman Gray School of Medicine

02 = Brigham and Wamen’s Hospital/Beth Israel Hospital

03 = Brookdale Hospital Medical Center

04 = Duke University School of Medicine

05 = Emory University

06 = George Washington University Medical Center

07 = Harbor Medical Center

08 = New England Medical Center Hospital/

Massachusetts General Hospital

09 = Chio State University Hospitals
10 = University of Florida
11 = University of Iowa Hospital and Clinics

12 = University of Miami Jackson Memorial Medical Center
13 = University of Southern California
14 = University of Texas Health Science Center
15 = Vanderbilt University Medical Center
4c. The first Screening visit should be labelled 01.0. If patient is
screened a secord time enter 02.0.

6. Items 13-16 are diagnoses made by renal biopsy. Remember if

"other" is specified, up to 20 digits of the specification may be
entered.
7. The patient’s age is calculated by subtracting the birth date from

the date the form is campleted.

10. If the patient is male, enter a 2. If the patient is female, refer
to the most recent data recorded in the chart. If she is known to
be a lactating mother or pregnant, enter a 1. If she is planning
to be pregnant within 2 to 4 years, enter a 1. If not, enter a 2.

2. .25




Rev. 3 7/15/89

11.

12.

Form # 03
Page 2 of 10

Modification of Diet in Renmal Disease stidy

SCREENING FORM

INSTRUCTTONS

Enter a 1 if the patient is currently enrolled in another study
in which diet or drug therapy is stipulated. Enter a 2 if there
is no evidence of this. -

Final judgment regarding campliance is made by the local Principal
Investigator after consultation with the patient’s physician.
Enter a 1 if any of the items listed is yes. Enter a 2 if not.

a.

h.

If there is doaumented evidence of chronic use of hervin,
cocaine, barbiturates or other illicit drugs, enter a 1. If no
evidence is found, enter a 2.

- If the patient’s records indicate previous hospitalizations for

alcoholism or previous history of arrests for alcchol abuse and
there is no demonstration of cessation for the past year, enter
a 1. If there is no evidence of abuse or the patient has
demonstrated cessation of abuse for at least cne yYear, enter a
2,

- If there is documented evidence of a history of major

psychiatric illness or psychosis requiring hospitalization or
treatment by either a psychiatrist or psychotropic drugs within
the past year, enter a 1. If no such evidence is apparent,
enter a 2.

- If the patient is illiterate, unable to understand study

procedures, enter a 1. Otherwise, enter a 2.

- If the patient does not appear to be motivated to participate

in the study, enter a 1. Otherwise, enter a 2.

- If the patient has diet preferences which will not allow

campliance to study diets, enter a 1. Otherwise, enter a 2.

- If the patient plans to move from the area in the next two

years, enter a 1. Otherwise, enter a 2.

If the patient has no cooking facilities, or if the person
responsible for the patient’s cooking refuses to cooperate,
enter a 1. Otherwise, enter a 2.

If the patient appears to fail to keep at least half of his or
her scheduled appointments as ascertained from previous
records, enter a 1. If no such evidence is found, enter a 2.

. If the patient cannot cammmicate with study personnel, is

unable to write food records, cannot read or is illiterate,
enter a 1. Otherwise, enter a 2.

. If the patient does not have access to a telephone at which he

or she can be reached, enter a 1. Otherwise, enter a 2.

2.2
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Rev. 3 7/15/89

Form # 03
Page 3 of 10
Modification of Diet in Remal Disease Study
SCREENING FORM

QUESTION  INSTRUCTIONS

12. 1.
m.

13.

14'

15. a.
b.
c.

If the patient exhibits some characteristics which make you feel
his or her campliance is doubtful, (i.e., patient refusal) enter
a 1. Write in the evidence in the space provided. Otherwise,
enter a 2.

If campliance is doubtful for same other reason, enter a 1 here
and specify reason.

If any part of item 12 is yes, the patient is not eligible.
However, continue to camplete the remainder of the form.

For parts ‘a’ - ’d’, if there is documented evidence that the
patient has the specified renal disorder, enter a 1 in the
appropriate space. If no evidence is found, enter a 2.

If the patient has urinary retention identified by history,
physical or radiologic examination, enter a 1. Otherwise, enter
a 2. ’

Enter a 1 if the patient has had metastatic cancer or resection
of a primary malignant lesion within the past year (except
squamous cell or basal cell carcinama of the skin). Also, enter
a 1 for patients who are undergoing current adjuvant '
chemctherapy, or for patients who have multiple myelama or renal
disease due to a monoclonal gammopathy. If none of these are
documented, enter a 2.

The New York Heart Association functional classes are as
follows:
Class 1: No symptams.
Class 2: Comfortable at rest. Symptoms with ordinary
physical activity.
Class 3: Camfortable at rest. Symptams with less than
ordinary physical activity.
Class 4: Symptams at rest.
If the patient displays disability from heart failure (>=Class
3) despite therapy with digitalis, diuretics, and afterload
reducing agents, enter a 1. If no such evidence is found, enter
a 2.

Enter a 1 if the patient demonstrates severe chronic lung

disease causing cor pulmonale or requiring steroid therapy. If
no such evidence is found, enter a 2.

= 27)



Rev. 3 7/15/89 Form # 03

QUESTION #
15.
16.

Page 4 of 10

}bdifimtimofnietinlh'albiseasesuﬂy
SCREENING FORM

INSTRUCTIONS

d. If two of the patient’s serum bilirubin measurements within the
pastthreenmlthsaregreaterthanl.Smg/dl, enter a 1. If not,
or if the patient has Gilbert’s disease, enter a 2.
Ifthereiseviderneofportalhypertersim (with or without a
known diagnosis of cirrhosis) camplicated by edema, enter a 1.

Iftmofthepatierrtsswrsorothersenmtxansamjmssinme
pastthmemxﬂushavebemgreaterthanloom/L,errteral.
Ifmsn.:chevidenceisfanﬂorthepatienthasintermittent
asymptamatic elevated transaminases, enter a 2.

e. Enter a 1 ifﬂaepatienthasanydiseaserequirirgtreaunent
with diets which would seriously camplicate a low protein diet
prescription. If no such evidence is found, enter a 2.

f. Enter a 1 if the patient has experienced chronic infections
requiring prolonged antibiotic therapy within the past six
months (i.e., systemic mycoses, AIDS, or active tuberculosis) .
This does not. include uncamplicated urinary tract infections.
Ifmsuchillmssashaveoccurred, enter a 2.

g. Enter a 1 if the patient has a collagen vascular disease such
as SIE or vasculitis. Patients with rheumatoid arthritis are
not excluded; for these patients, enter a 2. Enter a 2 if none
of these diseases are evident.

h. Ifthepatienthasbeenhospitalized more than three times in
the past year, enter a 1. If not, enter a 2.

i. Ifthepatienthasbeeninthehospital for more than 60 days
'inthepastyear, enter a 1. Otherwise, enter a 2.

j. If the patient is disabled as shown by an inability to perform
most activities of daily living (such as dressing, feeding or
using a toilet), enter a 1. If not, enter a 2.

If the patient is taking any of the listed medications, enter a 1.

Otherwise, enter a 2.

a. If the patient is taking immunosuppressive agents, enter a 1.
Otherwise, enter a 2.



Rev. 3 7/15/89 Form # 03
Page 5 of 10

}bdifimtimofDietinIhalDisease
. SCREENING FORM .

Equivalency
Cortisol 30 mg 7.5 my
Cortisone 37.5 ng 7.5 mg
Dexamethasone 1.125 mg 7.5 mg
Triamcinolone 6 mg 7.5 mg
Prednisolone 7.5 mg 7.5 mg
Methylprednisolone 6 my 7.5 g

C. If the patient has taken gold within the past month, enter a 1.
Ifnoevidenceofthisisfouni, enter a 2.

d. If the patient has taken penicillamine within the past month,
enter a 1. If no evidence of this is found, enter a 2.

e. If the patient has been taking more than 20 tablets of 325 g
salicylates per week, enter a 1. If no evidence of this is
found, enter a 2.

. f. If the patient has taken more than the MDRD Maximm Allowable
dose of other non-steroidal anti-inflammatory agents within the

enter a 2. See the attached equivalency chart for maximum

allowable dose.

g. If the patient is ing any investigational new drugs,
excluding Erythropoietin enter a 1. If no evidence of this is
found, enter a 2.

h. Until further notice fram the FDA, use of Erythropoietin is an
exclusion.

17. If the patient has exhibited a previous allergic reaction following
an iothalamate injection or an iodide ion, enter a 1 in the
appropriate space. If not, enter a 2.

18. a.mterthedateonwhichthennstreoentsenmalbmninwas
determined. This date must be within the past three months.

b. mterthemostmcentsennnalbtminvalue found. The value
should be recorded in grams per deciliter, rounded to the
nearest tenth, right justified, and zero-filled. If the patient
is eligible this must be campleted. If the patient is not

I eligible this may be left blank.

229
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Rev. 3 7/15/89 Form # 03

QUESTION #

19.

Page 9 of 10

lbdificntimofnietinnaalbiseasestuiy
SCREENING FORM

INSTRUCTIONS

C. Enter a 1 if the value in part ‘b’ is less than 3.0 g/dl. If
the serum albumin is greater than or equal 3.0 g/dl, enter
a2.

Standard Body Weight should be campleted by the dietitian.
Instructions for its campletion are included in the Nutrition
portion of the Maral of Operations. If the patient is not
eligible, this section may be left blank. '

a. The patient’s height should be recorded in centimeters, rounded
to the nearest tenth of a centimeter. Only values between 120
and 200 may be entered. Height should be measured twice, both
should be recorded ard the average used for further
calculations. For more specific instructions see the Nutrition
portion of the Mamual of Operations.

b. The right elbow breadth should be recorded in centimeters
rounded to the nearest tenth.

C. The patient’s frame size is determined from his or her elbow
breadth.

d. The patient’s actual body weight should be entered in kilograms,
rounded to the nearest tenth. The weight should be measured
twice and the average used. Refer to the Nutrition portion of
the Marual of Operations for further instructions. The
dietician does not have to be the person to camplete this item.

e. The standard weight is determined according to height, sex, and
frame size.

f. (average from part ’‘d’/answer to part ‘e’) multiplied by 100.
The value should be rounded to a whole percentage point, then
right justified.

g. If the value in part ‘f’ is greater than or equal to 80% and
less than or equal to 160%, then enter a 2. If it is outside
this range, enter a 1. The patient is not eligible.

h. Enter dietitian’s certification rumber.

& 33



Rev. 4 4/15/90 Form # 03

® ...

20.

21.

101.

102.
103.

104.

Form 51/
Creatinines

Page 10 of 10
Modification of Diet in Renal Disease study
SCREENING FORM
INSTRUCTIONS

To be eligible: items 8~17 and 18c must be no, item 19g must be
no, MAP must be < 125 and the first creatinine value mist be
within range (or Form 51 indicates other evidence of renal disease)
and within the past month. If item 20 indicates not eligible - DO
NOT' HOLD A BASELINE VISIT.

If the patient is willing and able to give consent, enter a 1. If
not, enter a 2. .

Enter the date that the form is completed. Right justify.

Enter your unique certification mmber. You thus take
responsibility, for the accuracy of the data contained in this
form.

Ehterthedatewhenthefomwasenteredintotheoarputer. This
shmldbethesamedatethatthefomwascmpleted, or as soon as
possible thereafter.

The data entry person’s certification mmber mist be entered. He
or she thus takes responsibility for the accuracy of the entered
data.

In campleting the creatinine chart be sure the most recent value
is first for eligibility determination. If a patient is
REscreened, enter only additional creatinine values since the
first campletion of this form. If there are no new values,
repeat the most recent one in the first space provided. -

It is very important to get the past creatinine measurements from
the patient’s chart. This may involve writing to the patient’s
physician in ancther city to abtain data.

Iftwocreatininsarereportedinthedmartmﬁxesameday,an
average value should be entered an the form.

If creatinines are available during hospitalizations they should be
included on page 6. Do not make judgments regarding which values
available.

If the patient’s creatinine is too low but there is other evidence
of renal disease (thus making the patient eligible) you must
camplete Form 51.

If the only thing making a patient ineligible is that the
creatinine is too low and there is not other evidence of renal
disease do the following:

item 12 = Yes

item 12 m = 1 = Yes

item 12 m = OTHER EVIDENCE , OR CREATININE IS TOO LOW
item 20 = 2 = No
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| i E__ Form # 03
For DCC Use Only \) Page 1 0of 6
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MDRD

Modification of Diet in Renal Disease Study
Screening Form

This form is to be completed at the conclusion of the screening visit on all patients with
chronic renal disease, age 18 to 70 years, serum creatinine within the past year between
1.2 and 7.0 mg/di for females, and between 1.4 and 7.0 mg/dl for males, not taking insulin
and not a kidney transplant recipient. For those patients who are eligible, the Baseline
Visit 0 must take place within two months of the date of the serum creatinine which
determines eligibility.

.......................................................

...................................................................................

.......................................................................................................

D VIS TYPE oottt st e st S

¢. Visit Number

............................................................................................
..............................................................................................

R R R

1 = Polycystic kidney disease 15 = Membranoproliferative

2 = Hereditary nephritis glomerulonephritis

3 = Analgesic nephropathy 16 = Mesangial proliterative

4 = Pyelonephritis glomerulonephritis

5 = Other interstitial nephritis 17 = Chronic renal tailure with proteinuria
6 = Obstructive uropathy - acquired 18 = Nephrotic syndrome without biopsy
7 = Obstructive uropathy - congenital 19 = Absence of one kidney

8 = Vesico-ureteral reflux 20 = IgA nephropathy

9 = Urinary tract stones 21 = Other glomerulonephritis

10 = Hypenrtensive nephrosclerosis 22 = Other (20 characters maximum)

11 = Diabetic nephropathy ( )
12 = Renal artery stenosis 23 = Unknown

13 = Membranous nephropathy 24 = None

14 = Focal sclerosis

ELIGIBILITY DETERMINATION

Patient's age

---------------------------------------------------------------------------------------------------------

Is the patient taking insulin? (1 = yes, 2 = no)

..................................................................

Is the patient a kidney transplant recipient? (1 = YES, 22 N0) . ccciiiceriiiiretnte e ee e ens '
Is the patient pregnant or lactating? (1 =yes, 2 = 3 1o) ORI -
PWO 1491

o) 35



11.

12.

13.

14.

Patient ID Number Form # 03

Rev. 3 11/15/90 Page 2 0f 6

Modification of Diet in Renal Disease Study
Screening Form

Is the patient currently enrolled in another study in which diet or drug therapy is
SHPUlAtEd? (1 = Y5, 2 2 N0) ciiieiiiiiiccieccrccriieretervttn i eeresesesesnesnssssesserenssesssnsnsessssnns

Is compliance doubtful for one or more of the following reasons? (1 = yes, 2 = o) ............ _
If yes, (for items a through m, code 1 = yes, 2 = no)

8. rUG BDUSET . cureeiiiiiiiiiiircceee i i e sttt se s s e snne e s aves st rerasranans S
D. AlCONOE BDUSET ... oottt ettt et rerssesteeeserasstnans s ssaessaeseasensarnssann e sennns —
c. major psychiatric illness (WIhIN PASt YA 7 ......u v rrretcreevertaeere et seesas s venen _
d. poor understanding of StUAY?.......c.cccciiiiiniiiniiii et erne s _—
e. limited MOHVALIONT ..ot et e e e e rr e e reeees e ersee e s -
f.  unsuitable diet PreferenCeS?.......oi v rccsrtrr e s eer e ee e s e s arer e e es e brareeeeens _
Q. 1ransient reSIdENCE? ... ..o rete e et e e nr st s e s e s eseseessas e s rasansenesennanns -
h. unsuitable home enVIrONMENE? ......cooiiiiiii et ee s e ee e e e e eeeeaes S
i. pattern of frequently missed clinic appointMENntsS?.......cccccvirirececiirerre e -
j. cannot COMMUNICEIE WEN?.....ov.ereerceereeseeseveeeceseaesseeseeesensemstseeasesseeesseeseassnss e -
K. lack of acCess 10 @1eIEPhONET ....coo it e e e e es e aarne e e __
I.  poor compliance in other clinical trials?.......c.ccoveeeieieerereerecrece e essr e -
m. other (20 characters maximum)( )..

Does the patient have any of the following known and documented renal
GiSOTAErS? (1 = YES, 2 = MO) vvcevvenrririeiecrinereessressisssessssseesteeesiesessessrsesssssssssensnsasees

If yes, (for items a through d, code 1 = yes, 2 = no)

8. urinary tract ODSITUCTION .....uviiiceriiieii et rer e e s e rs st s ssnesansessessssnnnene _
b. renal artery stenosis as the cause of renal iNSUfiCIENCY........ccoeeeererececerecceeereerreenns _
c. branched or staghorn CalCUli.........ccceeeeuieeiiirieiiecteerieerreser e reee s seneceseaesessneesseneanaes —
L TR 31 {1 1T - VSR .

Does the patient have documented or known evidence of urinary
retention? (1 = Y5, 2 = N0 ). cciecccecccerr e ccrree s re e s s nresn e e se s reee e e snesensanns
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15. Does the patient have any of the following known and documented chronic serious

16.

17.

medical conditions? (1 = Y€S5, 2 = NO) ..ccccuvierreceiineriiicieieeeeeneeeeeereeee e nsnssnesees

It yes, (for items a through j, code 1 = yes, 2 = no)

a. tnalignancy (within the past year - exclude sKin) .........cccccviuimiueenemeieieieeeeeere e eeeeene _
b. heartdisease NYHACIaSS 3047 .......c.ccooiriiicirireeetee e setae e caecssaseesesseaevesnes -
C. Severe ChronicC IUNG ISEASE...........ccevmiveiiiriiiirerienrininnesreessneessssasssseseesssnesnsesans _
d. clinically significant liver disease.........cccccveveveeeeverrecincnnnes eeeeseseerre e esesessserenanannns —
€. gastrointestinal disease (which affects diet Or NULATION......c..coereververceireereeecrereeseeeanens _
f. chronic systemic infections (within past Six MONTHS).........cccevcvrenrerirnirereieiereeeeereenes -
g. collagen vascular disease (except for rheumatoid anthritis).........eceeeerverveesinereeereeserenns -
h. Has the patient been hospitalized more than three times in the past year?.................. _
i. Has the patient been in hospital more than 60 days within the past year?..................... _
j- Is the patient disabled?........c.coccvveiieeceninieccecee e eeeerie et eee s aeraaes _
Is the patient taking any of the following medications? (1 =yes, 2 =1N0) .....c.ccccueeevueeerreeeei___
It yes (for items a through h, code 1 = yes, 2 = no)

a. immunosuppressive agents............ e e s es e e aea e s reene e, _
D, COMICOSIEIOITS. ... oeiieeiiri ettt eeenae e s e et b e s nresansbe s et eeennn _
C. gold (Within past MONth) ..........o.cceeicreiiiiieeiirinieerrsere e seenane teesestrtiernraneraeeernnnrens _
d. penicillamine (within Past MONIK)...........ccocuvereiiiiiiiecricr et seeesaeeesee e _
€. SAlICYIAIES.....c.oi it e bt sesr e srr s sbees e b eensesenbonns _
f. other non-steroidal anti-inflammatory agents..........cccceeeeeveererrreerernreerereneesssnesenenenes S
g. investigational new drugs (excluding Erythropoietin)............ceeeeerrerereeenereeverenenerens —
h. Erythropoietin........ccceeveerreivcverennennnns e s -

Does the patient have a known allergy or adverse reaction to

iothalamate? (1 = yeS, 2 = NO).cccevceeceieeeiecrieeccrrecsrecesssssaessssrrensane

PWO 1491
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19.

20.

21.

Patient ID Number Form # 03

Rev. 3 11/15/90 Page 4 of 6

Modification of Diet in Renal Disease Study
Screening Form

. Serum albumin

a. Date of most recent serum albumin
(must be within the past three months)............cccocveveeneeerennes / /

b. Most recent serum albumin (g/dl)

....................................................................

¢. Is most recent value less than 3.0 g/dI? (1 = Y€S, 2 = NO)...cccecvernreerreeereresereeeessessesesnen

NOTE: If any of the answers to questions 8, 9, 10, 11, 12, 13, 14, 15,
16, 17, or 18c Is yes, the patient is not eligible. Item 19 does
NOT need to be completed. Skip to item 20.

If eligible thus far complete Items 19 onward.
FOR ALL PATIENTS, COMPLETE THE CHART OF CREATININE
VALUES AND DATES ON PAGE 5.

Standard Body Weight‘ (to be provided by dietitian)
a. height (cm) - LTS O SOOI

2. ) et sar e s s ens
b. elbow width (cm) 1.)

.....................................................................................
2.) .....................................................................................

...............................................................................................................

2 = Medium
3 = Large

d. DOdy WEIGht (KG)  1.)eeieieieiiiiiecee ettt e e e e e eeereesaeean
B3 TS .

€. standard weight (kg)

..........................................................................

f. percentage of standard WeIGht (%)...........ccceeurerueirieereecrereeresseneeseeseeseessenens

g. Is the percentage of standard weight outside the allowable range
- (80% -160%)? (1 = yes, 2 = no)

.....................................................................

h. centification NUMBEr Of AIRtItIAN ..........coceveeeereeeeeeereeeereesssssseneesaans

Complete Form 46 to record Patient Blood Pressure.
MAP must be <125 for patient to be eligible.

‘Does the patient meet ALL eligibility requirements? (ltems 8 - 17, 18¢ are no, 19g = no,

MAP <125 from Blood Pressure Form and 1st Creatinine within range) (1 =yes, 2 =no)....

Is the patient willing and able to give consent? (1 = yes, 2 = N0) .....c.cceereererererercreeneresernnes
The patient Is eligible to enter Baseline If ltems 20 and 21 are both yes.

Be sure the patient has signed the Primary (Baseline) Informed Consent,
and schedule the Baseline Visit 0 within two months.

If the patient Is eligible, but will not consent to enter baseline (item 20 =
yes and 21 = no), the patient Is no longer tfollowed.

PWO 1491
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Patient IDNumber ____ Form # 03
Rev. 3 11/15/80

Page 5 of 6
Modification of Diet in Renal Disease Study
Screening Form

101. Date this form completed.........cccorviviiiiveiiieiciccrccscnneererananane Y S S
102. Certification number of person filling out this form ......ccoceevveevveevivivoninn_
103. Date form entered.........cccirieirieriiiiniiieveneceeenesenernvesescesreeessessnses -ty
104. Certification number of data entry person ......c..coeecvvvveveneeenenreenivssssororn
PWO 1491

.29




Patient ID Number

Rev. 3 11/15/90

Record all serum creatinin

— e ——— —— — ——

Screening Form

Modification of Diet in Renal Disease Study -

TABLE 1: REVIEW OF SERUM CREATININE

Form # 03
Page 6 of 6

es in the last three years from the most recent to the earliest.

Complete these items by going down Column 1 first and then continuing with Column 2.

COLUMN 1

COLUMN 2

Serum Creatinine
{mg/dl)

Date

Serum Creatinine
{mg/dl)

Date

—— e — — —— —

——— . e e

T

—_— e e e

—_— e e —— e

———— e e

—— e — e e

— e —— e e

—_——

— — . e e

——— e

—— e s e e

—— e e———— — ——

—— e s e e e

—_— e —

— e e — e

—_— e —— e e

— i e— ct—" o——— a——

—— —r— — ———— ——  —

r—— — —— — — ———

—— e — — —

— e c—— — —— ——

—————— —— e

——— — s e e

—— e —— ————— —— —

— s —— ot t—— c——

— e e e e

e

— — —— — — —

— e . attrns s, ot

S er—— — —— c—— a——

—— —— s e e

— et t—  w— — o—

— e — — ———— ———— t———

“* The Baseline Visit 0 must be within th months of this date.
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Rev. 4 11/5/90 : Form # 04
Page 1 of 3

Modification of Diet in Renal Disease Study
DEMOGRAPHIC AND BASELINE EXAMINATION FORM

This form is to be campleted by the study coordinator, physician and dietitian
at the initial Baseline Visit (BO).

QUESTION #  INSTRUCTIONS

8. Enter the patient’s birthdate (MM/DD/YY). A camplete date must
be entered into Datalex. If the day of the month is unknown,
enter a 15. If the month is unknown, enter a 06. If year is
unknown, enter blank. _ :

9. It is important that females are determined to be post

usal or surgically sterile before answering a 3.

Menstruating females must have a pregnancy test befcre all GFR
neasurements. :

12, Enter the code correspording to the type of work the patient
does. If the patient is not presently working, indicate the
code for his or her most recently occupied position. Attached
to the instructions is the camplete alphabetical list of
occupations and their appropriate codes. Enter a 9 if the
occupation is unknown. Enter an 8 if the patient has never
worked outside the hame.

14.e. , Illness refers to any type not just related to renal disease.
16-17. The following is the list of income categories:
1= < $7,500 4 = 25,000 - 39,999
2= 7,500 - 14,999 5 = 40,000 - 49,999
3 = 15,000 - 24,999 6 = 50,000 - 74,999
7= 2> 175,000
9 = unknown
21-37. The study physician should have this form while campleting the
patient’s history and physical exam.
31. If the patient does not smoke, enter 00.00.
32. This is in regards only to present smoking. If not presently

smoking, enter 00.

35. The physical exam may be done any time from the Screening Visit
to 1 day after the Baseline 0 Visit.

o9l




Rev. 5 11/5/90 Form # 04

38.

39.

Page 2 of 3

Modification of Diet in Renal Disease Study
DEMOGRAPHIC AND BASELINE EXAMINATION FORM

Standard Body Weight should be campleted by the dietitian.
Instructions for its campletion are included in the Nutrition portion
of the Marual of Operations.

a. The patient’s height should be recorded in centimeters, rounded to
the nearest tenth of a centimeter. Only values between 120 and 200
may be entered. It must be measured twice, and the average used.
For more specific instructions see the Nutrition portion of the
Marual of Operations. A

b. The right elbow breadth should be recorded in centimeters rounded

to the nearest tenth. Refer to the Nutrition portion of the Marual
of Operations.

c. The patient’s frame size is determined from his or her elbow
breadth. Refer to the Nutrition portion of the Marmal of
Operations for table and instructions.

d. The patient’s actual body weight should be entered in kilograms,
rounded to the nearest tenth. It must be measured twice and the
average used. Refer to the Nutrition portion of the Manual of
Operations for further instructions. The dietitian does not need
to be the person to camplete this item.

e. The standard weight is determined according to height, sex, and
frame size. Refer to the Nutrition portion of the Manual of
Operations.

f. (average from part ‘d’/answer to part ‘e’) multiplied by 100. The
value should be rounded to a whole percentage point, then right
justified.

g. If the value in part ’f’ is greater than or equal to 80% and less
than or equal to 160%, then enter a 2. If it is outside this
range, enter a 1.

h. Enter dietitian’s certification rumber.

i. Enter whether the patient wants to lose, gain or stay the same
weight.

The code mumber from the attached list, the dosage, IN THE CORRECT

UNITS, and the number of times/day should be listed for each drug the
patient is taking presently.

Drug doses - If patient receives a dose which includes decimals (12.5
2 times a day) you must enter the decimal point in one of the dashes
provided. Similar to campleting Forms 24 and 25. If a dose is truly
missing, enter 999999.

Q.4




Rev. 6 7/91 Form # 04
‘ ' Page 3 of 3
DEMOGRAFHIC AND BASELINE EXAMINATION FORM

The following codes should be used as "times per day" ifa‘dngis
taken at umusual frequencies:

87 = four times per month
88 = ance every S5 days
89 = two weeks/month

90 = 5 times per week
91 = every other day

92 = ance a week

93 = 3/week

94 = 3 weeks/manth

95 = once a month

96 = twice a week

97 = once every 3 weeks
98 = 4 times per week

3.4a.\




Accountants (C.P.A.,) - 1 Ash Removers - 7
Accountants (Not C.P.A.) - 2 Assembly Line Workers - 6
Actors and Showmen - 3 'Assessment Counselors -~ 2
Actuaries - 1 Assistant Director: Student Union,
Office of Student/Placement - 2
Advertising Agents - 3 Assistant Manager: Banking, Grocery,
Music Store, Orchestra Hall, - 3
Advertising Directors - 2 Small Loan Co. (unspecified)
Advertising Owners - 2 Assistant Manager - Sm. Business - 4
Agronomists - 1 ' Assistant Neuro-Psychologists - 3
~ Aides, Hospital; Nurses Aide - 6 Assistant Psychologists — 2
Aircraft Maintenance - & Assistant Registrar, University - 3
Air Line Pilot/Traffic Controller -2 : Assistant Superintendent of Schools

‘ City, County, State - 1
Air Line Reservationist - 4

Amusement Park Workers (Bowling alley, Assistant Trainer, Racetrack - 6
Pool Hall) -7
Anesthetists - 1 Astronaut - 1
Antenna Installers = 5 Astronomer - 1
Anthropologists - 1 ' Attendants (parking lots) - 7
Antique Dealers - 3 Audio Visual (unspecified) - 4
Apprentices, Electricians, Painters, Audiometrician - 4
Steam Fitters, Tool Makers: -6
Architects =~ 1 Auditors - 1
Archetectural Draftsmen - 2 Authors - 2
Archivists - 1 Auto Accessories (sm. business) - 3
Army, M/Sgt./Navy C.P.0. - 3 Auto Body Repairs = 5
Art Gallery - 3 Automobile Designer -~ 1
Art Historian - 2 . Automobile Underwriter - 3
Art Illustrator - 3 Aviation Metalsmith - 4
Artists (commercial) =~ 3 Avon Products Saleswoman ~ cosmetics,
wigs, self-employed - 4
Artist (portrait) -1 Awnings (sm. business) ~ 3

Artists (unspecified) -~ 3

Asbestos Workers - 6

.43




Baby Sitters - 7
Bacteriologists -~ 1

Bakers - 5

Bakery (sm. business) - 3
Bailiff - 3

Bank Clerks énd Tellers - 4
Bank Presidents/Vice Presidents - 1
Banker (unspecified) - 2
Barbers - 5

Bartenders - 6
Beautician/Cosmotologists - 5
Beauty Shop (sm. business) - 3
Bell Diver - 4

Bill Collectors - 4

Bingo Tenders -6

Biochemical Technicians - 4
Blacksmiths - 5

Boatyard (sm. business) - 3
Boiler Makers - 5

Bookbinders - 5

Bookie or Numbersperson - 3
Bookkeepers - 4

Boy Scout Executives - 2
Brakemen, R.Re = 5

Branch Managers - 2

Brewers - 5

Brick Layers/Brick Mason - 5
Broadcast Engineers - 3

Brokerage, Insurance - 3

Brockerage Salesmen (Stock Broker) - 2
Brokers (large - over $100,000) - 1
Budget Analysts (wage/systems) - 2
Building Superintendents (custodian) - 6
Bullodzer Operators — 5

Bus Boys - 7 -

Bus Drivers - 6

Business Administration (unspecified) - 2

‘Business Machine Operators, 0ffices - 4

Businessmen (unspecified) - 2
Butchers - 5

Buyers - 2

2.4




Cabinet Workers — 5
Cafeteria Workers -~ 7

Cafetéria Workers
(Public Schools) - 6

Car Cleaners, R.R. - 7
Car Dealers - 3

Car Helpers, R.R. -7
Carriers, Coal - 7

Carpenters - 5

Carpet Cleaners — 5

Casters (Foundry) - 5
Caterers (small business) - 3
Cattle Dealers — 3

Cement Finishers - 5

Chain Makers - 5

Chairwomen - 7

Chauffeurs - 6

- Checkers - 6

Cheese Makers - 5

Chefs - 5

Chemical Engineers - 1
Chemical Processmen - 5
Chemical Sales - 2

Chemists = 1

Chief Clerks - 3

Childbirth Instructors - 3
Child Care Workers - 3
Chiropodist/Podiatrists -~ 2

Chiropractors - 2
Choir Masters - 3
Commercial Drivers - 5

Community Development - 2

Companion - 6

Cigar Makers -5
Cigarette Machines - 3

City Planners - 2

Civilian Workers - 3

Claims Adjustors
Claims Examiners - 4
Cleaning Shops - 3

Clerical -~ Bookbinders, State Clerks,
Government, Hospital Admitting,
Insurance, Library Desk, Railroad - 4

Clerical or Stenographic Secretaries - 4
Clerical Supervisors - 3

Clergymen (not trained) - 3

Clergymen (professionally trained) - 1
Clerk Accountants - 3

Clinical Laboratory Technicians - 4
Clinical Supervisors -~ ?

Clothing (sme. business) - 3

Clothing Salespersons - 4

Clothing Store Owner ($100,000) - 2
Coaches and Teachers - 2

Coal Business - 3

Coal Miners - 6

Coal Processing Firemen - 6

Coders - 4

Coin Machine Fillers - 6

College Administrators (low level) - 2

College Adminstrators (major)
Dean/President - Regent/Provost - 1

College Personnel Services — 3
Color Technicians - &

County Welfare Directors - 1
County Workers - 6

Court Recorders - 3

I 4S




C (continued)

Compositors - 5

Comptometer Operators - 4

Computer Programmers (unspecified) - 2
Computer Systems Analysts - 2

Concern Managers - 3

Conductors, R.R. - 4

Construction - 7

Consultants, Investment/Insurance - 2
Contractors (large - over $100,000) - 1
Contractor (Builders) - 2

Contractors (Carpenters, Electrical, - 3
Flooring, Plastering, small)

Contractors (unspecified) - 2
Contractors ($100,000) -~ 2
Convalescent Homes - 3

Cooks, short order - 6

Cooks, unspecified - 6

Cook's Helpers - 7

Coofdinator of Services for the blind - 2
Coordinator: Telephone Company - 3
Copy Boy - 7

Core Makers - 5

Correction Officers - 2
Cosmetology Teachers - 3

Countermen - 7

County Agents (agriculture) - 2
County Building Supervisor - 3

Dairy Owners - 1
Dairy Workers - 7

Dancer - Ballet - 2

Cowboys - 6

Craftsmen - 5

Credit Managers — 3

Credit Supervisors: Gas, Electric Co. - 3
Crib Attendants - 6

Criminologists - 1

Custodial: Engineer/Stationary,
Engineer Maintenance - 5

Custodians - 7
Cutters ~ 5

Cytotechnicians - 2

Director of Community House - 2
Disability Examiners ~ 2
Dishwashers - 7

I Yo




D (continued)

Danéing Teacher - 3 Dispatchers, Re.R. train - 3

Data Analysts - 2 District Managers - 2

Data Preparation Managers - 2 Draftsmen/Mechanical Draftsmen - 4
Data Processing - 4 Driving Teacher - 4

Dealer Representatives: Auto - 3 Door Fitters = 5

Deck Hands - 7 Dressmakers (machine) - 6
Decorating - 3 A Domestics - 7

Deisel Engine Repairs, Dog Supplies (sm. business) - 3
Maintenance (trained) - 5

Deisel Mechanics - 5 Dry Goods (sm. business) - 3
Deisel Shovel Operators — 5 Driver/Salesman (e.g. Bread) - 4
Delivery Men - 6 Drugstore Bookkeeper/Clerk - 4

Demolition - 5

Demolition Firm - 3

Display Worker - 5

Dental Assistants = 4

Dental Hygienists - 3

Dental Technicians - 4
Dentists - 1

Deputy Shriffs - 3

Die Makers (own business) - 2
Dietary Aide - 4

Dietician - 2

Digital Computer (technician) - 4

Director: Government Committion on
Employment, Religious Education = 2

Director: Nursery School - 2

E
Economists - 1 Expeditors, Factory — 4
Editors - 1 Experimental Testers - 4
Editors, company magazine - 2 Express Company Owners ($100,000) - 2
Editorial Assistants - 2 Extension Home Agents - 3
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Education Administration (not major) - 2
Educational Specialists - 2

Egg Candlers - 6

Electrical Technicians - 4

Electricians - 5

Electrotypists = 5

Elevator Operators — 6 -

Employment Counselors = 2

Employment Interviewers - 4

Engineers (not a college graduate) - 2

Engineering (college graduate) all kinds
including Industrial Design - 1

Engravers — 5

Engraving Business - 3

Enlisted Men, Military Services - 6
Entomologists = 1

Entomology Research - 2
Entrepreneurs (manager/promoter) - 2
Equitation Instructors - 3

Estate Managers (V.A.) - 2
Executive Assistants - 2

Executive Managers, Government Officials,
-minor e.g., Internal Revenue Agents - 2

Factory Storekeeper - 4

Factory Supervisor - 4

Factory Worker (semi-skilled) - 6
Farm Helpers - 7

Farm Management Specialists - 1
Farm Managers — 2

Farm Owners ($25,000 - 35,000) - 3

Fashion Designers - 3

E (continued)

Exterminators — 5

Forest Service Technicians - 4

Forest Service Technician/Tree Surgeon - 2
Foresters - 1

Fruits, wholesale ($100,000) - 2

Furniture Business ($100,000) - 2
Furniture Business (small) — 3

Foundry Business (small) - 3

Foundry Workers - 6

248



F (continued)

Feed - 3 Funeral Directors - 3

Filers, Benders, Buffers - 6 Funeral Assistants - 5

Filling Machines (wholesale drug) - 6 Furriers - 5

Film Makers - 3 Fur Trappers - 6

Film Processors - 5 Fork Lift Operators -6

Finance companies, Local - 3 Freight Handlers - 7

Finance Writers - 2 Farmers — smaller tenants with
little equipment = 6

Fire Extinguishers - 3 ' Farmers - Share Croppers - 7

Fireman, City, R.R. - 5
Fisherman (Clam Diggers) - 7
Fitters, Gas; Steam - 5

Five and Ten - 3

Floor Workers — 6

Florists ~ 3

Filower Shops - 4

Food Equipment - 3

Food Products - 3

Food Service Workers - 7
Foreman: Apple processing, maintenance, machine shop, mine - 5
Foreman: Construction; Dairy - 5

Foreman: Newspaper, City, R.R., Ford Motor, etc. - 4

Garage - 3

Garage and Gas Station Assistants — 6
Garbage Collectors = 7

Gardners, Landscape (trained) - 5
Garment Inspectors - 6

Gasoline Brokers and Distributors - 3
Gas Station - 3

Gastric Analysts - 1

Geodetic Sciences - 1

Geologists - 1

Girls Counselors - 2




G (continued)

Glass Blowers - 5

Glassware — 3

Glass Worker/Glazier - 5

Government employees (unspecified) - 4
Graduate Resident Advisor - 2

Grave Diggers - 7

Greenhous Workers - 6

Grinders - 6

Grocer — General ($6,000 - $35,000) - 3
Grocery Store (unspecified) -~ 5

Guage Makers - 5

Guards, Doorkeepers, Watchmen — 6
Guidance Couselors - 2

Gunsmiths - 5

Hairdressers - 6

Hair Stylists - 5

Hammer Helpers - 7

Hardware (unspecified) - 2

Hat Maker - 5

Health Educators - 2

Health Inspectors - 4

Hearing Technical Assistants - 3
Heat Treaters = 5

Historian (museum) = 1

Hod Carriers - 7

Hog Killers - 7

Home Economists — 2

Horseback Riding (sm. business) - 3
Horseback Riding Assistants - 6
Horticulturists - 5

. Hospital Administrators - 1

J.50




H (continued)

Hospital Workers (unspecified) - 7
Hotel Proprietors - 3

Housekeepers - 6

Housing Assistants - Public Housing - 4
House Moving Company - 3

Hydrology - 1

I

Import - Export (unspecified) - 2
Industrial Relations - 2
Industrial Workers -~ 6

Inspectors: Boiler Insurance Company & - 4
Fire, Government, R.R.,
Factory, etce.

Installers: Electric Appliances = 5
Institute of Music - 3
Insurance Executives - 2

Insurance Adjustors, Inspectors, — 3
Consultants

Insurance Agents - 3
Interior Decorators - 3
Interpretors, Court/U.N. - 3

Interviewers for Crippled Children's - 2
Agency

Inventors - 3
Investigators - 4
Iron Makers - 5

Laboratory Aides - 4
Laboratory Assistants — 3
Laboratory Technicians - 4
Laborers (Construction) - 7

Laborers (unspecified) - 7

J

Janitors, Sweepers - 7
Jewelers ($100,000) - 2
Jewelry ($6,000 ~ $35,000) - 3

Job Interviewers - 4

Journalists - 2

Judges (Superior Courts) - 1

Key Boy - 6

Kiln Foreman - 5

Kitchen Helpers - 7

Local Treasurers = R.R. = 1
Locksmiths - 5

Locomotive Engineers, ReR. = 4
Longshoremen - 7

Loom Fixers - 5

2.5/




L (continued)

Labor Leader/Official - 2

Labor Market Analysts - 2

Labor Relations (Consultants) - 2
Landscape Planner - 3

Landscaper - 3

Large Business, e.g. Director/President

Vice President/Assistant Vice President/
Executive Secretary and Treasurer - 1

Laundromat - 3

Laundry Workers - 7

Lawyers - 1

Law Enforcement Officers - 5
Lead Burners - 6

Leasing or Rental Agents - 4

Lens Grinders - 5

Machinery Broker - 3
Machinist (trained) - 5

Mail Handler - 5

Maintenance (Building) -~ 6
Maintenance Workers, R.R. = 5
Managers Carpet Workroom - 5
Managers of Law Firm - 1
Management - Hotel - 2

Management Trainee: Sales - 3
Manufacturer (unspecified) - 2

Manufacturer Representatives - 2
Manufacturing (small business) - 3
Marketing - 1

Marketing Managers for Electric Company - 3

Makers (newspapers) — 6
Masons - 5

Librarian = 2°

Library Aides, Technicians - 3
Library Page - 6 ‘
Licensed Pratical Nurse - 3
Life Guards - 4

Linemen Utility - 5

Linetype Operators - 5
Linoleum Layers (trained) - 5

Lithographers - 5
Lumber Dealers - 1
Lumber Delivery Men - 6
Lumbefjacks -7

Lumbermen (unspecified) - 3

Merchant Marines - 5

Messengers - 7

Metal Fabrication - 6
Metallurgists - 1

Meter Readers - 6
Microfilmers - 4

Midwife (unregistered) - 3

Military Commissioned Officers, =~ 1
Majors and above

Military Coumissioned Officers, - 2
Lieutenants, Captains, etce.

Military Officers (unspecified) - 2
Milkmen - 5

Millwrights = 5

Miners - 6
Models - 3

o &R




M (continued)

Masseures ~ 5 Model Cities workers (City Government) - 4
Mathematicians — 1 " Monuments (small business) - 3
Meat Cutters and Packers - 6 Morticians - 3

Meat Department (unspecified) - 6 Motor Mechanics - 5.

Meat Wholesalers - 2 Moulder (trained) - 5
Mechanics (trained) - 5 Movers - 6

Medical Assistants - 3 Municipal Tax collectors - 4
Medical Illustrators = 3 ' Music Teachers - 3

Medical Records Librarian - 4 Music Therapists - 3

Medical Technologists - 4 _ Musicians (symphony) - 2
Merchandize Coordinator - 4 Musicians (unspecified) - 2

Merchandize Department Store - 2

Merchant Helpers - 6

N & 0
N Operation Room Technician - 4
Nasa Space Vehicle Recovery = 1 Operator, P.B.X. (private branch - 4
Neck Tie Worker - 6 exchange)
Newstand — 4 Operator (Sanitary District) - 7
Newspaper Feature Syndicate Executive - 2 Optician - 2
Nursery School Teacher - 3 ' Optometrist - 1
Nurses - 2 Oral Hygienist - 3
Nurses Assistant - 3 Organist - 3
Nursing Technician - 4 Orthopedic GeM.S. - 1

Owner: Auto body repair business,
Butcher shop, General store,

Music store, Nursery, Small
Occupational Therapist (Sensio motor - 2 business —- 3
treatment techniques)

o

Office Assistant, Office Worker - 4

Office Managers/Managers of - 2
Companys, etce

0il Field Worker - 6
0il Treater - 6

Oiler, R.R. - 6
Operating Engineers - 4

Operator (factory machines) - 6

2.53




Package store (liquor) - 3
Packager - 6

Painter - 5

Painting Contractor - 3

Paper Hangers - 5

Parole Officer - 2

Passenger Agents, R.R. - 3
Patrolmen, R.R. - 5

Pattern and Model Makers - 5
Peace Corp. Volunteer - 2
Peddler - 7

Penologist - 1

Personal Maid - 7

Personnel Administrator - 4

' Personnel Interviewer - 3
Personnel Managerb— 2

Personnel Work (unspecified) -4
Personnelmen, Employment Managers - 3
Petroleum Jobbers - 3
Pharmacists - 2

Pharmocologists - 1
Photographers - 3

Photographic Advisors - 2
Physical Education Teacher - 2
Physical Therapists - 2

Physical Therapy Assistants - 3
Physical Therapy Instructors (college level) - 1

Physical Therapy Instructors
(non—-college level) - 2

Postman — Letter Carriers - 5
Postmasters - 2
Poultry Producers - 3

Practical Nurses - 6

Physicians - 1

Physicists, Research - 1
Piano Builders - 5

Piano Teachers - 3

Piano Tumers - 5

Pipefitters - 5

Placement Agency Workers - 2
Placement Directors - 2
Planning Analyst - 2
Planning Coordinators - 3
Planning Consultants - Mental Health -~ 2
Plant Managers - 2

Plant Pathologists - 1
Plastic Business - self-employed ~ 3
Platform Men, R.R. = 7
Plater - 5

Playground Assistants - 5
Plumbers = 5

Plumbing Business - 3
Plywood Workers - 6

Police Chief, Sheriff - 2
Police Detectives - 2
Policemen, City - 5
Polishers ~ 6

Politician (unspecified) - 2
Porters = 7

Post Office Clerks - 4

Portal Assistants - 4

Publishers (unspecified) ~ 2
Pulpwood Producers - 3
Pump Operators - 6

Punch Press Operators - 6

T4




' P (continued)

Presser, Clothing - 6 ' Purchasing Agents - 3
Presser Supervisors - 5 ' Purchasing Managers - 2
Pressmen - 5
Principal (elementary & high school) - 2
Printers - 5
Prison Guards - 5
Private Secretaries -~ 3
Probation Officers - 2
Production, Automobiles - 6
Production Managers - 2
Production Planners - 3
Program Directors, Rehab. Center - 2
Professional Sports, e.g. baseball, golf - 3
Proofreaders - 4 -
. Psychiatrists - 1
Psychological Research = 2
Psycholosigt, practicing - 1
Psychometrist/Psychological Technician - 2

Public Health Officers (M.P.H.) - 2
Public Work - Heavy Equipment - 5

Publicity & Public Relations (fundraising) - 3

R
Radio, TV Annoucer - 3 Restaurant (small) - 3
Radio, TV Maintenance - 5 Restaurant Manager - 3

Restaurant (unspecified) -~ 6

Railroad Agent - 4 Roll Grinder-Steel Mill - 5
Railroad Station Manager - 3 Roofer - 6
Railway Clerk - 4 Roofer Helper — 7
Rancher - 2 Roofing Contractor - 3
Real Estate business (small) - 3 Rope Splicer - 5

4SS




R (continued)

Real Estate Broker ($100,000) = 2 . Route Manager - 4

Real Estate Management = 3 ) Rubber Worker - 6

Receiver and Checker - 6 Rug Business ($100,000) - 2
Receptionst/Hostess - 4 Rural Letter Carrier - 5

Record and Radio (small business) - 3
Recreation Director = 2
Recreation Therapist = 2
Reforestation (plant new trees) = 3
Registered Midwife - 2
Rehabilitation Counselor = 2
Rehabilitation Supervisor - Chief 0.T. - 2
Relief (worker) - 6
Relief (public & private) = 7
Religious Educator = 2
Repairman, Home Appliances = 5

. Reporter, Court = 3

Reporter, Newspaper — 3

Research Assistant — University (full-time) - 2
Research Director, Large firm - 1
Reservoir Caretaker - 6

Residential Appraiser = 3

S

Sales Supervisors = 4 Shipyard Safety Men - 6

Sales Clerks - 4 shirt Folders - 7

Sales Consultants = 3 Shoe Store - 3

Sales Distribution = 3 Shoe Factory Employees - 6

Sales Engineers, National Concern - 2 Shoe Repairmen, (trained) = 5

Sales Managers, National Concern = 2 Shoe Shiner - 7

Sales Representatives - 3 Shop Managers — 3

Salesmen (unspecified) - 3 Sign Writers - 5

Sand Blasters - 6 Signs (small business) - 3
‘ Sanders - 6 Signal Men, R.R. = 6

256




S (continued)

Saw Mill Worker - 6

Saw Milling - small operators - 3
School Psychologists - 2
Scientists (unspecified) - 1
Scrap Metal Dealer - 3

Seamstress — 5

Secretary: Medical, Trilingual, Bilingual, - 3

Executive, Legal Service Manager

Section Heads: Federal, State &
Local Government - 3

Section Heads: Large Business & Industries - 3

Security Guards - 6
Self-employed (unspecified) -~ 3

Service Managers - 3

Service Representatives: Telephone Co. — 3

Set Up Men (Factories) - 6

Sewage Plant Attendant - 6
Shapers - 6

Sheet Metal Workers (trained) - 5
Shipping Clerk - 4

Shipsmith - 5

Statisticians - 1

Steel Cutters - 5

Steelworkers (not skilled) - 6
Stereotypers - 5

Stevedores -~ 7

Steward, Club - 5

Steward, Shop, Union - 4

Stewardess - 3

Singer - 3

Skein Winder - 6

Skid Puller - 7

Slitter Operator - 6

Snack Bar Operator (owner) - 4
Social Security Administrators - 3

Social Work Assistants (no training) - 6.
Social Workers - 2

Soil Conservation - 2
Solderer,'Factory -6

Sorter, (rag & salvage) - 7

Sound Recordist - 1

Sound Recorder (self-employed) - 3
Special Agents, (FBI, CIA, IRS) - 2
Speech Therapists - 2

Sprayer, Paint - 6

Stagehand - 7

State Director, Rehab. - 1

State Highway Employees - 4

Stationary Engineer (licensed) - 4

Supplymen (Telephone) - 6
Surveyors - 3

Swimming Instructors - 3
Switchboard Operators - 4
Switchmen, R.Re = 5
Symphony Conductor - 1

Systems Manager - 3

Systems Salesmen - 3




. S (continued)

Stillman, 0il Company - 5
Stock Handlers - 7

Store Managers (Chain) - 3

Store Owners ($100,000) - 2

Strander (wire machine) - 6

Street Cleaners - 7

Strippers (rubber factory) = 6

Student Coordinators - 3

Student Aides - 3

Superintendent of Schools: City/County/State - 1

Superintendent: Circulation Dept., Newspaper, — 3
Creamery, R.R.

Superintendent: Coal Mihe, Stock, Western Union - 4
Supermarket Managers - 3
Supervisors: Hospital, Housekeeping - 4
Supervisor: Maintenance - 4
. Supervisor: Nursing Administration - 2
Supervisor: Production Planning - 3

~ Supervisor: United States Postal - 3

Supervisor: Utilities/Factories - 4

T
Tailor Shop (owner) - 4 Tool Designer - 3
Tailor (trained) - 5 Tool and Die Maker - 5
Tally Men - 6 Tool Grinder - 5
Tavern Owner - 3 Tool Maker - 5
Taxi Company - 3 Tour Guide - 4
Taxi Driver - 6 Tower Operator - 5
Teacher Aide - 3 Tower Operator, R.R. - 4
Teacher (elementary, high school) - 2 Track Supervisor - 5
Teacher (university, college) - 1 Tractor Driver - 6
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T (continued)

Technical Assistants - 4 Tractor & Trailer Trams. - 5
Technical Consultant - 2 » Traffic Manager - 3
Technical Writer - 2 ' Trainmen, Re.R. — 6
Technician in Agricultural Services = 2 Travel Agent - 3

Technician: Personnel, Engineering - 2 Treasurer - Credit Union - 3
Telegraph Operator - 5 Tree Sorter - 6

Telephone Operator — 5 ‘ Tree Trimmer - 5

Telephone Company Supervisor - & Truck Dispatcher - 4

Telephone Repairmen -5

Teletype Operator = 5 ' Truck Driver (general) - 6

Tester - 6 Trucking business - 3

Textile Worker - 6 Trucks & Tractors = 3

Theatre Owner ($100,QOO) -2 Truckmen, R.Re = 7

Tile Setters - 5 Trust Administrative Asst., — 3

Timekeeper - 4 ‘ Turntable Operator, R.R., - 6
. Timer - 6 Tutor - 3

Tire Moulder - 6 _ T.V. Cameramen - 3

Tire Shop - 3

Title Searcher - 3 Typist/Varitypist, Keypunch = 4
Toll Station Supervisor - 4 Typographer - 5




U
Underwater Ordinance Workers - 5 Welders (spot) - 6
Underwriters: Iﬁsurance -3 Wholesale Order Filler - 4
Unskilled Factory Workers - 7 Wholesale Outlet - 3
Upholsterer (trained) - 5 Wholesaler (unspecified) - 2
Upholstery (small business) = 3 Winder (machine) - 6
Urban Corporations - 6 Window Cleaner - 7
Ushers - 6 ‘ Window Shades (small business) ~ 3
Utility Men (automobiles) - 6 Window Trimmer (store) - 4

Wine Bottlers - 6
v Wire Chief Technicians - 5
VA Adjudicators = 2 Wiredrawer (machines) - 6
Vending Stand Operators/Food Service - 4 Wood Workers (machine) - 6

. Veterinarians (Vet Surgeons) - 1 Woodchoppers - 7

Woodworking Factory (small) - 3
W W.P.A. Workers - 7
.Waitress ("Hash House") - 7 Wrappers (stores & factories) - 6
Waitress/Waiter ("Better Places”) - 6 Writer/Author, Newspaper or unspecified = 2
Wall Paper Hangers - 5
Wardens - 3 ) ) X
Warehouse Clerks - 4 X-Ray Aides - 5
Warehousemen - 7
Washers (cars) - 7 Y
Waste Product Recycling - 5 Yard Masters, R.R. = 3
Watch Makers - 5 . Yard Supervisors, ReRe = 5
Weighers - 6 Y.M.CeAe Sports Directors — 2
Weavers - 5 Youth Counselors -~ 2
Weld Press Operators ~ 6 Youth Group Directors - 2
Welders - 5 Youth Programmers - 3

Z

Zoologists — 1

XA,




Rev. 6 06/26/92 . MDRD Drug List

_ Page 1
. MORD IRIG LIST
Code Number
I. ANTIBIOTICS
A. Anti Protozoal Agents
1. Emetine Hydrochloride ng 00010
2. Metronidazole (Flagyl) g 00020
B. Anti Helmintics _
1. Piperazine Citrate (Antepar) ng 00030
2. Praziquantel (Biltricide) ng 00040
3. Quinacrine Hydrochloride (Antabrine) g 00050
4. Thiabendazole (Mintezol) ng 00060
c. Antifuncals
1. Griseofulvin (Fulvxcm) mny 00070
2. Ketoconazole (Nizoral) ng 00080
3. Nystatin (Mycostatin) units 00090
4. Nystatin - mouthwash - ' A cc 00091
D. Antibacterial Agents
1. Cephalosporins
a. Cefaclor (Ceclor) my 00100
b. Cefadroxil (Duricef) my 00110
c. Cephalexin (Keflex) ngy 00120
d. Cephradine (Anspor) ng 00130
. 2. Chloramphenicol (Chloramycetin) g 00140
3. Erythramycin mng 00150
4. Penicillins
a. Penicillin G Benzathine (Bicillin) units 00160
b. Penicillin G Potassium (Pentids) -units 00170
c. Penicillin V Potassium my 00180
d. Cloxacillin Sodium (Cloxapen) . mg 00190
e. Dicloxacillin Sodium (Dynapen) ng 00200
f. Nafcillin Sodium (Unipen) ng 00210
g. Oxacillin Sodium (Prostaphlin) ng 00220
h. Amoxicillin mg 00230
i. Amoxicillin and Clavulanate Potassium
(Augmentin) ng 00240
j. Ampicillin my 00250
k. Carbenicillin Indanyl Sodium (Geocillin) mg 00260
5. Tetracycline
a. Demeclocycline Hydrochloride (Declamycin) mg 00270
b. Doxycycline Calcium (Vibramycin) mng 00280
c. Oxytetracycline Hydrochloride
(Terramycin) mnJ 00290
d. Tetracycline ng 00300
6. Clindamycin Hydrochloride (Cleocin) priof 00310
7. Vancamycin (Vancocin) ng 00320
8. Anti Tuberculous Medication
a. Ethambutol (Myambutol) mg 00330
b. Isocniazid mg 00340
. c. Rifampin (Rifadin) g 00350

d. bl
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II.

III.

10.
11.
12.
13.
14.
15.

1.
2.

2.
3.
4.
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MIRD DRUG LIST

Antibacterial Agents (continued)
Nalidixic Acid

Nitrofurantoin (Macrodantin)
Trimethoprim

Co-trimoxazole (Bactrim) (Septra)
Bactrim Double Strength
Azulfidine (Sulfasalazine)
Gantricin (Sulfisoxazole)

antiviral Agents
Acyclovir (Zovirax)
Amantadine Hydrochloride (Symmetrel)

Antimalarial

Chloroquine Hydrochloride
Primaquine Phosphate
Pyrimethamine (Daraprim)
Quinine Sulfate

oOther Antibiotic
Ciprofloxacin
Norfloxacin (Noroxin)

ANTINEOPIASTIC AGENTS

Azathioprine (Immuran)
Busulfan (Myleran)
Chlorambucil (Leukeran)
Cyclophosphamide (Cytoxan)
Hydroxyurea (Hydrea)
ILomustine (CeeNu)

Megestrol Acetate (Megace)
Melphalan (Alkeran)
Mercaptopurine (Purinethol)
Methotrexate

Mitotane (Lysodren)
Pipobroman (Vercyte)
Procarbazine Hydrochloride (Matulane)
Tamoxifen Citrate (Nolvadex)
Testolactone (Teslac)
Thioguanine

Uracil Mustard

Other

CARDIOVASCULAR DISORDER

Inotropic Agents

Digitoxin (Crystodigin)
Digitalis

Digoxin (Lanoxicaps) (Lanoxin)

L
i

E
4
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00355
00360
00370
00380
00381
00382

- 00383

00390
00400

00410
00420
00430
00440

00450
00460
00470

10010
10020
10030
10040
10050
10060
10070
10080
10090
10100
10110
10120
10130
10140
10150
10160
10170
10180

20010
20020
20030

2. o
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B.

1.
2.

3.
4.
5.
6.

MDRD DRUG LIST

Anti thmic Agert
Disopyramide Phosphate (Norpace)
Procainamide Hydrochloride (Procan)
(Pronestyl)

Quinidine Gluconate (Quinighit, Cardioquin)

Tocainide Hydrochloride (Tonocard)
Encainide
Amiodarone

B-Blockers

Atenolol (Tenormin)

Labetalol Hydrochloride (Normodyne)
Metoprolol Tartrate (Lopressor)
Nadolol . (Corgard)

Pindolol (Visken)

Propranclol Hydrochloride (Inderal)
Timolol Maleate (Blocadren)
Betaxolol Hcl (Kerlone)

Acebutolol (Sectral)

Penbutolol (Levatol)

Calcium Channel Blockers

Diltiazem Hydrochloride (Cardizem)
Nifedipine (Procardia)

Verapamil Hydrochloride (Calan, Isoptin)-
Nicardipene (Cardene)

Isradipine (DynaCirc)

Plendil (Felodipine)

Anti-Hypertensive Agents
Central Acting Agents

a. Clonidine (Catapres)

b. Methyldopa (Aldamet)

C. Guanabenz Acetate (Wytensin)
d. Tenoretic

lionic a ic bl i a
a. Rauwolfia Alkaloids and cambinations
1. Reserpine (Serpalan) (Serpasil)

2. Reserpine and Hydrochlorothiazide

3. Reserpine and Chlorthalidone
(Regroton)

4, Deserpidine (Haruonyl)

5. Alseroxylon (Rauwiloid)

6. Rescinnamine (Moderil)

7. Rauwolfia Serpentina (Hiwolfia)
b. Guanadrel Sulfate (Hylorel)
c. Guanethidine Monosulfate

(Ismelin)

Ganglionic Blocking Agent

a. Mecamylamine Hydrochloride (Inversine)

HEHHEHEEAE HHHEE &

HEHHEE
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MIRD Drug List

20040

20050
20060
20070
20071
20072

20080
20090
20100
20110
20120
20130
20140
20141
20142
20143

20150
20160
20170
20171
20172
20173

20180
20190
20200
20201

20210
20220

20230
20240
20250
20260
20270
20280

20290

20300



Rev. 7 06/26/92

1.

3.
4.

1.

MIRD DRDG LIST

MAO Inhibitors
a. Pargyline Hydrochloride (Eutonyl)

ACE Inhjbjtors

a. Captopril (Capoten)
b. Enalapril (Vasotec)
c. Zestril (Lisinopril)
d. Other

e. Ramipril (Altace)

Vasodilators
a. Diazoxide (Proglycem)(Hyperstat)

- b. Hydralazine (Apresoline)

c. Minoxidil (Loniten)

cl. Minoxidil - Topical (conversion 20 mg/ml)

d. Prazosin Hydrochloride (Minipress)
e. Terazocin (Hytrin)

f. Doxazosin Mesylate (Cardura)

g. Isoxsuprine

Other
a. Tenex (Guanfacine Hydrochloride)

Nitrates

Erythrityl Tetranitrate (Cardilate)
Isosorbide Dinitrate (Isordil)
Nitroglycerin - sublingual and paste, patch
Pentaerythritol tetranitrate (Duotrate)

Diuretics

Thiazide diuretics

a. Bendroflumethiazide (Naturetin)
b. Benzthiazide (Aquatag)

c. Chlorcothiazide (Diuril)

d. Chlorthalidone (Hygroton)

e. Hydrochlorothiazide

f. Metolazone (Zaroxolyn)

Lloocp Diuretics

a. Bumetanide (Bumex)

b. Ethacrynic Acid (Edecrin)
c. Furosemide (lasix)

Potassium Sparing Diuretic

a. Amiloride (Midamor)

b. Amiloride and Hydrochlorothiazide
(Moduretic)

Cc. Spironolactone (Aldactone)

d. Spironolactone and Hydrochlorothiazide
(Aldactazide)

e. Triamterene (Dyrenium)

f. Triamterene and Hydrochlorothiazide
(Dyazide, Maxzide)

&
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20310

20320
20330
20331
20332
20333

20340
20350
20360
20361
20370
20371
20372
20373

20376

20380
20390
20400
20410

20420
20430
20440
20450
20460
20470

20480
20490
20500
20510

20520
20530

20540
20550

20560
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3.

5.
6‘
7.

1.
2.
3.

5.
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7.

MDRD DRDG LIST

Other Diuretics :
a. Indapamide (ILozol)
b. Other

Lipid lowering Agents
Cholestyramine Resin (Questran)
Clofibrate (Atromid-S)
Colestipol Hydrochloride (Colestid)
Dextrothyroxine Sodium (Choloxin)
Gemfibrozil (Lopid)

Niacin (Nicotinex)

Prabucol (Lorelco)

Iovastatin (Mevacor)

Provastatin

Simvastatin (Zocor)

Other Cardiovascular Drugs

BLOOD FORMATION AND COAGULATION

Antianemic Drugs

Ferrous Fumarate

Ferrous Gluconate (Fergon)

Ferrous Sulfate

Polysaccharide - Iron Camplex (Hytinic or
Niferex)

Soy Protein - Iron Complex

Erythropoietin

Chramagen

Coaqulants and Anticoaqulants
Dicumarol

Warfarin (cowaadin)
Aminocaproic Acid (Amicar)
Dipyridamole (persantine)

Other Blood Formation and Coaqulation
Pentoxifylline (Trental)

CENTRAL NERVOUS SYSTEM AGENTS

Opiate Agonists

Codeine

Hydrocodone Bitartrate

Hydromorphone Hydrochloride (Dilaudid)
levorphanol Tartrate (Levo-Dramoran)
Meperidine Hydrochloride

Morphine Sulfate (Roxanol 100)
Oxycodone

Propoxyphene Hydrochloride (Darvon)
Pentazocine Hydrochloride and Aspirin
(Talwin)

i8
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20561
20562

20570
20580
20590
20600
20610
20620
20630
20631
20632
20633

20640

30010
30020
30030
30040

30050
30051
30052

30060
30070
30080
30090

30100
30110

40010
40020
40030
40040
40050
40060
40070
40080

40090

.6S
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1.
2.
3.
4.

MIRD DRUG LIST

Anticonvulsants

Phenobarbital (Solfoton) ny-
Primidone (Mysoline) ng
Clonazeparg (Clcmpin). mny
Mephenytoin (Mesantoin) g
Phenytoin Sodium (Dilantin) g
Carbamazepine (Tegretol) ng
Valproate Sodium (Depakene) ng
Antidepressants

Phenelzine Sulfate (Nardil) ng
Tranylcypromine Sulfate (Parmate) g
Amitriptyline Hydrochloride (Elavil) ng
Desipramine Hydrochloride (Pertofrane) gy
Doxepin Hydrochloride (Sineguan) - ng
Imipramine Hydrochloride (Tofranil) my
Nortriptyline Hydrochloride (Aventyl) (Pamelor)mgy
Trazodone Hcl (Desyrel) piie]
Fluoxetine Hcl (Prozac) g

Tranquilizers and Antipsychotics
Chlorpramazine (Thorazine)

Perphenazine (Trilafon)
Prochloroperazine (Campazine)
Thioridazine (Mellaril)

Trifluoperazine Hydrochloride (Stelazine)
Haloperidol (Haldol)

dEEEEE

Anxiolvtics, Sedatives and Hypnotics
Alprazolam (Xanax)

Chlordiazepoxide Hydrochloride (Librium)
Diazepam (Valium)

Flurazepam (Dalmane)

lorazepam (Antivan)

Oxazepam (Serax)

Chloral Hydrate

Glutethimide (Doriden)

Hydroxyzine Hydrochloride (Atarax)
Triazolam (Halcion)

Fiorinol

Restoril

HEEHEEHdHHEE

Anti Manic Agents
Lithium Carbonate

&

Antiparkinsonian Agents
Benztropine Mesylate (Cogentin)
Carbidopa (Lodosyn) .

Ievodopa (Dopar)

Levodopa and Carbidopa (Sinemet)

dEHE
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40100
40110
40120
40130
40140
40150
40160

40170
40180
40190
40200
40210
40220
40230
40231
40232

40240
40250
40260
40270
40280
40290

40300
40310
40320
40330
40340
40350
40360
40370
40380
40390
40391
40392

40400

40410
40420
40430
40440

o bl
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MIRD DROG LIST

Other Central Nervous System Agents
Oxybutynin Chloride (Ditropan)
Cyclobenzaprine Hcl. (Flexeril)
Darvocet

Percocet

Dicyclomine Hcl.

Donnatal Extentabs

ELECTROLYTES, VITAMINS, MINERALS

Sodium Bicarbanate
Sodium Citrate (Polycitra Bicitra)

Ammonia Detoxicants
ILactulose

Electrolytes

Calcium Carbonate (Study and Other)
Calcium Gluconate

Potassium Chloride (K-lor and others)
Sodium Polystyrene Sulfonate (Kayexalate)
Calcium Citrate (Citrical)

Urocit K

Calcium Acetate (Phoslo)

Calcium Chloride

Uricosuric Agents
Probenecid (Benemid)
Sulfinpyrazone (Anturane)

Vitamins

Study Multivitamin
Other Multivitamin
Vitamin A

Vitamin B Complex
Ascorbic Acid
Calcifediol
Calcitriol (Rocaltrol)
Dihydrotachysterol
Ergocalciferol
Vitamin E

Vitamin K

Folic Acid

Phos-Ex

Pyridoxine (Vitamine B6)

Fish 0Oils
Pro Mega
Max Epa
Proto Chol

MIRD Drug List

CEEEEEE
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40450
40451
40452
40453
40454
40455
40456

50010
50020

50030

50040
50050
50060
50070
50071
50072
50073
50074

50080
50090

50100
50110
50120
50130
50140
50150
50160
50170
50180
50190
50200
50201
50202
50203

50210
50220
50230
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Other
1. Magnesium Chloride
2. Ipratropium Bramide (Atrovent) (Inhalent)
GASTROINTESTINAL DRUGS
Antacids
1. Alumimm Carbonate/no magnesium
2. Alumirum Hydroxide/no magnesium
3. Alumimm Phosphate (Phosphaljel)
4. Magnesium containing antacids
2 !;!. heal !
1. Diphenoxylate Hydrochloride with Atropine
(Lomotil)
2. Kaolin and Pectin (Kaopectate)
3. loperamide Hydrochloride (Imodium)
4. Opium Preparation
laxatives (Other)
1. Peri-colace
2. Metamcil
3. Emilose
4, Colace
5. Senckot (liquid)
Cholelitholytic Agents
1. Chenodiol (Chenix)
Digestants
1. Glutamic acid Hydrochloride (Acidulin)
2. Pancreatin
3. Pancrelipase
Anti Emetics
1. Prochlorperazine (Campazine)
2. Thiethylperazine (Torecon)
3. Trimethobenzamide Hydrochloride (Tigan)
4. Meclizine Hydrochloride (Antivert)
Peptic Ulcer Therapy
1. Cimetidine (Tagamet)
2. Ranitidine (Zantac)
3. Sucralfate (Carafate)
4. Famotidine (Pepcid)
5. Nizatidine (Axid)
Stool Softeners
1. Magnesium Oxide
2. Mylicon
Antisecretary Agents
1. Omeprazole (Prilosec)

&

50240
50241
50242

60010
60020
60030
60040

60050
60060
60070
60080

60085
60084
60086
60087
60088
60089

60090

60100
60110
60120

60130
60140
60150
60160

60170
60180
60190
60191
60192

60200
60210
60220

60400

2.8
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MIRD [RG LIST
' J. Other Gastrointestinal Drugs 60600
1. Reglan ny 60610
VII1I. HORMONES AND SYNTHETIC SUBSTTTUTES
A. Adrenal Hormones .
1. Beclamethasaone Dipropionate Aerosol 70010
2. Cortisone Acetate ng 70020
3. Dexamethasone : g 70030
4. Fludrocortisone Acetate (Flarinef) ng 70040
5. Hydrocortisone (Cortef) ng 70050
6. Methylprednisolone (Medrol) ng 70060
7. Prednisolone ng 70070
8. Prednisone ng 70080
9. Triamcinolone (Aristocort) g 70090
10. Predforte (Eye Drops) drops 70095
B. Androgens
1. Danazol (Danocrine) ng 70100
2. Fluoxymesterone (Halotestin) my 70110
3. Methyltestosterone (Android) ny. 70120
C. Contraceptives
1. Ethinyl Estradiol Combinations ng 70130
2. Norethindrone (Micronor) ng 70140
3. Norgestrel (Ovrette) ng 70150
. D. Eetrogens
" 1. (hlorotrianisene (Tace) T my 70160
2. Dienestrol (Estraguard) cream 70170
3. Diethylstilbestrol my 70180
4. Estradiol (Estrace) ng 70190
5. Conjugated Estrogens (Premarin) ng 70200
6. Estropipate (Ogen) ng 70210
7. Esterified Estrogens (estratal) . mg 70220
E. Antidiabetic Agents
1. Insulin preparations units 70230
2. Acetchexamide (Dymelor) my 70240
3. Chlorpropamide (Diabenese) pioof 70250
4., Glipizide (Glucotrol) biiof 70260
5. Glyburide (Dia Beta) ng 70270
6. Tolazamide (Ronase) ng 70280
7. Tolbutamide (Orinase) g 70290
F. Pituitary Substitutes ’
1. Desmopressin Acetate nasal spray (DDAVP) g 70300
2. Lypressin (Diapid) nasal spray g 70310
G. Progestins
1. Medroxyprogesterone Acetate (Provera) ng 70320




A.

B.
c.
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1.
2.
3.
4.
5.
6.

MIRD DROG LIST

Thyroid Anti id
levothyroxine Sodium (Synthroid)
Liothyronine Sodium (Cytamel)
Thyroglabulin (Proloid)

Thyroid (Armour)

Methimazole (Tapazole)
Propylthiouracil

Other Hormones
AGENTS USED FOR RESPIRATORY DISORDERS

Agents used in Asthma

Aminophylline and Theophylline preparations
Cramolyn Sodium (inhalation therapy)
Allarterol (Proventll, Ventolin)

Bitolterol Mesylate (Tornalate)

Ephedrine

Isoetharine Mesylate (Bronkosol)
Isoproterencl Hydrochloride (Isuprel)
Metaproterenol Sulfate (Alupent)
Terbutaline Sulfate (Brethine)

Other (antihistamines)

Dimetane

Astemizole (Hismanal)

Terfenadine (Seldane)

CONTAC

dmlor;:henlramlne Maleate (Teldron)
Diphenhydramine Hydrochloride (Benedryl)
Tylenol Cold

Decongestants
Pseudoephedrine Hydrod‘xlonde (Sudafed)
Entex 1A

Inmunosuppressants
Cyclosporine ’
OKT3

MISCELIANEOUS
Allopurinol (Lopurin)
Oxypurinol

Colchicine

Disulfiram (Antabuse)

Non Steroidal Anti-Inflammatory Agents
Aspirin (many brand names)
Diflunisal (Dolobid)

Fenoprofen Calcium (Nalfan)
Ibuprofen (Advil, Motrin)
Indamethacin (Indocin)
Melofenamate Sodium (Meclamen)
Mefenamic Acid (Ponstel)

Naproxen Sodium (Naprosyn)
Oxyphenbutazone and Phenylbutazone

MIRD Drug List
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70330
70340
70350
70360
70370
70380

70390

80010
80020
80030
80040
80050
80060
80070
80080
80090

80100
80101
80102
80104
80105
80106
80107
80108

80200
80210

80500
80501

90010
90011
90020
90030

90040
90050
90060
90070
90080
90050
90100
90110
90120
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10.
11.
12.
13.
14.

16.
17.

MIRD DRUG LIST

Piroxicam (Feldene)
Sulindac (Clinoril)
Tolmetin Sodium (Tolectin)
Voltaren

Salsalate

Cytotec (Misq:rostgl)
Flavoxate Hcl. (Urispas)

Trilisate

Miscellaneous Analgesics and Antipyretics
Acetaminophen

Midrim

Other

Gama Glabulin

Cancer Treatments
Chemotherapy of any kind
Radiation of any kind

Agents for Glaucoma
Pilocarpine (eye drops)
Levalamolol Hcl. (Betagan)
Timolol Maleate (Timoptic)
E-Pilo

EEEE 55 g éa CELEEEEE
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90130
90140
90150
90151
90152
90153
90154
90155

90160
90161

90170
90171

90180
90190

90200
90201
90202
90203

2.9
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Alphabetical List of MDRD Drugs

Acebutolol (Sectral) ' , 20142
Acetaminophen - mg - 90160
Acetohexamide - mg 70240
Acidulin - mg ‘ 60100
Acyclovir Sodium - mg ‘ 00390
Advil - mg 90070
Albuterol - inhalant 80030
Aldactazide - mg 20540
Aldomet - mg : 20190
Alkeran - mg 10080
Allopurinol - mg 90010
Alprazolam - mg 4 40300
Alseroxylon - mg ' 20250
Altace - mg 20333
Aluminum Carbonate/no magne51um - mg/tabs 60010
Aluminum Hydroxide/no magnesium - mg/tabs 60020
Alunminum Phosphate - mg _ 60030
Alupent - inhalant : 80080
Amantadine Hydrochloride - mg : 00400
Amicar - grams 30080
Amiloride - mg 20510
Amiloride & Hydrochlorothiazide - mg - 20520
' Aminocaproic Acid - grams 30080
Aminophylline & Theophylline preparations - mg 80010
Amiodarone - mg : 20072
Amitriptyline Hydrochloride - mg 40190
Amoxicillin - mg ’ 00230
Amoxicillin & calvulanate Potassium - mg 00240
Ampicillin - mg 00250
Anabrine - mg : 00050
Android - mg 70120
Anspor - mg 00130
Antabuse - mg - 90030
Antepar - mg : 00030
Antivan - mg 40340
Antivert - mg 60160
Anturane - mg 50090
Apresoline - mg 20350
Aquatag - mg 20430
Aristocort - mg 70090
Armour - mg 70360
Ascorbic Acid - mg 50140
Aspirin (many brand names) - mg 90040
Astemizole - mg 80102
Atarax - mg - 40380
Atrovent - mcg 50242
Augmentin - mg 00240

Drug List - 1’ Q. Q)?-‘
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Aventyl - mg 40230
AXID - mg 60192
Aygroton - mg 20450
Azathioprine - mg 10010
Bactrim - mg 00380
Beclomethasone Dipropionate - Aerosol 70010
Bendroflumethiazide - mg : 20420
Benedryl - mg 80107
Benemid - mg 50080
- Benzthiazide - mg 20430
Benztropine Mesylate - mg 40410
Betagan - drops 90201
Betaxolol Hcl - mg 20141
Bicillin - units - 00160
Biltricide - mg 00040
Bitolterol Mesylate - inhalant 80040
Blocadren - mg 20140
Brethine - mg/inhalant ' . 80090
Bronkosol - inhalant 80060
Bumetanide - mg 20480
Bumex - mg - 20480
Busulfan - mgl 10020
-Calan - mg 20170
Calcifediol - ug . 50150
Calcitriol - ug 50160
Calcium Acetate - mg 50073
Calcium Carbonate (Study and Other) - mg 50040
Calcium Chloride - mg 50074
Calcium Citrate - mg 50071
Calcium Gluconate - mg-gram 50050
Capoten - mg 20320
Captopril - mg : 20320
Carafate - gram 60190
Carbamazepine - mg 40150
Carbenicillin Indanyl Sodium - mg 00260
Carbidopa - mg _ ' 40420
Cardiazem - mg 20150
‘Cardilate - mg 20380
Cardioquin - mg 20060
Catapres - mg 20180
Ceclor - mg - 00100
CeeNu - nmg 10060
Cefaclor - mg 00100
Cefadroxil - mg 00110
Cephalexin - mg 00120
Cephradine - mg 00130
Chemotherapy of any kind 90180
Chenix - mg 60090
Chenodiol - mg 60090
Chloral Hydrate - mg ' 40360
Chlorambucil - mg 10030
Chloramphenicol - mg 00140
Chlordiazepoxide Hydrochloride - mg 40310

Drug List - 2 :‘.Qf’.;i-
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Chloromycetin - mg
Chloroquine Hydrochloride - mg
Chlorothiazide - mg
Chlorotrianisene - mg

‘Chlorpheniramine Meleate - ng

Chlorpromazine - mg
Chlorpropamide - mg
Chlorthalidone - mg
Cholestyramine Resin - gram
Choloxin - mg

Chromagen - mg

Cimetidine - mg
Ciprofloxacin - gram
Cleocin - mg

Clindamycin Hydrochloride - mg
Clinoril - mg

Clofibrate - mg

Clonazepam - mg

Clonidine - mg

Clonopin - mg

Cloxacillin Sodium - mg
Cloxapen - mg

Codeine - mg

Cogentin - mg

Colace - mg

Colchicine - mg

Colestipol Hydrochloride - grams
Compazine - mg

Conjugated Estrogens - mg
CONTAC - mg

Corgard - mg

Cortef - mg

Cortisone Acetate - mg
Co-trimoxazole - mg
Coumadin - mg -

Cromolyn Sodium (inhalation therapy) - inhalant
Crystodigin - mg
Cyclobenzaprine Hcl. - mg

Cyclophosphamide - mg
Cyclosporine - mg
Cytomel - ug
Cytotec - mcg
Cytoxan - mg
Dalmane - mg
Danazol - mg
Danocrine - mg
Daraprim - mg
Darvocet - mg
Darvon - mg

DDAVP - ug
Declomycin - mg

Drug List - 3

00140
00410
20440
70160
80106
40240
70250
20450
20570
20600
30052
60170
00460
00310

-00310

90140
20580
40120
20180
40120
00190
00190
40010
40410
60088
90020
20590
40260
70200
80105
20110
70050
70020
00380
30070
80020
20010
40452
10040
80500
70340
90153
10040
40330
70100
70100
00430
40453
40080
70300
00270
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Demeclocycline Hydrochloride - mg 00270
Depakene - mg 40160
Deserpidine - mg 20240
Desipramine Hydrochloride - mg 40200
Desmorpressin Acetate nasal spray - ug 70300
Desyrel - mg - 40231
Dexamethasone - mg 70030
Dextrothyroxine Sodium - mg 20600
Diabenese - mg . 70250
Dia Beta - mg 70270
Diapid - ug : 70310
Diazepam - mg ' 40320
Diazoxide - mg 20340
Dicloxacillin Sodium - mg 00200
Dicumarol - mg 30060
Dicyclomine Hcl. - mg 40455
Dienestrol - cream 70170
Diethylstibestrol - mg 70180
Diflunisal - mg 90050
Digitalis - mg : 20020
Digitoxin - mg 20010
Digoxin - mg 20030
Dihydrotachysterol - mg 50170
Dilantin - mg 40140
. Dilaudid - mg 40030
Diltiazem Hydrochloride - mg : , 20150
Dimetane - mg 80101
Diphenhydramine Hydrochloride - mg 80107
Diphenoxylate Hydrochloride w/Atropine - mg -60050
Dipyridamole (Persantine) - mg 30090
Disopyramide Phosphate - mg 20040
Disulfiram - mg 90030
Ditropan - mg 40451
Diurii - mg ' 20440
Dolobid - mg 90050
Donnatal Extentabs - tablet 40456
Dopar - mg 40430
Doriden - mg 40370
Doxazosin Mesylate (Cardura) - mg ' : 20372
Doxepin Hydrochloride - mg 40210
Doxycycline Calcum - mg , 00280
Duotrate - mg 20410
Duricef - mg _ 00110
Dyazide - mg 20560
Dymelor - mg , 70240
Dynapen - mg’ 00200
Dyrenium - mg 20550
Edecrin - mg 20490
Elavil - mg 40190
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Emetine Hydrochloride - mg 00010
Enalopril - mg , 20330
Encainide - mg 20071
Entex LA - tablet 80210
Ephedrine - mg 80050
E-Pilo - drops 90203
Ergocalciferol - units : 50180
Erythrityl Tetranitrate - mg 20380
Erythromycin - mg 00150
Erythropoietin - units ' 30051
Esidrix - mg 20220
Esterified Strogens - mg 70220
Estrace - mg 70190
Estradiol - mg 70190
Estraguard - cream 70170
Estratal - mg 70220
Estropipate - mg 70210
Ethacrynic Acid - mg 20490
Ethambutol - mg 00330
Ethinyl Estradiol Combinations - mg 70130
Eutonyl - mg 20310
Famotidine - mg 60191
Feldene - mg 90130
Felodipine -~ mg 20173
Fenoprofen Calcium - mg 90060
. Fergon - mg . 30020
Ferrous Fumarate - ng ' 30010
Ferrous Gluconate - mg 30020
Ferrous Sulfate - ? _ 30030
Fiorinol - mg ‘ 40391
Flagyl - mg 00020
Flavoxate Hcl - mg 90154
Florinef - mg _ 70040
Fludrocortisone Acetate - mg 70040
Fluoxetine Hcl - mg 40232
Fluoxymesterone - mg 70110
Flurazepam - mg 40330
Folic Acid 50201
Furosemide - mg ' 20500
Gantricin - grams 00383
Gemfibrozil - mg ‘ 20610
Geocillin - mg 00260
Glipizide - mg , 70260
Glucotrol - mg 70260
Glutamic acid Hydrochloride - mg 60100
Glutethimide - mg 40370
Glyburide - mg 70270
Griseofulvin - mg 00070
Guanabenz Acetate - mg 20200
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Guanadrel Sulfate - mg 20280
Guanethidine Monosulfate - mg 20290
Halcion - mg 40390
Haldol - mg 40290
Haloperidol - mg 40290
Haltestin - mg 70110
Harmonyl - mg 20240
Hismanal - mg ' 80102
Hiwolfia - mg 20270
Hydralazine - mg 20350
Hydrea - mg 10050
Hydrochlorothiazide - mg 20460
Hydrocodone Bitartrate - mg 40020
Hydrocortisone - mg _ 70050
Hydromorphone Hydrochloride - mg 40030
Hydroxyurea - mg ' 10050
Hydroxyzine Hydrochloride - mg 40380
Hylorel - mg 20280
Hytinic - mg _ 30040
Hytrin - mg 20371
Ibuprofen - mg 90070
Imipramine Hydrochloride - mg ' 40220
Immuran - mg 10010 -
Imodium - mg 60070
Inderal - mg 20130
. Indocin - mg 90080
Indomethacin -~ mg 90080
Insulin preparations - mg 70230
Inversine - mg 20300
Ipratropium Bromide ' 50242
Ismelin - mg 20290 -
Isoetharine Mesylate - inhalant : 80060
Isoniazid - mg - 00340
Isoproterenol Hydrochloride - inhalant 80070
Isoptin - mg 20170
Isordil - mg 20390
Isosorbide Dinitrate - mg 20390
Isoxsuprine - mg 20373
Isradipine ~ mg 20172
Isuprel - inhalant 80070
Kaolin and Pectin - ml 60060
Kaopectate - ml 60060
Kayexalate - gram 50070
Keflex - mg 00110
Ketoconazole - mg 00080
Labetalol Hydrochloride -~ mg : 20090
Lactulose - grams 50030
Lanoxicaps - mg 20030
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Lasix - mg-

Laxatives (any) - ?

Leukeran - mg

Levatol - mg

Levobunolol Hcl. - drops
Levodopa - mg

Levodopa & Carbidopa - mg
Levo-Dromoran - mg
Levorphanol Tartrate - mg
Levothyroxine Sodium - mg
Librium - mg

Liothyronine Sodium - ug
Lithium Carbonate - mg
Lomotil - mg

Lomustine - mg

Loniten - mg

Loperamide Hydrochloride - mg
Lopid - mg

Lopurin - mg

Lorazepam - mg

Lorelco - mg

Lorpessor - mg

Lovastatin - mg

Lozol - mg

Lypressin nasal spray - ug
Lysodren - mg

Macrodantin - mg

Magnesium containing antacids - mg
Magnesium Chloride

Magnesium Oxide - mg

Matulane - ng

Max EPA - mg

Mecamylamine Hydrochloride - mg
Meclizine Hydrochloride - mg
Meclomen - mg ‘
Medofenamate Sodium - mg
Medrol - mg
Medroxyprogesterone Acetate - mg
Mefenamic Acid - mg

Megace - mg

Megestrol Acetate - mg
Mellaril-S - mg

Melphalan - mg

Meperidine Hydrochloride - mg
Mephenytoin - mg
Mercaptopurine - mg

Mesantoin - mg

Metamucil - gram
Metaproterenol Sulfate - inhalant

L List - 7

20500
60085
10030
20143
90201
40430
40440
40040
40040
70330
40310
70340
40400
60050
10060
20360
60070
20610
90010
40340
20630
20100
20631
20561
70310
10110
00360
60040
50241
60210
10130 .
50220
20300
60160
90090
90090
70060
70320
90100
10070
10070
40270
10080
40050
40130
10090
40130
60086
80080
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Methimazole - mg 70370
Methotrexate - mg 10100
Methyldopa - mg 20190
Methylprednisolone - mg 70060
Methyltestosterone - mg 70120
Metolazone - mg 20470
Metoprolol Tartrate - mg 20100
Metronidazole - mg 00020
Micronor - mg 70140
- Midamor - mg 20510
Midrim - capsule 90161
Minipress - mg 20370
Minoxidil - mg ' 20360
Minoxidil - Topical - ml 20361
Mintezol - mg 00060
Misoprostol - mcg : 90153
Mitotane - mg . 10110
Moderil - mg : 20260
Moduretic - mg 20520
Morphine Sulfate - mg 40060
Motrin - mg" 90070
Myambutol - mg 00330
Mycostatin - units 00090
Myleran - mgl - 10020
Mylicon - mg 60220
. Mysoline - mg 40110
' Nadolol - mg 20110
Nafcillin Sodium - mg 00210
Naldixic Acid - mg 00355
Nalfon - mg 90060
Naprosyn - mg 90110
Naproxen Sodium - mg : 90110
Nardil - mg 40170
Naturetin - mg 20420
Niacin - mg , 20620
Nicardipene (Cardene) 20171
Nicotinex - mg 20620
‘Nifedipine - mg 20160
Niferex - mg 30040
Nitrofurantoin - mg 00360
Nitroglycerin - sublingual, paste, and patch 20400
Nizatidine (Axid) - mg 60192
Nizoral - mg 00080
Nolvadex - mg . 10140
Norethindrone - mg 70140
Norfloxacin 00470
Norgestrel - mg 70150
Normodyne - mg 20090
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Noroxin - mg 00470
Norpace - mg 20040
Nortriptyline Hydrochloride - mg 40230
Nystatin - cc 00091
Nystatin - units 00090
Ogen - mg 70210
OKT3 - mg 80501
Omeprazole - mg ' 60400
Opium Preparation - ? 60080
Orinase - mg 70290
Other - mg . : 10180
" Other - mg 50240
Other - mg 80100
Other - mg 90170
Other ACE- Inhibitors - mg 20332
Other Antibiotic - mg 00450
Other Blood Coagulants Anticoagulants - mg 30100
Other Cardiovascular Drugs - mg 20640
Other Central Nervious System Agents - mg 40450
Other Diuretics - mg : 20562
Other Gastrointestinal Drugs - mg 60200
Other Hormones - mg 70390
Other Multivitamin - p111 50110
Ovrette - mg 70150
Oxacillin Sodium - mg 00220
. _ Oxazepam - mg 40350
Oxybutynin Chloride - mg 40451
Oxycodone - mg 40070
Oxyphenbutazone & Penylbutazone - mg - 90120
Oxypurinol - mg 90011
Oxytetracycline Hydrochloride - mg 00290
Pamelor - mg 40230
Pancreatin - units 60110
Pancrelipase - units - 60120
Pargyline Hydrochlorlde - mg 20310
Parnate - mg 40180
Penbutolol - mg 20143
Penicillin G Benzathine - units 00160
Penicillin G Potassium - units 00170
Penicillin V Potassium - mg 00180
Pentaerythritol tetranitrate - mg 20410
Pentazocine Hydrochloride and Aspirin = mg 40090
Pentids - units 00170
Pentoxifylline - mg 30110
Pepcid (Famotidine) - mg 60191
Percocet - mg C 40454
Peri-Colace - mg 60084
Perphenazine - mg 40250
Persantine - mg 30090
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Pertofrane - ng

Phenelzine Sulfate - mg
Phenobarbital - mg

Phenytoin Sodium - mg

Phos-Ex - mg

Phoslo - mg -

Phosphaljel - mg

Pilocarpine (eye drop) - drops
Pindolol - mg

Piperazine Citrate - mg
Pipobroman -~ mg

Piroxicam - mg

Plendil - mg

Polycitra - ml

Polysaccharide ~ Iron Complex = mg
Ponstel - mg

Potassium Chloride (K-lor and others) - mEq
Praziquantel - mg

Prazosin Hydrochloride - mg
Predforte - drops

- Prednisolone - mg

Prednisone - mg

Premarin - mg

Prilosec - mg

Primagquine Phosphate - mg
Primidone - mg

Probenecid - mg

Probucol - mg

Procainamide Hydrochloride - mg
Procan - mg

Procarbazine Hydrochloride - mg
Procardia - mg
Prochloroperazine - mg
Prochlorperazine - mg

Proglycem - mg

Proloid - mg

Pro Mega - mg

Propoxyphene Hydrochloride - mg
Propranolol Hydrochloride - mg
Propylthiouracil - mg
Prostaphlin - mg

Proto Chul - mg

Provastatin - mg

Proventil - inhalant

Provera - mg

Prozac - mg

Pseudoephedrine Hydrochloride - mg
Purinethol - mg

Drug List - 10

40200
40170
40100
40140
50202
50073
60030
90200
20120
00030
10120
90130
20173
50020
30040
90100
50060
00040
20370
70095
70070
70080
70200
60400
00420
40110
50080
20630
20050
20050
10130
20160
40260
60130
20340
70350
50210
40080
20130
70380
00220
50230
20632
80030
70320
40232
80200
10090
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Pyrimethamine - mg 00430
Pyridoxin - mg 50203
Questran - gram 20570
Quinacrine Hydrochloride - mg 00050
Quinidine Gluconate - mg 20060
Quinighit - mg 20060
Quinine Sulfate - mg . 00440
Radiation of any kind 90190
Ramipril - mg 20333
Ranitidine - mg - : 60180
Rauwiloid - mg 20250
Rauwolfia Serpentina - mg 20270
Reglan - mg 60610
Regroton - mg 20230
Rescinnamine - mg 20260
Reserpine - mg 20210
Reserpine & Chlorthalidone - mg 20230
Reserpine & Hydrochlorothiazide - mg 20220
Restoril - mg 40392
Rifadin - g 00350
Rifampin - g 00350
Ronase - mg 70280
Roxanol 100 - mg 40060
Salsalate - mg 90152
. Senokot (liquid) - mg 60089
Serox - mg . 40350
Serpalan - mg ' 20210
Simvastatin - mg 20633
Sinemet - mg : 40440
" Sinequan - mg : 40210
Sodium Bicarbonate - mg 50010
Sodium Citrate - mg 50020
Sodium Polystyrene Sulfonate - gram 50070
Solfoton - mg ' 40100
Soy Protein - Iron Complex - ? 30050
Spironolactone - mg 20530
Spironolcatone & Hydrochlorothiazide - mg 20540
Stelazine - mg 40280
Study Multivitamin - pill : 50100
Sucralfate - gram 60190
Sulfasalazine - gram 00382
Sulfinpyrazone - mg 50090
Sulfisoxazole - grams 00383
Sulindac - mg 90140
Symmetrel - mg 00400
Synthroid - mg 70330
Tace - mg 70160
Tagamet - mg 60170
Talwin - mg 40090
Tamoxifen Ctirate - mg 10140
Tapazole - mg 70370
' Tegretol - mg : 40150

st -1 @, 911
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Tenex (Guanfacine Hydrochloride) - mg 20376
Tenormin - mg , 20080
Tenoretic - mg 20201
Terazocin - mg 20371
Terbutaline Sulfate - mg/inhalant 80090
Terramycin - mg 00290
Teslac - mg ' 10150
Testolactone - mg : 10150
Tetracycline - mg 00300
Thiabenadazole - mg 00060
Thiethylperazine - mg 60140
Thioguanine - mg 10160
Thioridazine - mg 40270
Thorazine - mg 40240
Thyroglobulin - mg . 70350
Thyroid - mg . 70360
Tigan - mg : 60150
Timolol Maleate - mg 20140
Timolol Maleate - drops 90202
Timoptic - drops : : 90202
Tocainide Hydrochloride - mg 20070
Tofranil - mg 40220
Tolazamide - mg . 70290
Tolbutamide - mg 70290
Tolectin - mg 90150
. Tolmetin Sodium - mg 90150
Tonocard - mg 20070
Torecon - mg 60140
Tornalate - inhalant 80040
Tranylcypromine Sulfate - mg : 40180
Trazodone Hcl - mg 40231
Trental - mg 30090
Triamcinlone - mg 70090
Triamterene - mg 20550
Triamteren & Hydrochlorothiazide - mg 20560
Triazdam - mg 40390
Trifluoperazine Hydrochloride - mg 40280
Trilafon - mg 40250
Trilisate - mg 90155
Trimethoprim - mg 00370
Trimethylperazine Hydrochloride - mg 60150
Tylenol Cold - tablet 80108
Unipen - mg 00210
Uracil Mustard - mg 10170
Urispas - mg 90154
Urocit K - mEq 50072
valium - mg 40320
Valproate Sodium - mg . 40160
Vancocin - mg 00220
Vancomycin - mg 00320
Vasotec - mg 20330
Ventolin - inhalant 80030
Verapamil Hydrochloride - mg _ 20170
Vercyte - mg 10120

Pretisem 2 .69, 10
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Vibramycin - mg
Visken - mg
Vitamin A - units

~Vitamin B Complex - tablet

Vitamin B6 - mg
Vitamin E - units
Vitamin K - mg
Voltaren - mg
Warfarin - mg
Wytensin - mg
Xanox - mg
Zantac - mg
Zaroxolyn - mg
Zestril - mg
Zocor - mg
Zovirax - mg

00280
20120
50120
50130
50203
50190
50200
90151
30070
20200
40300
60180
20470
20331
20633
00390

Drug List - 13 o, 67.[.3
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10.

11.

l | E__ Form # 04
For DCC Use Only V___ Page 1 0f 6
Rev. 3 12/1/90 T_

MDRD)

Moditication of Diet in Renal Disease Study
Demographic and Baseline Examination Form

This form is to be completed by the study team at the patient’s first clinic visit during
baseline.

Patient Identification NUMDET........ccovvvereiieieccirerreeee e

Patient Name Code.....c.iiiiiriiiiiiiiciietiiieetieneteniectersessensessassesessensssssorssnssnns

Clinical Center

.......................................................................................................

b. Has a copy of the consent form been sent to the DCC? (1 =yes, 2=n0)

a. Date of Patient Visit........ccccoeeeeeciiiieecieeeeceereceeeeeee e -l
D, ViSH Ty PO utrrereiiriieiieiiiieiisiicnisretsaenratnieesesaesseeessessneseesesarsensssstnsoesererasssssesssnnnsnsasssanssnes B
€. VISHL NUMDET ... ... eiecirirre e eetee vt e eecteres s s erebeeerasssssseeessssssssnsnnsssensnns 00.0
REferTal SOUICE .....ccciviiiiiiiiiciciereereeete et e s s esees crsesereseseereeeaeseastensnnsnseesseesasassersssnnnessennns

1 = Self 5 = Other (20 characters maximum)

2 = Friend )

3 = Outside doctor 9 = Unknown

4 = Study doctor
Has the name and address of a contact person who may know the whereabouts of the
patient been recorded? (1 = ¥YBS, 2 = NO) .o vcieeciircieerintieeierireesssnnesssssessseeesssssesssessenssene _

(91N o = o T / /

£33 O O P TS _
1 = Male
2 = Female, able to become pregnant
3 = Female, not able to become pregnant
RACE/POPUIALION GIOUP.......cciicieiieiireeisaieeeeerrarerassssnrasesseesssssesnsasesnsansersssnsssssssssensannens .
1 = White 6 = Pacific Islander
2 = Black 7 = Other (20 characters maximum)
3 = Hispanic ( )
4 = Asian 9 = Unknown
5 = Native American
EAUCALION ...ttt ereseense s e e v derrreessanesesesssenntanasensssnss
1 = College graduate with 5 = Completed 10-11 years of school
professional training 6 = Completed 7-9 years of school
2 = College graduate 7 = Completed <7 years of school
3 = Atleast one year of college 9 = Unknown
4 = High school graduate
PWO 1478
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Patient 1D Number ' Form # 04

Rev. 3 12/1/90 Page 2 of 6

' Modification of Diet in Renal Disease Study
Demographic and Baseline Examination Form

12. Occupation (Enter a number, 1-9, from the list in the Forms Instructions. !f the patient is
Jnot presently employed please indicate his or her most recent occupation.) .....................

13. Isthe patient a full-time homemaker? (1 = yes, 2 = no)

14. a. Employment StAtUS ONE YEAr Q0 ......uuuueerrrenrieiincrirarrsnnseeseeraereesteneesneasnrannnnnsasssnssnnans

= Fulltime 6 = Retired due to disability

2 = Part time 7 = Other (20 characters maximum)
3 = Unemployed not due to disability ( )
4 = Unemployed due to disability 9 = Unknown
5 = Retired not due to disability

b. Current EMPIOYMENt SLAlUS ......ccveerererierrrrricrsrtisesseanteessnsssssseseesessssesesssssenssssssnnne .
1 = Fulltime ‘ 6 = Retired due to disability
2 = Parttime 7 = Other (20 characters maximum) 4
3 = Unemployed not due to disability { )
4 = Unemployed due to disability 9 = Unknown
5 = Retired not due to disability

c. [t cumently unemployed due to disability, is it a renal disability? (1 =yes, 2 = no).......... _

d. | working part time only, is this due to a renal disability? (1 = yes, 2 = no)

e. i workmg full or part time, how many days in the past year did the patient

MISS WOTK QUE 10 HlINESST ....ceeeireieicrieerceenrire et resireerreesecessssdsenrreessessneneens -

. f. i working full or part-time, what is the patient's current :
Lz Lo LI - (- O P S _

g. Is this rate hourly, weekly, monthly? (H = hourly, W = weekly, M = monthly) .................

For patients presently NOT working:
15. a. Has the patient ever been employed in the past? (1 = yes, 2 = no)

if no, skip to item 16. If yes, continue.

b. What was the last year the patient was employed?........c.ccceceumrervevernnenn. __ —
€. What was the patient's wage rate at that time? .......c.coeceuneeene . S
d. Is this rate hourly, weekly, monthly? (H = Ahourly. W = weekly, M = monthly) ................ -
e. [ the patient were to take a job now, what does he or she

‘think the wage Tate WOUId DE .......ceveveevenermeereiieieieeeeeenenens . S
f. Is this rate hourly, weekly, monthly? (H = hourly, W = weekly, M = monthly) ................. S

It @ >= ¢ skip to item 16. If @ < ¢ continue.

g. Doesthe patient feel that his/heriliness interferes with his/her ability
to work? (1 =yes, 2 = NO) ..cccecuureennneen. reereretereitrbte st bbbt b anennerneaatasannranans

16. What is the pauent s gross annual income presently? (Enter the code for the appropriate
income category iN the INSIUCHIONS.) .......c.cuuriieeecrieeeeirceceieeeeereereesssssenssssassees seesnnmmmmnnes

PWO 1476
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18.

19.

20.

21,
22.

PatientIDNumber ___ __ =~ . Form # 04

Rev. 3 12/1/30 Page 3of 6

Modification of Diet in Renal Disease Study
Demographic and Baseline Examination Form

a. Whatis the total household gross yearly income? (Enter the code for the appropriate
income category in the INSIUCHIONS.) ...vu.v.cveveecieeereeeeeeeeeeeeses e -
b. How many people are supported, in part or in whole, from the total
POUSEROIT INCOMEY ........oveeiieiiieete ettt e s s ere e et S
B REHGION ...ttt e et
1 = Catholic 4 = Other (20 characters maximum)
2 = Protestant ( )
3 = Jewish . 5 = None
9 = Unknown
b. Does the patient feel that his or her religious practices influence his
Orherdiet? (1 = yeS, 2% NO) .ot eee oot eeee o -
if yes, specity
MBIFHAISERIUS ...ttt et es et _
1 = Single 4 = Divorced .
2 = Married 5 = Widowed ‘
3 = Separated 9 = Unknown
‘Living Arrangements (1 = yes, 2 = no)
B IONE ...ttt e et e .
D. WIth SPOUSE......comtiititie e st e et _
C. WItN CRIIAIEN. ...ttt e e -
Q. WItD PATNIS ..ottt e s et _
€. WIth OtNEr FRIAtVES ...t e
Fo WIER TFENAS ..o e e _
Documented Medical Problems (1 = yes, 2 = no)
TYPE I DIBDELES ......coovrretettescitnctseectseaetnsses s s sesssesessssessssessoems e eneee s eesene s
COronary Artery DISBASE.........cccuumrrverruseirerseseseeenseeneenssesssessessses oo eses e eessee e sesse s
PEPHC UICET. ...ttt e ese et esese et es s e st e e .
PWO 1476
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Patient ID Number Form # 04

Rev. 3 12/1/90 Page 4 0f 6

. Modification of Diet in Renal Disease Study
Demographic and Baseline Examination Form

30. Other Medical Diagnoses (1 = yes, 2 = no)

.....................................................................

Specify: (20 characters maximum)

Smoking History
31. How many packs per day does the patient Smoke?..........c.ccveeeeeereerrveennens

.......................................

32. How many years has the patient been smoking cigarettes?

33. If the patient does not smoke cigarettes presently, did he or she ever smoke them?
1 = Regularly
2 = Occasionally
3 = Never (<20 packs in lifetime)

34. Does the patient currently smoke cigars or pipes?

...........................................................

1 = Yes T
2 = No
. Physical Examination ' .
35. Date of physical exam............. ertrrteeerere e e breseberertebre st esesanenne / /

Complete Blood Pressure Form.

36. Eyes: funduscopic finding (Keith Wagner-Barker Classification)

......................................

0 = Normal 3 = Gradelll T
1 = Gradel 4 = GradelV
2 = Gradell 9 = Not done
B7. EOBMA ...ttt et e ees e s st e s ate e e e st e e sesaneas e e emee e o e et e s e _
0 = Absent 3 = 3+
1= 14+ 4 = 4+
2 = 2+ 9 = Not done
38. Standard Body Weight
a. height (cm) L TR TR — e
2 ) et eeiete ettt eere bt arr e bbb e rasesstn e e e eeenaan e
D. ebOW WIlth (CM)  1.)..ciiiiiiieciccccct ettt e e eeseee e eseesessensnesnnoa —

2 )t enr e e ae s b e b b e snas e s e s e e e aen - e
C. MTAIME SIZE........coiiiieceieeee et ees et et s saee s e seesee st e seesen s eseseessessssnnonns S
1 = Small
2 = Medium
3 = Large
. - . DOAY WEIGHE (KG)  1.).eurereemreoeeeeessrosseesssosesssesssssssesssessssessssosesns e L

PWO 1476
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Patient ID Number Form # 04

— ——— — —— — ——

Rev. 3 12/1/90 Page 50t 6

Modification of Diet in Renal Disease Study
. Demographic and Baseline Examination Form

38. (Continued)
€. standard Weight (Kg)...........ccouvuuemrveemnrrurroeneeeeeeeeneesseooooo oo

f. percentage of standard WEIGRL (%6).curueeuiiineectereeeeceeeeee oo

g. Is the percentage of standard weight outside the allowable range
(80% -160%)? (1 =yes, 2 = no)

....................................................................

h. centification number of dietitian......................._.. et e,

S —  — — c———

i weight status.........cocovooveoo
1 = Patient wants 1o lose weight
2 = Patient wants to gain weight
3 = Patient does not want weight change

...................................................................

Drugs/Nutritional Supplements

39. Referring to the Drug list in the Manual of Operations, list all drugs including nutritional
supplements and over-the-counter medications the patient is currently taking. Pay
caretul attention to the units.

Code Number Dosage Times/Day
& - —_—
® o ___ T -
¢ —_— -
d ___ -
e - . —_—
v —
% — Y —_
- ——
i.
b —_
ko e —_—

40. How much time has the dietitian spent in patient care related activities preparing for and at
this visit? (To be provided by the dietitian.)
(ARETIM) <ottt s
41. How much time has the physician spent in patient care related activities preparing for and
at this visit? (To be provided by the physician.)

. (AR e oo —_

PWO 1476
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Patient IDNumber __ _ - Form # 04
Rev. 3 12/1/90

Page 6 of 6
Modification of Diet in Renal Disease Study
Demographic and Baseline Examination Form
101. Date this form completed.................oveveeeemeeeeeoeoeooeeoooooso / /

102. Certification number of person filling out this form

103. Date form entered..............ooueeeueeoreeeeeereeeeeeeeeeseeeeooooooo / /

104. Certification number of data entry person S ——___

PWO 1476
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Rev. 7 7/91 Form # 05
Page 1 of 2

MONTHLY EXAMINATION FORM

This form is to be campleted by the study coordinator, physician and dietitian
at each monthly visit after Baseline 0. In addition, Refer to Page 10 for a
schedule of forms campletion. Even if the visit is missed, it is very important
to camplete, enter and transmit this form in a timely fashion.

QUESTION # INSTRUCTIONS
4. a. Enter the actual date of the visit if the patient kept
appointment. If the visit was missed, fill in the target
date fram the appointment schedule generated by the DOC and -
camplete Form 05 as indicated. ONLY FOLIOW-UP VISITS CAN BE

YMISSED".
b. Also, use visit type = K for all Study C post stop point
visits. -
5. a. A visit is considered missed if the patient is not able to be

scheduled within the window specified in the Protocol. Missed
visits in follow-up should not be made up. Move on to hold the next
monthly visit in its window. :

b. Keep the reasons to these general categories.

6a. This question was added 2/91 to address long term illness.
7. ‘If the patient does not smoke, enter 00.00.
9a. Enter the patient’s weight at the visit rounded to the nearest

tenth of a kilogram. The Datalex range is 40-130. It should be
measured and recorded twice. The dietitian does not need to be
the person to camplete this item.

9b. The patient’s weight status should be recorded at each visit to
assist in determining whether or not the patient has reached a
weight action item. (Undesired weight loss of more than 5% of
standard body weight from the B3 visit to a weight of 75-95% of
standard body weight in a patient without edema, or loss of weight
to less than 75% standard body weight.) Refer to Protocol.

9c/d. This question relates to the change in weight action items in
Jarumary 1991.
10. Enter the code which best describes the amount of edema.
11.-13. At each patient visit, medications and dosages should be carefully

reviewed. Changes should be recorded in the appropriate section.
New drugs prescribed at a visit are recorded on that monthly visit
form. ‘Since the last monthly patient visit’ means after the last
visit, up to and including this visit.

wyl”
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14.

Form # 05
Page 2 of 2

Modification of Diet in Renal Disease Study
MONTHLY EXAMINATION FORM

The code mnumber from the attached list, the dosage, IN THE CORRECT
UNITS, and the number of times/day should be listed for each drug
the patient is taking presently.

Drug doses - If patient receives a dose which includes decimals
(12.5 2 times a day) you must enter the decimal point in one of
the dashes provided. Similar to completing Forms 24 and 25. If a
dose is truly missing, enter 999999.

The following codes should be used as "times per day" if a drug is
taken at unusual frequencies:

85 = once every 10 days
86 = once every other week
87 = four times per month
88 = once every 5 days
89 = two weeks/month

90 = 5 times per week

91 = every other day

92 = once a week

93 = 3/week

94 = 3 weeks/month

95 = once a month

96 = twice a week

97 = once every 3 weeks
98 = 4 times per week
99 = PRN

During baseline this should always be 2=No.

Any action items that the center is aware of at the time the form
is campleted should be recorded here. If yes, there will be at
least one Form 23 campleted. Central action item measurements
will be reported to the Clinical Center when the data becomes
available. Refer to the Protocol for a review of action items.
Remenmber, there are no action items during Baseline.

276
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.C. Visit Number

| |

For DCC Use Only
Rev. 4 2/28/91

- Form # 05
. Page 10of 3

MDRD

Modification of Diet in Renal Disease Study
Monthly Examination Form

“<m

This form is to be completed by the study team at the time of each scheduled monthly

clinic visit.

a. Date of this clinic visit (Enter target date from appointment
schedule if MISSEd...........cccouvuveevrrerireeirere e / /

b. Visit Type (B = Baseline, F = FOUOW-UD)............vvveeeeeerreeeoeeoooeeoeoeoeoeoeooeoeooooeooen |

............................................................................................

0.0 = Baseline Visit 0 1.0 = Foliow-up Visit 1
1.0 = Baseline Visit 1 2.0 = Follow-up Visit 2
2.0 = Baseline Visit 2 3.0 = Follow-up Visit 3
3.0 = Baseline Visit 3 4.0 = Follow-up Visit 4 (etc.)

a. Was this visit missed? (outside window, not held) (1=yes,2=N0) ..ccoovveevrrevennnn. _
If yes,
b. Reason ViSit Was MISSEA..................c.coueuiuemeeeeee e e -
1 = Shor-term iliness 8 = Forgot
2 = Long-term illness 9 = Patient refused
3 = HHospitalization due to 10 = Weather
short-term iliness 11 = Moved
4 = Hospitalization due to 12 = Could not contact
long-term iliness 13 = Other (20 characters maximum)
5 = Personal family business { )
6 = Work related business 14 = Unknown
7 = Vacation

If the visit was missed, skip to item 101.

i the visit was missed due to reason 3 or 4, complete the
Unscheduled Attention Form (Form #10).

Has the patient had any ilinesses or health concerns in the past month for which the
patient was seen by a physician? (1 = yes, 2 = no) If hospltalized, Complete
Unscheduled Attention Form (Form H10) .ot ee e
a. Atthe time of this visit does the patient have a long term iliness? (1 = yes, 2 =no).......

How many packs per day does the patient SMOKe?..............coovevevevveen,




Patient ID Number Form # 05

Rev. 4 2/28/91 Page2of 3

. Modification of Diet in Renal Disease Study
Monthly Examination Form

8. a. Has the patient had an intercurrent illness for which he or she was not hospitalized?
(1= Y88, 22 1M0) .ottt et e

b. If yes, how many days was the patient off the diet due to the illness since the last

MONLRlY VISI?......ooiieiict et e et ees e e et eeseen -
9. a Actualbody weight (KG)  1.)...ceecueueemeeieeeee e, R
2. ) e e e
Do WBIGHE SIAIUS ...t e .
1 = Patient wants to lose weight
2 = Patient wants to gain weight
3 = Patient does not want weight change
If the answer to Question 9b was “3” continue.
Otherwise skip to Question 10.
¢. Should a new target weight be established? (1 =y€5,2=1N0).cccceviivrneeccerereenneeennns _
If the answer to Question 9¢ was “yes” continue.
Otherwise skip to Question 10.
d. What is the new target WEIGHIZ. ..t — e
. Complete Blood Pressure Form.
10 BOBMA.....eo bttt et et eees e _
0 = Absent 3 = 3+
1 = 14+ 4 = 44
2 = 2+ 9 = Not done
Drugs/Nutritional Supplements
11.  Since the last monthly patient visit, were any drugs stopped? (1 =yes,2=no)................. S
It yes, enter code numbers from Manual of Operations.
a __ - N <
d _ _ e _  _ _ v ___
12, Since the last monthly patient visit, were any new drugs prescribed? (1 =yes,2=no)....... _
It yes, '
Code Number Dosage Times/Day
a __ ____ _ e -
. — —
. — -
d.
e.

PWO 1483
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13.

14.

15.

16.

17.

101.
102.
103.
104.

Patient 1D Number Form # 05

Rev. 4 2/28/91 Page 30of 3

Modification of Diet in Renal Disease Study
Monthly Examination Form

Since the last monthly patient visit, did any drug doses change? (1 = yes, 2 = no).............

If yes,
Code Number Dosage Times/Day

o ®

a o

Did symptoms related to low blood pressure occur 2 or more days since the last visit?
(action item) (1 = yes, 2 = no)

.........................................................................................

Were any action items identified locally since the last monthly visit? (1 = yes, 2 = no)

If yes, Complete Actlon ltem Response Form (Form # 23)

How much time has the dietitian spent in patient care related activities preparmg for and at
this visit? (To be provided by the dietitian.)
{hh:mm)

How much time has the physician spent in patient care related activities preparing for and
at this visit? (To be provided by the physician.)

(RRIMIM) e errae vt st e e s sbas e s eeeeeenne - SR
Date this form cOmMPpIeted............coeevevvevmeeiierreeneerrerereeseeseeesssenee -l
Certification number of person filling out thisform ........cccccoevvvvveveveve____
Date form entered.........ccceeeveeeerrrircnenennan. eetereriereeesseasenrenasesernne -
Certification number of data entry person ...........c.cccceveeveeeeeveeeervennnns

PWO 1483
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IOCAL IABORATORY MEASUREMENT FORM

This form is to be campleted whenever a local laboratory measurement is done for
the study. It should be campleted for scheduled routine study blood work and
for action item repeated measurements. If and when extra blood work is done,
not called for in the Protocol, do not camplete the form.

QUESTION # INSTRUCTTONS
4b. B is a baseline visit, F is a follow-up visit and A is an
abbreviated follow-up visit after stop points. P is used for
blood work immediately after stop and X is used for Study F
patients and always use K for Study C post stop point visits.

c. Visit numbers are sequential as follows:
0.0 = Baseline Visit 0 -
1.0 = Baseline Visit 1 1.0 = PFollow-up visit 1
2.0 = Baseline Visit 2 2.0 = Follow-up visit 2
3.0 = Baseline Visit 3 3.0 = Follow-up visit 3
4.0 =

. Follow-up visit 4 (etc.)
If blood work is done at BOA instead of BO or to supplement BO
data, camplete by indicating the visit mumber by 0.5.

5. At all visits requiring serum biochemistry lab work, this section
mist be campleted. (See Table 9.1. of the Protocol) The
following is a table of units and allowed Datalex ranges for each
of the laboratory values to be recorded. Be sure to watch for
action items. See Section 10.3.1, page 10.4 for a camplete list
of items and definitions of action items.

a. Creatinine my/dl 0.1 - 15.0
b. Urea Nitrogen my/dl 10 - 180
c. Sodium NEq/L 30 - 450
d. Potassium mEq/1 3.0 - 7.0
e. Chloride mEq/1 80.0 - 130.0
f. Bicarbonate mEg/1 10 - 50
g. Glucose my/dl 1 -900
h. cCalcium my/dl 6.0 - 12.0
i. Iron mog/dl 10 - 220
j. Magnesium my/dl 1.0 - 5.0
6. a. WBC (x103/mm3) 2.0 - 15.0
b. - Hemoglobin (g/dl) 6.0 - 20.0
c. Hematocrit (%) 20.0 - 60.0

For each value entered in items 5 and 6 indicate whether it was a
routine study protocol measurement for that visit or if it was
measured as a response to an action item. If local lab work is
done which is not required, do NOT camplete form. If measure done
as part of routine and for action, indicate measured in response
to action item.

When a value is outside the above ranges, a -1 should be entered
and a Form #24, Data-Out-Of-Range, campleted. :

Q. 80




Rev. 1 9/1/88 Form # 06

Page 2 of 2
i Modification of Diet in Renal Disease Study
LOCAL LABORATORY MEASUREMENT FORM
6. (cont'd) The following is a conversion equation for those centers where
it is necessary to convert data prior to form completion and

entry.
Serum magnesium (mg/dl) = l.2*Magnesium (mEq/L)

7be The following medications should not be taken for 48 hours prior
to blood measurements: NSAID, inhibitors of tubular creatinine
secretion (cimetidine, trimethorprim) or agents which interfere
with chemical determination of creatinine (cephalosporins).

2.5/
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| ) E__ Form # 06
For DCC Use Only V__ Page 1 of 2
Rev. 1 9/1/88 T_

MDRD)

Modification of Diet in Renal Disease Study
Local Laboratory Measurement Form

This form is to be completed whenever a local laboratory measurement is done for the
study. '

FORM # ....ceecieeceeeecesreesreesne s e ssssseenese s ssssasonsgssntssnssssessrassasssesssssssssesssesssasanssasantensa 06
Patient Identification Number.........cccoveereenrcvcvcinvincinnseinieeisinnr
Patient NAmM@ COde.......iiiiieiieiieiirciirecennnnnnereeseresreseeesasnensssessensssasesamseesses -
ClINICAI CONLET ...cveevvererrrnerrrneeneeeeererissnsansrarssesssssassssnessensansesiessnsessesasssnissesssrasssseses o
a. Date of visit (or measurement)........ccccecceeeerereeciemsnecnineesresnnnn | R A
D. VISH TYPO cueevvieecereeceeeeececsires et s etereresesesessese s ss s s ss e e s ansesa s essesasestseestasenesneneenens —
G VISI NUMDE.....orvoeeeescorscensceessssecsscssessessass s saessasssssssesssssassesssssssssessesenes — e
For items 5 and 6 give reasons for lab work

1 = Routine study measurement

2 = Repeated measurement for action item
Serum Biochemistry Value Reason
a. Creatinine (mg/dl) — —_—
b. Urea Nitrogen (mg/dl) —_— -
¢. Sodium (mEg/) —_— —_—
d. Potassium (mEg/l) - -
e. Chloride (mEqg/I) e —_
f. Bicarbonate (mEg/l) - -
g. Glucose (mg/di) - —_
h. Calcium (mg/dl) — e _—
i. lron (mcg/di) -_— —
j  Magnesium (mg/di) —_——— —_

o

PWO 1478°




Patient ID Number Form # 06

Rev. 1 9/1/88 Page 2 of 2

Modification of Diet in Renal Disease Study
Local Laboratory Measurement Form

6. Hematology Value Reason

a. WBC (x 103/mmd)
b. Hemoglobin (gmvdi)

¢. Hematocrit (%)

7. a. How many hours was patient fasting prior to blood being drawn?.........................

b. Were medications (NSAIDS, cimetidine, trimethorprim, cephalosporins) appropriately
withheld 48 hours prior to the blood test? (1 x=yes, 2 =N0).....ccouiveiicniiiniiinnnnn,

101. Date this form completed.........cccccvirveeirrincesieencersnreesseesssesesnsnns / /

102. Certification number of person filling out this form ...........ccccoeceveiieennnans

103. Date form entered........c..cccovvveeievieriscenereiiiscsnrecesssereeeseeesesssorsenes / /

104. Certification number of data entry person ........cccceeeeecevcecevcrevscvenssene

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196
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9/1/88 Form # 07
Page 1 of 1

Modification of Diet in Renal Disease Study
RENAL DIAGNOSIS FORM

This form is to be completed at Baseline Visit 1 by reviewing historical
information available from the patient and his medical records.

QUESTION # INSTRUCTIONS

4. Enter a 1 if the patient's diagnosis a) has not been confirmed
by renal biopsy, serological studies or radiographic procedures
where indicated; b) the study physician has not seen the results
of these studies directly; or, c) if the study physician has not

. seen the official reports documenting interpretation of these
procedures.
Enter a 2 if the renal diagnosis has been established by renal
biopsy, serological studies, or radiological procedures.
Enter a 3 if the diagnosis is not known.

5. Enter the numbers which best describe the patient's primary and
secondary forms of renal disease.

6. Enter a 1 if the evidence described is available and supports
the renal diagnosis. Enter a 2 if the information is not
available.

2. 54
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MDRD)

Modification of Diet in Renal Disease Study
Renal Diagnosis Form

This form is to be completed at Baseline Visit 1 by reviewing the patient's medical history.

FORM B .....cceeereecericrrtersrneessnresressessenesssesenesessnteneasa st et e s amtante eeesaeneaesaesrnsanesanensn 07
1. Patient Identification Number...........ccoeeveeeeecivvveneveeviceiviiesevenee
2. Patient Name Code............ueiiivveneicirerreiniirreneerersssnsressisesesnassenssassessessenenns o
3. CliNiCal COMEN ........coiiiierirrrneirrrre e resenreressnresesorse s ot arae s sesennteesaaeionestessanse RN -
4. This patient's primary renal diagnosis iS.........ccoccervererrernesnentisneessnecsseesensesseosseresensnseenne
1 = Presumptive
2 = Established
3 = Unknown
if unknown, skip to item 101.
5. a. Primary renal diagnosis........c.coceverrrierereriirecieeeieessssesinseessrossssesnesssessesssesesnersses -
b. Secondary renal diagnoSIs .............cceeerueiiveerueiveerieeereesneeesseresneeesreseesaessneennnes -
1 = Polycystic kidney disease 15 = Membranoproliferative
' ' 2 = Hereditary nephritis glomerulonephritis
3 = Analgesic nephropathy 16 = Mesangial proliferative
4 = Pyelonephritis glomerulonephritis
§ = Other interstitial nephritis 17 = Chronic renal failure with proteinuria
6 = Obstructive uropathy - acquired 18 = Nephrotic syndrome without biopsy
7 = Obstructive uropathy - congenital 19 = Absence of one kidney
8 = Vesico-ureteral reflux 20 = IgA nephropathy
9 = Urinary tract stones 21 = Other glomerulonephritis
10 = Hypentensive nephroscierosis 22 = Other (20 characters maximum)
11 = Diabetic nephropathy ( )
12 = Renal artery stenosis 23 = Unknown
13 = Membranous nephropathy 24 = None
14 = Focal sclerosis

6. Which of the following are available as supportive evidence for the patient's primary renal
diagnosis? (1 = yes, 2 = no)
a. physical exam

.........................................................................................................

T 4 (< O U U U SN PSUROURRRIN __
C. AMIlY RISIOTY.....coi oottt sreesnecserestessnesesessessesseseaessassennnsassanssrsesosnnn .
. UANAIYSIS ... ceeieicieecreccrectiete s et e saesssbeeasteaeseransrseessssnasesentnsessssresesssssasssnen __
€. FENAI DIOPSY......ooiriieiriieeiieesire i ceree e e eere s oot s e et e se s se e e se e e e e e e e ne s nerereeesnnnes _
f.  abdominal plain film (KUB) .........cccccviiinniiireeenreresietrsrinnnesessseneeeesssesesessasasersssesessnns S

‘ 0. INraVenOUS PYBIOGIAM.............coevevereereeeeeeeueeeeereeeseereesesseesssseeseeesteesssressasseseeneen

PWO 1489 ., 35




PatientIDNumber ___ _ = = = Form # 07
Rev. 1 9/1/88 Page 2 of 2
. Modification of Diet in Renal Disease Study
Renal Diagnosis Form
6. (Continued)
h. retrograde PYEIOGIAM........ccccimiriiirnesrreeseessrenserserereeseranrarnessssessesnsesasssasseraseessnans —
i renal URFASOUNG..........ccueieeiciieicceeerrneiceeaereesessneesesreaessssssesstrestensssssnnnssesnesesssnnnnnn S
j- renal radionuclide SCaN (NMR).........cccvnerrmenrrseeseesseerssesenreseessaesssnsssssenes e S
K. 7eNal AMBAOGIAM.....ceirrecreeererceieresiiestersesaeesnesneesessssessasessssessesssnsasssssssaessessnsssesenns _
L 1BNAI VENOGPAMI.......ccciieiiieeienieiiitecinieeesereessssescsssessssnessssnessesensesssensssesassessessnnsns sesens .
M. bladder URFASOUNG..........cooccervinirereenrereeeertrcrerecstee e sreeee e e saeees e saesasesaeesneenesonns _
M. CAT SCAN ...ttt nenrereeseessestesesasessssesaessssaenssssessesssessensesssensassessssnseseensnn _
0. VOIding CYIOUrEIRIOQIAM ......c..vivieieeeicereeeeeercrereeesstesemeteseseeeeeeeesnaesessessssessressneens _
p. other (20 characters maximum)( ) FOUT
101. Date this form completed..............cccoueoeeeeeerrrerereeereesnenerenesesene |
102. Certification number of person filling out thisform........ccccooevvvvevvvvevveee___
103. Date form entered..........c.coccuvueernrecerereneneneneesesaeseeseseessesses e R R
. 104. Certification number of data entry person ...........cccccuevvveeeeemveveovmvsrneee

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1489;' %
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Page 1 of 2

\

Modification of Diet in Renal Disease Study
SECONDARY SCREENING AFTER B3 OR BASELINE DROPOUT FORM

This form is to be completed once for each patient who enters baseline, It
should be done as soon as the patient drops from baseline or after B3 prior to
randomization.

QUESTION # INSTRUCTIONS

4, Enter a 1 if patient is leaving the study prior to the Baseline
3 Visit and a 2 if the patient has had the Baseline 3 Visit. If
1, the patient is now part of Study F. Study F contact should
be scheduled every four months from the date of the BO visit.

5 Enter a 1 next to each condition contributing to patient
dropout. Enter a 2 next to each condition that does not apply.

7. Enter a 1 if the patient's dietary preferences will interfere
with study diet prescriptions. Enter a 2 if dietary preferences
would allow compliance with study diet prescriptions.

8. Enter a 1 if the patient has become pregnant. Enter a 2 if the
patient is not pregnant.

9. Enter a 1 if compliance is not expected; enter a 2 if compliance
is 1likely. In items 9Y9a.- 1l., enter a 1 next to all

characteristics responsible for expected non-compliance; enter a
2 next to those categories that do not applye.

10. Enter a 1 if the patient has one or more of the renal disorders
v listed in items 10a.-e.; enter a 2 if none of these are
presente. In items 10a.-e., enter a 1 next to those renal

disorders present; enter a 2 next to those not present.

11. Enter a 1 if urinary retention has been identified by history,
physical examination or radiologic procedures. Enter a 2 if
there is no urinary retention documented. '

12, Enter a 1 if the patient has any of the disorders delineated in
items 12a.- k.; enter a 2 if none of these disorders are
present. For items 12a.- k., enter a 1 next to each medical
condition characterizing the current state of the patient's’
health; enter a 2 next to those that do not apply. See
instructions for Form #03 for specifics regarding each disorder.

.87




Rev. 2 10/15/88 Form # 08

Page 2 of 2
Modification of Diet in Renal Disease Study
. SECONDARY SCREENING AFTER B3 OR BASELINE DROPOUT FORM
QUESTION # INSTRUCTIONS
13. Enter a 1 if the patient is currently taking any of the

medications listed in items 13a.- h.; enter a 2 if the patient

takes none of these.

b. The following doses of steroids are equivalent in
glucocorticoid effect to the indicated dose of prednisone.

Equivalency

Cortisol 30 mg 7.5 mg
Cortisone 37.5 mg 7.5 mg
Prednisolone 7.5 mg 7.5 mg
Dexamethadone 1.125 mg 7.5 mg
Triamcinolone 6 mg 7.5 mg
Methylprednisolone 6 mg 7.5 mg
14. Enter a 1 if the patient has a known allergy to iodine or

iothalamate, or has had a previous adverse reaction to
radiocontrast which would contraindicate the performance of an
jothalamate (glofil) GFR procedure; enter a 2 if no such risk

~applies.
, 15. Enter a 1 if the patient does.not wish to participate or is
' unable to give consent; enter a 2 if the patient is both willing
and able to consent.

16. Enter a 1 if the patient 1is too uremic or has gone on
dialysis. Enter a 4 if the reason the patient cannot enter the
follow-up period has not been delineated by answering questions
1-16. Please specify the reason. Enter a 5 if the reason(s)
have been delineated in items 1-16.

17. Enter a 1 if the patient is eligible to enter the study; enter a
2 if the patient is ineligible (items 4 or any of items 6-16 are
tyes')., If 2, the patient is now part of Study F and an annual
visit should be scheduled.




{ ] E___ Form # 08
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MDRD)

Modification of Diet in Renal Disease Study
Secondary Screening after B3 or Baseline Dropout Form

This form is to be completed at the end of the baseline period, prior to randomization, or
as soon as the patient drops from the Baseline Period.

FORMA .....oiictitistiesisnesrertestesns s nessarsssessessassesesessesssnsessnssossssssensssnssesssssmnsnenson 08
1. Patient Identification Number.............cccecoeveeeeevevmveenermeervereersiviee
2. Patient Name Code.........cccceeeerieenieeeieseeireeee e serssseneessemaessessesessssen e
3. Clinical Center ...................................... -
4. lIs the patient leaving the study prior to Baseline Visit 3? (1 = yes, 2 = NO).........cceevererereanes _
it no, skip to item 6.
It yes, the patient Is now part of Study F. Continue with item 5.
5. What are the reasons for the patient dropping? (1 = yes, 2 = no)
a. GFR judged to e 100 igh ........ccciveeeueerererierienreeneecesseseesesssessessessessessesseesssaseseons _
' b. GFRJUGGEA 0 DO 100 IOW......c.eouerieeieeeeeereieceecestece et eeareiree e sesssesee e eseesosessssennns _
c. estimated protein intake less than 0.9 for Study A...........ceceeereereeceneneerernnecieire s _
. d. adverse reaction 10 10thalamate............cccceeeerereienerereeneestesseeceerercesssessesseeseeseseeas _
e. patient does Not Want t0 CONUNUE............ceeeruieereeeermeireceeesseaeeseeeeeneeeeeeeaeeeessessaenns o
) B IAIYSIS ..ttt st e ea s s e et e e nee et eneneaneeaseeneen __
G. ANSPIANL........coiiiiiiciiiccreeceentee e e e sressses s e s res s st e e s s bt r b et an s saeeneeeneennenn .
h. MEdICal CONIIONS .......c.ccrueerrietreeree ettt ss e st esbe e seesnaessae e e sens S
i StUdy teAM PrefEreNCe.......cccviteecrcreererieeieceeeee et e sreecere e seaee s s e seeesereseessaneassesennn o
Jo COMPHANCE AOUDHUL......ccceecieireeieirietrene i crteeeeeeserese e sssateeansesesessseessnesnnesnsssensees _
k. Baseline visit 1 more than 3 MONthS GHEr BO........cccceeveirererrecreesreeeresrsereesseeseesersssens .
I. other (20 characters maximum)( )

Skip to item 17.

Study Compliance

A report will be generated with the appropriate information. The DCC will
store the following information from the report.

6. Has the patient failed to comply with study procedures?
a. Has the patient missed one or more baseline visits?
b. Has the patient failed to have a B0 or B3 GFR?
' ¢. Have fewer than three 24-hour urine sarr;ples been successfully completed?

Pwo14goo7vg7




10.

Patient ID Number Form # 08

Rev. 2 10/15/88 Page 2 of 4

Modification of Diet In Renal Disease Study
Secondary Screening after B3 or Baseline Dropout Form

(Continued) ‘

d. Has the patient completed fewer than 6 readable 1-day diet diaries between Baseline
Visit 0 and Baseline Visit 3?7

o. Was B1 more than 3 months after B0?

Note also, If otherwise eligible, the randomization must be done within 6
weeks of Baseline Visit 3.

Will diet preferences interfere with compliance to study diet? (example, some
vegetanans) (1 = Y5, 2 % N0) ..ivucciuiiecissesisesssssnintsenissassstenesasessssssssssasteessraassssstesnsnsssnes

Exclusions

a. Has patient become pregnam? (1 = yes, 2 = N0)....ccccceummrmitimnnnisenineninnseniniinseenceess —
b. Is patient now likely to become pregnant? (1 = yes, 2 = NO)....ccccceirierirceisnssnssnssensanens S
Is compliance doubtful for one or more of the following reasons? (1 = yes, 2 = no) ............ S
It yes, (for items a through I, 1 = yes, 2 = no)

. ArUQ GDUSEY......coeeuieiiiieneinreeererecivessensreerosssessessssssissesansssetnesasessessessansassesssseressaseson _
D. QICONOT ADUSET .......eveeeriiiiiriierirerreieeereeanaennsensssesesssesaeanassessanssesssssessansasssssnesinnansnnes _
c. major psychiatric illness (within past yean? .........cccccvviieinennciieeinnniieincnnneeinnenns _
d. poor understanding of the Study?.......ccccvrrrceeiriiieiiniireter et _
8. limited MOLIVAtIONT ...ttt csese s s stas e e e st eas s s naens —
f. transient .residence? ............................................................................................... o
g. unsuitable home enVIFONMENL? ........ccccciiinirsnrereriesissnieseneserenciness e sssnasarserenns _
h.- cannot communicate Well?.......c.cviiiiiniieirinininnniereninssimniieeien s sssnsens ___
i. pattern of frequently missed CliNIC VISILS? ....cocvcrreeceiiirnnremimmiiitneinieniiisensnciinnsiesenies _
jo lack of access 10 @ telEPhONET ........cccvceereieiircsnnenrirressisesissssssesesesenrereneseinsessessssssnsnens _
k. poor compliance in other clinical tHals?.........ccccevirvisirsniinsininiirnninininnn, —
. other (20 characters maximum)( ) I
Does the patient have any of the following known renal disorders? (1 = yes, 2 = no).......... _
If yes, (for a through e, code 1 = yes, 2 = no)

A UANArY tract ODSIUCHION..........ceeiicnvereeeeceeeecrcrererorssssss sesssnsaenasssnsneatserersssiesssssesssss _
b. renal artery stenosis as the cause of renal inSUMHICIENCY......ccccvriernirnrnnrienicrinnieennnnas S
¢. branched or staghorn CalCUli...........ooveieeeriiccirincnnnmnirieieeniiniissrreee e e _
d. kidney transplant recipient............ccccovceeiinseecniinninnnnnei e _
€. Cystinuria iNSUMICIENCY ...cccunueiiireeceereer e rccstererr e e e r e e e e _

PWO 1490& ‘ ?O




Patient ID Number Form # 08

Rev. 2 10/15/88 Page 3 of 4
. Modification of Diet in Renal Disease Study
- Secondary Screening after B3 or Baseline Dropout Form

11. Does the patient have documented or known evidence of urinary
retention? (1 = Y5, 2 = NO) et e e st caeeseesseesessesseseeseesssnneens
12. Does the patient show evidence of any of the following known chronic serious medical
conditions? (1 = yes, 2 = no)

.........................................................................................

It yes, (for items a through k, code 1 = yes, 2 = no)
a. type | diabetes (fasting blood sugar >200 mg/di) at the most recent visit..................... —
b. malignancy (within past year - exclude SKiN).........ccoeueeeereeocrveerererreereressesnreessessssnsnes -
C. heartdisease NYHA CIaSS 30T 4............cccveeeeeiieereerennieeeerencsse et eeesesaesne e e seseeseenenns _
d. severe Chronic IUNG ISEASE.........c.ciurreereerereereereeiersesseseseceeseeseesseseseseseessesseessssnessns _
€. VB AISBASE ......c..coueirerereneeerceretecertee e eetee et esesatessseseneeseseseesssensessesstessssnssssnnssonn S
f. gastrointestinal disease (Which affeCts diet) ..........ccoveeeeeererervreereeeereeseeeeesressseesesones _
g. chronic systemic infections (within past Six MONAS).......cceuiveeeuereceeeerneeeeerseereaesenennnas _
h. collagen vascular disease (except for rheumatoid arthritis) ............coceveeerverveseernereenens S
i. Has the patient been hospitalized more than three times in the past year? .................. _
J.  Has the patient been in the hospital more than 60 days within the past year............... _
. ‘ K. 15 the patient diSADIEA?.........ccvriiresiireerieereassnssssssenrenessossnerssesessesessnsssssesesenssssmmmeesns .
13. Is the patient taking any of the following medications? (1 =yes, 22 N0)......ceceeeereeverenn.... _
It yes, (for items a through h, 1 = ‘yes, 2 = no)
A, IMMUNOSUPPIESSIVE AGEMES .....c..euviveeeiriereeeneeneeeteeseesessesessesesssssesseseesssssensomssssenes .
B, COMRCOSIEIOIIS......c...ceueeeerreteeeei ettt ee e s e se e e e ere s e e esems e se s ee s .
C. gold (Within Past MOMIN).......cccevuieeerieeeeceeee e eeeeeeeteeseeeseerseesesseos esresessssseeeessses e _
d. penicillamine (Within Past MONE)..........c.cceeueeiinrieneneiereeeeeesneseseseesssessessensesosesnsns _
8. SANCYIALES........cueuiieiicecrinetene et ettt st s s sson e se e ee e eeesee e s e e s e snaes S
f. other non-steroidal anti-inflaMMALOry AGeNtS............oc.ceveeememeecreuerreererereressssssssesssaens S
g. investigational new drugs (excluding Erythropoieting..........oceveveveveemeeeeemomeeeeeseson, S
N ENYIRIOPOIBLIM ......cvevirtieieciiiee et et ctesees s eeasssnessessmsesstensssesssessesssssnessesmnnsnsemmns o S

- 14. Does the patient have an allergy or adverse reaction to iodine or
' iothalamate? (1 = yes, 2 = no)

..............................................................................

Complete Blood Pressure Form.

15. Is the patient unwilling or unable to give consent? (1 = yes, 2 = no)

PWO1490J ’q/




16.

17.

101.
102.
103.
104.
105.
106.
107.

Patient ID Number Form # 08

Rev. 2 10/15/88 Page 4 of 4

Modification of Diet in Renal Disease Study
Secondary Screening after B3 or Baseline Dropout Form

Is there any other factor not previously noted on this form which will prevent the patient
from entering fOllOW=UD?........c.ccccerirrmerrereinenree e ssasssssessereseanesessesessesassnesses snessnsnsens

1 = Patient on dialysis or too uremic 4 = Other (20 characters maximum)

2 = Transplant ( )
3 = Study team preference 5 = No

NOTE:

1. A final basellne 3 report will be sent by the DCC with final status of

GFR, Body Weight, Blood Pressure, Creatinine, Urinary Protein
Excretion, Estimated Protein Intake and Albumin. The blood
pressure and/or albumin may have been repeated once If the
Baseline 3 result was out of range. Both the results of that report
and the results of this form must state that the patient is eligible
(items 5-16 are no) in order to call for a random diet and blood
pressure group assignment.

2. |f the patlent is Ineligible, the patient IS now part of Study F.
Is the patient eligible to enter the study? (1 = yes, 2 = no)

It the patient is eligible, and has given his/her consent, then call to
randomize the patient.

Date this form completed

Certification number of person filling out this form

................................
— ——  —— —— —

Physician's signature......

--------------------------------------------------------

R Y Y Y R N T T TRy P PR -

--------------------------------------------

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1490 = « 92




Rev. 2 10/15/88 Form # 09
Page 1 of 1

Modification of Diet in Renal Disease Study
RANDOMIZATION FORM

The Study Coordinator should completekthis form during the randomization phone
call to the DCC.

QUESTION # INSTRUCTIONS

4-5. It is very important that a copy of the signed consent form be
completed (and sent to the DCC) prior to randomization.

6. Enter the date the DCC is called and a random diet and blood
pressure group assignment is given.

7. Enter a 1 if Diet K (0.28 g/kg/day + ketoacid supplementation)
is the randomized diet.
Enter a 2 if Diet L (0.55-0.60 g/kg/day) is the randomized diet.
Enter a 3 if Diet M (1.0-1.4 g/kg/day) is the randomized diet.

8. Enter the Blood Pressure Group the patient is assigned to.

.95
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MDRD)

Modification of Diet in Renal Disease Study
Randomization Form (Clinical Center)

This form is to be compieted by the study coordinator during the phone call when a
patient is randomized.

FORM A ..ottt st ss st se s s ste e sas s st s sresbssste st e et be s e e s ee st e s ansnseraesnsssnnean Q9
1. Patient Identification Number.................. easeeteeseen s
2. Patient Name COGe.........ccccivvieerirerieeireeiersreessnesesressesssnsesssseessseessssnsennns —
3. CliNICAI COMEN ........eeeeereeeeicireeriersserireessressssessssesssesesssss sestsessnsssss saresssesessenannens -
4. Has a copy of the appropriate Informed Consent Form been signed by the patient?

(12 Y85, 2 T 10) .uiiiiececiciieeeceeireees ittt eee e eeeeeeeesessaraeess s s e s ssesansesenereeessasasssone e nesenens S
5. Date form sent to the Data Coordinating Center ...........ccovveeveveeveee___ i
6. Date of Randomization................cccceveerernrecserisnesssensneensseeessaneene /¢
7. Diet @SSIGNEA ........coviiieririiiiicicereecreerresttesasestesessesessaessnnesnntessbessssessabeesasnesstessmnesennnens o

1 = DietK
: 2 = DietL
3 = DietM

8. Blood Pressure Group asSIGNIMENL .............ecerveerreierrmreneeierserseersnreernressssnessosssessnanneeeens
1 = Moderate MAP Goal
2 = Low MAP Goal

101. Certification number of person filling out this form ............ccceceeevevuennenne.

102. Date fOrm ENLEred.........ccoeeuemeereeeeeeeesesseeeeeeeesersareesesssnsesseeneees / /

103. Certification number of data entry person ............cccceeeveveererseerneesnenns

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels: .

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1488 J 4 9‘%




Rev. 3 4/15/90 Form # 10

Page 1 of 1

Modification of Diet in Renal Disease Study
UNSCHEIDULED MEDICAL ATTENTION FORM

This form is to be campleted when a patient is hospitalized for any reason.

QUESTION #

4.

5a-d.

INSTRUCTIONS

b. Sequence Number:
1 = First of one or more visits to a physician or physicians
2 = Second of two or more visits to a different physician or
physicians occurring on this same date as previously noted
an the first Unscheduled Medical Attention Form by this
patient.
3 = Third of three or more visits etc....

Keep this to these general categories. Phone consultation may be
considered "“other". As of 3/1/90, the answer to this should
always be 5=hospitalization. No need to camplete this form
otherwise.

Identify dates and codes as they relate to hospital admission.
The diagnoses and surgery codes are important. Do the very best
you can to get the appropriate codes.

Reason for Medical Attention:

1 = No problem, i.e., routine check-up to non—study physician.

2 = Mild, i.e., renewing drugs, blood pressure check, of
non-emergency condition

3 = Moderate, i.e., required time off from work, interferred
with normal daily activities and required attention.

4 = Severe, i.e., required hospitalization, cast-broken bones.

5 = Surgery ired.

9 = not applicable

Indicate the total rumber of days the patient has been off the

study diet. If the patient eventually reaches a stop, indicate
the mmber of days up until the date of the stop point.

The physician’s name, and business address should be clearly
PRINTED and entered into Datalex. HCFA will use this information
when necessary to access financial information. PRINT IEGIBLY.
The title should be abbreviations as follows:

MD, FHD, DDS, RN, DO. Do not use Dr. as part of physician’s
first name.

VA can be abbreviated. left justify. OComplete as mxch of the
name as possible.
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Modification of Diet in Renal Disease Study
Unscheduled Medical Attention Form

This form is to be completed when a patient is hospitalized.

FORM # ...oeoeiieeeeieeiieseetesrerssssssesssassesssnassassssserssssasssanansssnssnessettstiostiossserasersssrnusssensnnn 10
Patient Identification NUMDEN.........c.ciccvvremememereeeercsssovennsenneenennnnne e
Patient Name COde.......uvveiveieiieiiiererececsssssssssttssiesesmmeressesanrississesssunassass e
ClINICAI COMMEE ... eereeeeeererecreerierererrnnesssssaeassssesennseresssnssaesrossosssestassssstasassrensnans o
a. Date of Medical ARENEON ..evvniieeereeiereereieererrreaserareeneans I SR D
b. Sequence Number (1st, 2nd, 3rd visit in SaMe day)........coceeimiiiniiiiiinines _
TYPE OF AUENLON....cocieeriiiisiintstie st s cas s s b s et bbb st o _

1 = Clinic visit 5 = Hospitalization

2 = Visit to non-study physician 6 = Other

3 = Emergency room ( )

4 = House call 9 = Unknown
i hpspltallzatlbn,
a. Date of admMiISSION ....ccuniieiiiiiieierrr et rras e scsaaee e
b. Date of diSCharge......cccccveeeriiriiiiiniiieinieencc s -
c. Primary diagnosis (ICD-9)......cccviiiriimiinniinisninieeene e e
d. Surgery code (ICD-9) ....ccocccieiiiiiiiiireriiriimrressetssessrerinneessessasesaeans e
Reason for Medical Attention
For the following enter:

1 = No problem 4 = Severe

2 = Mid 5 = Surgery required

3 = Moderate 9 = Not applicable
Related to:
Q. KIANEY GISEASE ...ccveicvrerrrerireereceittsiiisssrres s sss s st ta st s n e s s e e s as st s a st st s e s bas e _
b. Drain/Nervous SYSIEM........cccceeiecmciissereisrenssassnessssnstesssntassnssinssasartstosssastassesssssneses _
€. BYES/VISION....oieiiieiieeeerercreieisetiatesissaree s areesaas e sabn s e a e e s ea et s st et e a e _
d. €ars/MEANNG.......cccvirerrreerciererr i sisssearerrees s ssssssnessenanuans ................................... _
YR 1 =71 TS T O U O P PP PR PITOPTPTIPPICPREORIITRIS _
{. wvasculature.............. e meeeeesietseesserees st srs s s erens _

PWO 1497
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Patient IDNumber ___ Form# 10
Rev. 2 12/1/90 Page 20f 3

Modification of Diet in Renal Disease Study
Unscheduled Medical Attention Form

6. .(Continued)

g.
h.

a v

-

BUNGS oottt s et e et e e st e e e e e e e en e et _
BIVET ..ottt e ses et e e s as e e ee s e e s e et se et e et e e s S
Spleemlymph ......................................................................................................... _
TMUSCIES ... criiiitiitiie ittt sr e et esaeesseteses e s ee e sane s s eenen s sesemsess e e s se e S
DOMIES ...t sr e et e s s e e e e s et se e e emmn e saen s S
JOUMIS ettt et et e se s e e et et et e e _
SKIML ettt e e et e es e e e e st et et se _
QASIIOIMESHNGL ...ttt ettt st e et e e e e s e -
OYNBCOIOGY ..ttt ettt ettt et ee e ee e e e et e s e s et e S
AONEISE ..ot e st e e e ee e et e et eeeees e S
PIaCeMENt Of VASCUIAr CCESS........c.oueviiieiieeeeeeeeeeeeeeeeee e es oo et _
other( )

Did patient go off study diet due to illness? (1 = yes, 2= 41} J R —

Number of days patient was off diet...............c.ooeeeeveeeeeeeeee oo

Physician providing unscheduled care (must be entered)

First Name...

...................................................................................................

e T e e e e —— e e ———— e e e et s, e et e

...............................................................................................................

.........................................................
e — —— — —— S—— — —— —

PWO 1497
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Patient D Number

————— Form # 10
Rev. 2 12/1/90 Page 3of 3
Modification of Diet In Renal Disease Study
Unscheduled Medical Attention Form
101. Date this form cOMPIEtEd........c..ooeeeveeeeeeeeeeseeeeeeeeeeee e s / /

102. Certification number of person filling out this form

103. Physician's signature

......

104. Cenrtification number of physician U

105. Has form been signed by physician? (1 = yes, 2 = no)

.....................................................

106. Date fOrm entEred......ococeevecrereeieressesesreessonsssesssessestsseeesessens / /

............................................

107. Centification number of data entry person

PWO 1497
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Rev. 4 7/91 Form # 11
Page 1 of 2

STOP FOINT FORM
This form must be completed by the study coordinator and/or physician when a
stop point has been reached. Refer to section 13 of the Protocol for a detailed
review of each stop point. The Review Camittee should be contacted to confirm

that a stop point has been reached prior to campleting this form.
QUESTION # INSTRUCTIONS

4. Enter the code associated with the Study which the patient has
been part of until the time the stop point occurred.

5. Enter the code associated with the Diet which the patient has been
m.
6. Enter the date that the stop point was declared.

Item 6 on the Stop Point Form is the date the stop point is
declared. Generally speaking, this will be the day that team
at your clinic decides that, yes, this person needs to be an
dialysis as soon as possible. So, you file the Form 11, enter the
"date the stop point is declared", and, if the patient actually
starts dialysis before you file the form, you can enter "date
dialysis began" for item 12b. (If you do not yet know the date
the dialysis began, you can get this to us later in 11b. on a
. future Form 12 for an abbreviated, post stop point visit.)

The reasan for this reminder is the P1 visit. Recall that the
Protocol requires a special post stop point (P1) visit within two
weeks of the stop point being declared. This should, of course,
as soon as possible after the stop point. But, if you
use the date of dialysis as the date the stop point is
, and if that date is several weeks in the past, you would
outside the window of the P1 visit. Those P1 data are
important. Using the date your team was aware of the stop point
will guarantee you have time for the post stop point visit.

7. If the patient is not in Study A, item 7 is blank. It will be
skipped on the data entry screen.
a. Enter yes if the GFR is <50% of the Baseline 3 GFR or if the
GFR has fallen to <20 ml/min/1.72m2. The DCC will provide
this information in a report if it occurs.

1

o

. If the patient was part of Study A and reached ONLY a renal
function stop point, the patient is now eligible for Study
C. Review informed consent and camplete Form #31 if patient
will cantinue in study C. '

Items 8-13 should reflect the primary reason a stop point is being
declared. Only one of these items should reflect a positive

. response.
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10.

11.

13.

14.

Form # 11
Page 2 of 2

)bdifimtimofl)i.etin!halm'seasesudy
STOP FOINT FORM

INSTRUCTIONS

Enter a 1 if serum albumin has been <3.0 g/dl on two successive
mmthlydeteminatimsaftertheamergygndpmteinpmscriptiors

alhmjnmxetointexumrtillrmsdo&smtcmpriseastm
point.) Enter a 2 if serum albumin is >3.0 g/dl.

B'rteralifﬂ'xemhasbeenbeightlossmltiminabodyweight
<75% of the patient’s standard body weight (SBW) despite an
in:reaseinthepatimt'salezgyintake. Enter a 2 if body weight
is >75% SBW.

Enter a 1 if serum phosphorus > 6.0 my/dl for four consecutive
months despite: 1) review of dietary phosphorus and further
restriction where possible; 2) addition of alumiram phosphate
binders; and 3) measurement of serum inorganic phosphate with the
patient fasting overnight. Enter a 2 if serum phosphorus is <6.0
my/dl.

Enter a 1 if the patient has developed acute renal failure.
Ehterazifaserimsmedicalcorﬂitimhasocwrred(mtlined
in detail previocusly in the instructions for the Screening Form).
Enter the name of this medical cadition (in the space provided).
Enter a 3 if there is no serious medical condition that would be
ccmideredmeprimxyreasmforastcppoint.

If a patient is going on dialysis, item 11 should be 3, no, and
item 12 campleted. .

Enter a 1 if patient will go on dialysis. Enter the date of the
first dialysis if it has already occurred. Enter the type of
dialysis. Enter a 2 if dialysis is not applicable.

mteralifﬁmepatientwillhavetmrsplant. Enter the date of
transplantation if it has already occurred. Enter a 2 if the
patient will not be transplanted.

mteryeso'rnoforead)ofthedietsprescribedforthepatient
now that a stop point has been reached.

Enteralifthepatiem'smdicalmgimenwilldwqewithregam
to anything other than diet, medications, dialysis or

~ transplantation as described above. Please specify.

Q. 100
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_— Form # 11
For DCC Use Only

—_ Page 1 of 3
' Rev. 3 12/1/90 - |

Modification of Diet in Renal Disease Study
Stop Point Form

-<m

This form is to be completed when a stop point has been reached. The Clinical
Management Committee should be contacted prior to completing this form.

FORMB ...ttt ettt e e e e e e e et ee et e 11
1. Patient Identification Number_________
2. Patient Name COE........ccovmiueieeriiereiecietereeeeeseseeseseenesssssesssorseseen s sesseea S
3. ClNICAI COMET ......ceovreevreeitceteceee et ee s s e s es et s e e ee e -
4. Sty (1= A, 22B, 32 Clerieeereccceiieeeeeeeees et eees e e es et eeeee e _
B DHBL ettt ettt e ettt sees e S
1 = DietK
2 = .Diet L
3 = DietM
6. Date stop point is deClared .............ooveeeeeeeeeeeereeeeeeeeeeeeeeeeenn -t
' Note: Only one of items 7 to 13 can and should be answered yes In order
for the patient to be at a stop point. The patient should not reach more

than one stop.
7. a. Hasthe patient reached a GFR stop point? (Study A patients only.) (1 =yes,2=no)..___
The DCC wilil send a report.

A patient Is eligible for Study C If the patient was iIn Study A and
reached only a renal function stop point.

b. Is this patient eligible for Study C? (1 =y€5, 2 = N0) c..veveevreeeeeeereeeeeereeeeeeeeeee e s

If yes, Initiate Study C Informed consent procedures. Complete
Study C Assignment Form #31.

Eor All Study Patients

8. Is serum albumin still less than 3.0 g/d! after dietary intervention for the Low Serum
Albumin Action item? (Protocol, Section 13) (1 = Y€S, 2% N0) ..evcveeeevevererrrreseesessesoronns

9. Has body weight decreased to below 75% of standard body weight for 3 months after
dietary intervention for the Weight Loss Action ltem? (Protocol, Section 13) (1 =yes,2=
D10 ettt et a ettt e e se e et sate e teaeeeeean e e eneeaneeen s s ennt eet e et e e eme e e e

10. Has serum phosphorus been greater than or equal to 6.0 mg/dl on four consecutive

monthly measurements after intervention for very high Serum Phosphorus Action ltem?

(Protocol, Section 13) (1 = YES, 2 = N0)......cuuiuereereeeeeeeeeseeeeeeseseeeseeseesesessesorseesesessneas

PWO 1492
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11.

12.

13.

14,

- 15,

Patient ID Number Form # 11

Rev. 3 12/1/90 Page 20f 3

Modification of Diet in Renal Disease Study
Stop Point Form

Has the patient acquired a serious medical condition? (Protocol, Section 13)

1 = Acute renal failure T
2 = Other (20 characters maximum)( )
3 = No

a. Wil patient go on dialysis? (1 = ¥€S, 2 = NO)....ccceveemeeeeereerreerereeroeeoeoeeeoe oo .

b. Date dialysis began (if KNOWN)........c.ccovveereereereereeeeoeeseenenn. / /

o TYPE Of Q@IYSIS....uuvoeciie et ettt e et et _
1 = Hemodialysis 4 = CCPD
2 = Home hemo 5 = IPD
3 = CAPD 9 = Unknown

a.  Will patient have a transplant? (1 = yes, 2 = N0).......coeumeemeeeeeeeeeeeeeoeoeoeoeeooeoooen —

b. Date of transplant (if KNOWN)............ooveeeeeeeeeeeoeeeeeeeon / /

Diet(s) to be followed after stop point (1 = yes, 2 = no)
a. Diet K or other very low protein diet with supplements

b. Diet L or other Iow Protein diet ..............co.veeeeeirereeeeeeeeeeeeeeeseses oo _
C. NOSPECIAIGIEL ..ottt ettt _
d. Low salt....... ettt e e oo oo oo eeeeeeeeeeeeeeeeeee —_—
€. LOW CAIONE ...ttt e e et _
f. Other (20 characters maximum)(_ ) RO
Has other therapy been prescribed? (1 =yes, 2 = NO) ettt _
if yes, specify:

Stop Point Comments:

Note:

1. A GFR measurement must be done within one week after all stop
points (other than GFR stops).
2. Schedule patient for abbreviated follow-up visit.

PWO 1492
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Patient 1D Number

—_— e Form # 11
Rev. 3 12/1/20 Page 30of 3
Modification of Diet in Renal Disease Study
Stop Point Form
101. .Date this form completed...........ccceereeeemmeemeeeeeeeeeeeeeeeees / /

102. Centification number of person filling out this form

................................
— — — —— ———

103. Physician's signature

104. Certification number of physician N

105. Has form been signed by physician? (1 = yes, 2 = no)

106. Date form EMIEIEU.....co it eesere e s s eeste e seeeeeadon / /

PWO 1492
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Rev. 4 7/91 Form # 12
Page 1 of 2

Modification of Diet in Renal Disease Stidy
ABERFVIATED FOLIOW-UP FORM

This form is to be used every four months for patients reaching a stop point who
do not- enter Study C.

'mestndyOoorﬂlnatorshandberespa'slbleforcarpletngthefom Be sure to

canplete the necessary forms for blood work, dietary review and GFR as explained
in the instructions.

QUESTION #  INSTRUCTIONS

4. C. Visit Number. The patient’s abbreviated visit should be
numbered as if you would have been seeing the patient monthly.
For example, stop point visits will be mumbered A 4.0, A 8.0,
A 12.0 or A 16.0 etc. The abbreviated visits after a stop
point should fall at the regularly scheduled follow up visit
4, 8, 12 etc... If a stop point is reached at F3, the first
abbrvev1ated visit would be one month later and be labeled Ad.
The next would be 4 months after that and labelled A8. If a
stop point is reached at FS then the first abbreviated visit
would be 3 months later and labelled AS. The appointment
schedule should thus remain helpful. However, rather than a
15 day window you can expand to + 30 days from the target.
Thus, refer to target date, not first and last possible dates.

5. If the visit is missed, skip to Item 11. You may still obtain
information for 11-13. If the patient could not be cantacted or
the data for 11-13 is not known, enter a blank.

6. The patient’s actual body weight should be recorded in kilograms
to the nearest tenth. It should be measured and recorded twice
by any team member. The dietitian is responsible for campleting
an Anthropametry Form. The Datalex range is 40 to 130 kg.

7. Enter the code which best describes the degree of edema.

8. ~ Referring to the drug list, ca:pletetheflrstspacewlﬂmthednx;
" code if the patient is taking the medication presently.

Omxpletethesecorﬂarﬂtturdpaxtstotheltenasthomx;hlyas
possible. Mark the amount of the drug being taken in the units
which have been specified and the mmber of times per day. PRN
drugs should be given a code of ’‘Times/Day’ of 99. See
instructions for Form 5, page 2.76.1, for description of frequency
codes.

Medications altered at this visit should be recorded here now, not
at the next visit.

9. If the patient has had any illnesses since the last visit for
which they were hospitalized, enter a 1. If not, enter a 2.

10. If the patient does not smoke, enter 00.00.
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QUESTION #

11.

13.

14., 15.

Form
Page

(VES
SR

lbdificatimofm'etinlhalm'sewestlﬂy
ABEREVIATED FOLIOW-UP FORM

INSTRUCTIONS

a. If the patient has begqun dialysis, enter a 1. If not, enter
a2.

b. Enter the date the patient began on dialysis.

C. Enter the code describing the type of dialysis the patient is
on.

a. If the patient has had a transplant, enter a 1. If not, enter
a2..

b. Enter the date of the transplant.
Enter diets patient is currently following.

If the visit was missed, still camplete with any amount of time
spent in between visits. If no time was spent, enter 0.




-—h

0D

[ | E__ Form # 12
For DCC Use Only vV___ Page 1 of 3
T

Rev. 2 10/15/88
MDRD

Modification of Diet in Renal Disease Study
Abbreviated Follow-Up Form

This form is to be completed every four months for patients who have reached a stop
point and do not enter Study C.

An anthropometry form should be completed by the study dietitian. Blood work should
be done and sample sent to the central lab for serum creatinine (except on dialysis or
transplant patients), albumin, and transferrin.

A GFR should be done (except o dialysis or transplant patients). Dietary recall and a 24-
hour urine should be done as well.

........................................................

...................................................................................

ClNICAI CEMMET .........cocrerieeeriererretie ettt e teeatestsesese e see et eaesensesseessesassnsennssns -
a. Date of this follow-up visit (Enter target date from appointment

schedule if Missed)...........cccorvivrererrereerrerenseresnereeseeresensssennee R S
Do VISIE TYP ..ottt ettt ces et ettt e s es e ee e e ae e e sesseesssenneesnsenaneeessessas A
C. VISIt NUMDET..........oooeeieicitrrreecee et se s es s s e o eee enaees —
a. Was this visit missed? (outside window, not held) (1 =yeS,2 = N0) .....coceveeurvrerernnnns __

it yes,

b. Reason visit was missed

...................................................................................

1 = lliness 8 = Weather

2 = Hospitalization 9 = Could not contact

3 = Personal family business 10 = Moved

4 = Work related business 11 = Other (Specify)

5 = Vacation ( )
6 = Forgot 12 = Unknown

7 = Patient refused

If the visit was missed, skip to item 11,

It the visit was missed due to reason 2, complete the Unscheduled
Attention Form (Form #10).

Physical Examination

(To be provided by the dietitian)

Actual body weight (kg) 2 1 TR OO SR e
2.t bt — e
Complete Blood Pressure Form.
BABMA ...ttt e ee ettt ee e e e ae e e anseeens S
0 = Absent 3 = 3+
; - ;: g - :lgt done 2. /06




10.

11.

12.

Patient ID Number
Rev. 2 10/15/88

Modification of Diet in Renal Disease Study
Abbreviated Follow-Up Form

(DrugslNutrltlonaI Supplements

Form# 12
Page 2 of 3

Referring to the Drug list in the Manual of Operations, list all drugs the
patient is currently taking. Pay careful attention to units.

Code Number

Dosage

Times/Day

Has the patient had any new ilinesses for which he/she was hospitalized since the last

visit? (1 = yes, 2 = no)

It yes, complete the Unscheduled Attention From (Form #10)

How many packs per day does the patient SMoke?.........ccceveveerereeessneenenne

o p

o

o @

Has the patient begun dialysis? (1 = yes,2=no)

...................................................................................................

Date dialysis began.............cccoeeeveeveneerenrenvenesesensecvoncnssneon___ 1 |
TYPE OF AIAIYSIS.....ccceeeeeeeeieerericriecereecrereetreeeeeseeesesestesssesessteosaseesaenesensessnessssssessseesnnn S
1 = Hemodialysis 4 = CCPD
2 = Home hemo 5 = IPD
3 = CAPD 9 = Unknown
Has patient had a transplant? (1 = YeS, 2 = N0 ).c.cceeeeeeceernnececeesieeeceeseenseesssnenssessonns —
Date of transplant............ccueeeevevrereerrecrnsnsreeenreneeseeessseeens / /




Patient ID Number Form # 12

Rev. 2 10/15/88 Page 3 of 3
' Modification of Diet in Renal Disease Study
) Abbreviated Follow-Up Form

13. Is the patient currently following any special dlet therapy? (1 =yes, 2 = no)
a. Very low protein (with supplements)

-------------------------------------------------------------------------

Do LOW PIOtOIN....c..ceeeicciecccenercrriraer e cniecesnuseesanssesssnsessssssnesssasssssssesesssssssssnesssnsenssasane
C. LOW SAM.....ciiiiiiiriiririnerietieeieersisnnrensstesstssstesteereessterstesstensnssesonssssansessssssosssesssessronnsen
A, LOW CAIOMR .....coeeeeeecrcrteteieiinrseeeereeesssaseeesssn st aeeesesnssnnssessssnsmsssenssesenessesssnensasnnsnns

e. Other (20 characters maximum)( : )

14. How much time has the dietitian spentin patient care related activities preparing for and at
this visit? (To be provided by the dietitian.)
(hh:mm)

..................................................................................................

15. How much time has the physician spent in patient care related activities preparing for and
at this visit? (To be provided by the physician.)
(hh:mm)

..................................................................................................

101. Date this form completed........c..cuuieirincinrreercrirensrensneecsssress saesnes / /

102. Certification number of person filling out this form
103. Date form entered S S N

. 104. Certification number of data entry Person ..........ccceceeeevveeevernerreerecrnnens

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordmatmg Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

2. /0%
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Page 1 of 1

' Modification of Diet in Renal Disease Study
' ANNUAL FOLIOW-UP INFORMATION FORM

This form is to be ccnplet.ed by the study Coordinator at each anrual follow-up
visit (F-12, etc.) in addition to the monthly visit form. Directions for all
questlonscznbefanﬂmmel“om#Mrsthct.Las For stady F and stop

point patients camplete anmually - every 3rd visit and do not camplete items 17
or 18 for these patients.

If the times or costs in item 16a-f are zero, enter zeros. If the times or
costs are unknown, enter all 9’s.

QUESTION # INSTRUCTIONS
9-10. The following is the list of incame categories:
1 =< $7,500 25,000 - 39,999

2
3

7,500 - 14,999
15,000 - 24,999

40,000 - 49,999
50,000 - 74,999
> 75,000
unknown

OO
nnanunun

_ 15. Height should be measured by the dietitian twice and recorded
' here. Standard body weight will not be recalculated.

17-18. For Study F and Stop Point patients these questions may be
skipped.




1 | E___ Form # 13
For DCC Use Only vV___ Page 1 of 3
Rev. 2 10/15/88 : T

MDRD)

Modification of Diet in Renal Disease Study
Annual Follow-up Information Form

This form is to be completed at Follow-Up Visits 12, 24, 36 and 48 for all study participants
in Studies A, B, and C in addition to routine forms for the visit. Also complete the form
“annually for Study F and Stop point patients.

FORM B ..ttt ettt cee et e e e st e seasse s sessassssess s aassnaaae s anansseeneeaensensennsnean 13
1. Patient Identification Number............c.ccovvermmiecrcrvnneerenecsesssvssssision
2. Patient NAME COUE...........ovueeeeeeeeeresecneeasescsssssssessssssssscssesssseesessessessens -
3. ClNICAI CONEN........ccoveerireieecerirtarierrtesieeesssnessssnesssssessesssssreassasssntssesessnsssrssessessesses -
4. @ Date of VISH....cuciiccriicireerrerecircrresrecsen e seeesseeessseseaseeneeeseen o I
L T VT O B o O USRS TR _
C. VISIL NUMDET........cieicriieeeitierneeieeesciearecnare e sesesesssetesessssssesessansessessnsnnes e

§. Education

....................................................................................................................

i = College graduate with 5 = Completed 10-11 years of school
professional training 6 = Completed 7-9 years of school
. ' 2 = College graduate 7 = Completed <7 years of school
3 = Atleast one year of college 9 = Unknown

4 = High school graduate

6. Occupation. (Enter a number, 1-9, from list for Form 4. If not presently
employed, please indicate most recent occupation.)..........ccccccvveeeeiccereeeennnnens

Is the patient a full-time homemaker? (1 =YeS, 2 =N0)...ccccverceeerererreeeinerrerrreeeerereeeeresenes _
A Current EMPIOYMENT STAtUS ......eeiieeieieiieereeeseeieeeeeceereee s eeserteeaesseesemeteeseaaseneeaeseren -
1 = Fulltime 6 = PRetired due to disability
2 = Parttime 7 = Other (20 characters maximum)
3 = Unemployed not due to disability ( )
4 = Unemployed due to disability 9 = Unknown
5 = Retired not due to disability
b. i unemployed due to disability, is it a renal disability? (1 =yes,2 =N0).......cccvvueeunnn... .
c. It working part time only, is this due to a renal disability? (1 = yes, 2 = N0).......c.cuu...... S

d. It working full or part time, how many days in the past year did the patient
MiSS WOIK dUE 10 IllNESS? ...ttt et e e

e. M working full or part time, what is the patient's current
WAGE TALET....coeiiieecieeieiee e ectene s cte et e tse e sere s s essasenns $

f. Is this rate hourly, weekly, or monthly? (H = hourly, W = weekly, M = monthly)..............

9. Whatis the patient's gross annual income presently? (Enter the code for the appropriate
income category from the instructions)

...........................................................................

income category from the instructions)

. 10. a. Whatis the total household gross yearly income? (Enter the code for the appropriate

b. How many people are supported, in part or whole, from the total household
income?

owo 1aes o / 1O




Patient ID Number Form # 13

Rev. 2 10/15/88 Page 2 of 3

Modification of Diet in Renal Disease Study
Annual Follow-up Information Form

11. Does the patient currently smoke cigars or pipes? (1 =Y€8,2 = N0).....ccceevrerrniiiniinciinnnns _
12, @ REIGION ...eeeeiiee ettt rre e canceceuae st mras s s saarm s s s s b anan e s seseee e e s m et sbssbas b n senaans S
1 = Catholic 4 = QOther (20 characters maximum)
2 = Protestant ( )
3 = Jewish 5 = None
6 = Unknown
b. Does the patient fee! that his or her religious practices influence his or her diet?
(1 = Y85, 2 2 NM0) .eueeenrerarecreeecsenseresnssestanssnessaranenssneasanensssessasssnas tessssnesostsssannnanansans o
If yes, specify
13, MAMLAI SIAIUS .....ceeeeeeiceeeeeeeeenteeersseenesssenserenessssesnemnessesinsssssarsnsstnsneraeeeeesstessssesossssassonns
1 = Single 4 = Divorced
2 = Marmied 5 = Widowed
3 = Separated 9 = Unknown
14. Living Arrangements (1 = yes, 2 = no)
F T~ [ ] 1 1 S OO USROS PPN N
D. WItH SPOUSE....ccviiiinirienrreir i trnatetiesisntat s s e snsaeesasseansesesasse s nansana s te s st e .
C. WIth ChIlAreN... ..o eceie ettt e st rae s se s e et ae s e sese e r e s e cereassansenssens _
L« BT {1 B o T- 1 (1 | -3 U UU LU USRI OTP PP PP PP .
€. WIth Other relatives.......ccucenuriiiiiirccie ettt ettt s s e e rra st e e ee e ee s s e .
f. WD JHIENAS ... e it eeteeieeeee et reeeeseeeerasesasannnsessssencasassesasssstorassrssssssannranetassanen .
(To be provided by the dietitian)
15. Height (cm) R I P PP USSR RPPOPP -
-3 DU PO PSR e

16. a. Estimated average round trp travel time to clinic for each visit (hhomm)..____ @
b. Estimated average lost work time for each visit (hh:mm) ......cocevnerinenenn. i
c. Estimated average round trip travel cost for each visit to clinic...... $___ . _
d. Average amount of lost wages per CliniC Visit.............cocvveeennnnnn. .
e. Average amount of child care costs per clinic visit..............cc.c.c... s __
f. Average other costs per CliNiC ViSit..........coveemieemeieceiniiiinnncnics . .

17. a. Suppose it is found conclusively that this diet will delay the onset of kidney failure
requiring kidney dialysis or transplantation. If the government were to pay for the
costs of this treatment, much like the case in this trial, does the patient say he or she
would recommend dietary treatment to a close friend in a similar situation?

(1 = Y05, 2 = N0) e enniiieieiccreieeeueueuitaeesassoreemenetensassrnranaasas e arasastannasesstnrossentonrannecnns

If yes,

o

How strongly would the therapy be recommended?.........cccoeiriiiiiiniimiinininien e, o
Very strongly without reservation

Very strongly with reservation

Moderately without reservation

Moderately with reservation

tnuu

HWN =

gl///
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Patient ID Number Form # 13

Rev. 2 10/15/88 Page 3 0f 3
. Modification of Diet in Renal Disease Study

Annual Follow-up Information Form

17. (Continued)
c. Suppose the cost of the treatment were $50.00 per month, not covered by
insurance. Would the patient still recommend diet therapy to his or her friend?
(1= Y85, 2 3 NM0).cueiiiiiiiieiictictircrreceseetr e sereerssasessssrasetsesan sessssnsssssranessrnneessossnnns

d. Suppose the cost were $100.00 per month. Would the patient still recommend diet
therapy to his or her friend? (1 = yes, 2 = no)

............................................................

18. Suppose it is found conclusively that this diet will delay the onset of kidney failure
requiring dialysis or transplantation, and the diet, physician services, medical care,
counselling and food/drug supplements may cost up to $300 per month. How much
would the patient be willing to pay out of pocket (not covered by insurance) each month
to continue the diet?

(Start with the highest amount and ask for a yes/no response. Continue
until the first yes answer Is given.)(1= yes, 2=no)

A, $300 PO MONMN.....ueeiiieeeeieirrreeceerieereesseeseessneseesasessecssasssssssssssersassasesseorsesssesenns .
D. $250 POr MONMN...... .ttt et eesre st e e sresesseesssnsensesseontresnsesenes _
€. $200 PO MONLN....occiiieeeeciertececee e nercaeesseessrrsrasesnesessaeesssasesessnssensnsensssesnssesennns _
d. $150 pe'r MONERL ottt e crererrsrrrrrsesrssnerarersrnessssaeesasarese sesssssnesanseesaesnsantanassansen S
€. 100 POr MONN....c..uiiiieecetrrceeceeisiriesereer e eresaescratessessseessessesanssassessnssessasnseesesnane .
£ 850 POF MONIN....c ettt crereeerar e e nesereseeesasesssaseserses eessrsennsesrnvesssneseas _
. ‘ G. 825 POI MONUN...cceieeeiiiieee et esteceseenesesssessresasssstaeeesansenssssnnesesseaeseseenn _
DL B0 POF MIONN......ooii ittt ettt st eessatcesees et eesteseeensaeseenaseessmeesaeesaseeessanaeesnn _
Bo UNKNOWN ...ttt ettt soeee e s ee e e eesaeaasaaeeeseeeseaaeaaasaasaaassaaeeann _
101. Date this form completed........ccccocmmireicrireerirenersimniresrenreerressrenns / /

102. Certification number of person filling out this form

103. Date form entered

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
-‘Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

/(X

PWO 1466




Rev. 3  4/15/90 Form #14
Page 1 of 1

Modification of Diet in Renal Disease Study
REASON FOR MULTTPLE MISSED FOLIOW-UP VISITS FORM

This form is to be campleted if despite all efforts, a patient has missed four
or more consecutive follow-up visits. Generally, this only needs to be
campleted once.

There are two instances when Form 14 should be campleted more than one time for
a patient.
a.) If new information becames available. This may happen through
continued efforts to have the patient attend a visit.

b.) If the string of 4 or more missed visits is broken (by the patient
attending one or more visits) and then another 4 or more consecutive
visits are missed.

For each reason, items 6-15 enter a 1 if the statement is true or a 2 if it does
not apply to this patient.




-t

A 0B

i1.
i2.

13.

14.

15.

. The patient is unwilling to have additional GFR measurements.............. N
. The patient is unhappy with the frequency of the follow-Up ViSits.........ccccevvurreereeeeerenennns

. The patient is discouraged in trying to comply to his or her randomized diet assignment ....

| | E__ Form# 14
For DCC Use Only V___ Page 1 of 2
Rev. 2 10/15/88 T___

MDRD)

Modification of Diet in Renal Disease Study
Reason for Multiple Missed Follow-Up Visits Form

Once a patient has been randomized, he or she becomes part of the follow-up group for
the MDRD Study and should adhere to his or her foliow-up visits and procedures,
whether or not he or she is complying to a diet. If, despite the best efforts of the MDRD
team, a patient misses four or more consecutive follow-up visits, this form should be filed
to explain what has happened. The patient should still be encouraged to come to his or
her annual visits.

b. Vist TYPe....covcivieervcereer i, eeeeetee e ee s ee e e aa e et et ee e nraee st aeree e tesetaesesbebeseraeann
C. VIiSI NUMDEI. ...ttt ettt e s seee s saensnenenessesaansnns

Reasons for Missed Follow-Up Visits
(For the following, enter 1 = yes, 2 = no)

Are the reasons for the patient missing his or her follow-up visits known? (1 = yes, 2 = no).
it no, skip to item 101.

The patient has moved to a location which is not near an MDRD Clinical, Center
(Remember to get NEW AdAIESS) ..........cceeiverireieiirrieeesesrcneesesersseessssesesessseesenseassssssnnes

The patient's physician has asked him or her to withdraw from the study ...........ccccueeeuuenen.

The patient thinks his or her randomized diet assignment is not good for his or her health..

The patient has a new job or a new situation at work which makes participation
DUFENSOMME ...ttt st sas b st s s sb e s saes b e sr s e sonnasaesaanaan

The patient is discouraged in trying to comply to his or her blood pfessure control
TEOIMEIN ..ottt ittt eesteece it ae e e essaeieetesesbareressaeressases srsstesssssssssssessnneessssneesessonasnesnns

The patient is having problems with the combination of diet and blood pressure control....

Other ( )




16.

101.
102.
103.
104.

Patient {D Number Form # 14

Rev. 2 10/15/88 Page 2 of 2

Modification of Diet in Renal Disease Study
Reason For Multiple Missed Follow-Up Visits Form

Please explain the reasons further in the spaces below. 50 characters will be entered into
the database.

................................

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1482
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Rev.

1

9/1/88 Form # 15
Page 1 of 1

Modification of Diet imn Renal Disease Study
DEATH NOTIFICATION PORM

This form should be completed for all patients who have died, after the
details and cause of death are known. It should be completed by the Study
Coordinator or Study Physician.

QUESTION # INSTRUCTIONS

5. Enter the code best describing the primary reason for the
patient's death. 1If it is something other than what is listed,
enter a 10 and specify the reason in the space provided. If the
cause is unknown, enter a 9.

6. If an autopsy has been done, enter a 1. 1If not, enter a 2.
THE DATA COORDINATING CENTER REQUESTS THAT A COPY OF THE AUTOPSY
REPORT AND THE DEATH CERTIFICATE BE FORWARDED TO THE DCC
PROMPTLY.

7. Enter the code which best describes the location of the patient
at the time of death. If unknown, enter a 9.

8. Any comments which should be recorded may be written in the
space provided.

o/




IR R

Has an Autopsy been done? (1 = yes, 2 = no)

| | E___ Form# 15
For DCC Use Only \ Page 1 of 2
T__

Rev. 1 9/1/88

Modification of Diet in Renal Disease Study
Death Notification Form

This form is to be completed for any study participant upon learning the patient's cause of
death.

Patient Identification NUMDET........c.ccooviiiviiiiiiiiiieieeieneeeenennireenannes

Patient Name Code...........ccooivuiiviininciineieess s e

Clinical Center

.......................................................................................................

Date of Death ........coovvveiiiiiiiicccccicniie e vecesrereenveeesevesnenssenssennennn
Cause Of Death........ccoccvriieiciiierierrrrircrieeserneeseereereese e snaesesessnesaraese seesssssneenensanens o
1 = Cardiovascular Disease 7 = Respiratory Disease
2 = Septicemia 8 = Cerebrovascular Accident
3 = Cancer 9 = Unknown
4 = Trauma 10 = Other (20 characters maximum)
5 = Suicide ' ( )
6 = Renal Disease

The Data Coordinating Center will request that a copy of the death
certificate and autopsy report be submitted as soon as they become
avaliable.

Location of Death

.........................................................................................................

1 = During hospitalization 5 = Other (20 characters maximum)
2 = Athome ( )
3 = Atwork 9 = Unknown
4 = Enroute to hospital
Comments:

<./17

PWO 1474




101.
102.
103.
104.

Patient ID Number Form # 15

Rev. 1 9/1/88 ' ~ Page20f2

Modification of Diet in Renal Disease Study
Death Notification Form

Date this form completed.........c..cccceeviimninriannnerniniisiinensinneenennenn / /

Certification number of person filling out thisform ..........ccccvnvveni.

Date form entered.............ccourerinrenneninenrensenenseniennensssnssesssessn / /

it — e — —— S—

Certification number of data entry parson .........eeeeeeeemeeceeeeieeineecaneennen

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

721

’
PWO 1474



Rev. 5 10/15/90 Form # 16

Page 1 of 2

Modification of Diet in Renal Disease Study
GFR DETERMINATION WORKSHEET FORM

This form should be campleted by the GFR nurse/technician or other GFR certified
personnel. Be sure that times are recorded in 24-hour clock. Include a copy of
this form with the samples being shipped to the Central GFR lLab. Caplete,
enter and transmit the form in the usual manner. Complete this form for all
required GFR’s, whether they were dane or not.

QUESTION #  JNSTRUCTIONS

4 b.c.

4 d.

5-6.

10 b.

11.

Visit type and mmber for routine GFR’s inside their windows must
be the scheduled protocol visit mumbers regardless of which visit
the GFR procedure was actually done. (i.e., BO, B3, F2, F4, F8,
F12, etc...) The GFR must be done in its + 30 day time schedule
from the target date. If not, it is an unrequired GFR and 44
would be labelled as 4 = not required by protocol. Only 1 GFR
form should be transmitted for each protocol GFR.

If the B-3.0 GFR CV is not within range, but otherwise valid, the
GFR can be "repeated" by holding another GFR visit within the
allowable Baseline period and labelling it as visit mumber 3.9.

For choices 3 and 4 in item 44 enter the visit type and mmber of
the most recent scheduled monmthly visit prior to this GFR test
‘(i.e. If item 4d = 3 then use the most recent visit held).

For choice 2, visit type = P and visit mmber = 1.0 (unless it is
a Study C patient who has reached a second stop point (VISN =
2.0).

P = Soon after stop point.
This should be used to identify the GFR done after a stop
point is reached. Following this, visits at 4 month
intervals will be labelled A.

If the GFR was repeated for an action item, but was not repeated
until the next regularly scheduled GFR (4 months later), Q04D
shauld reflect a code of 1.

Pregnancy testing is required on all menstruating (able to became
pregnant) females. If the pregnancy test was not campleted, the
GFR must be rescheduled. If it is found to be positive, notify
the physician. DO NOT DO GFR. '

Check to see if the patient has had any non-steroidal
anti-inflammatory agents (including aspirin), cimetidine,
ranitidine, trimethoprim/sulfamethoxazole or trimethoprim. Be
careful, this question is worded backwards from the way it is
asked on Form 17.

Answer yes only if an "acceptable" GFR test was performed that

will result in a GFR being calculated. Two period GFR’s are not
considered acceptable except for the B-0.0 GFR.

a.ligl



Rev. 5 10/15/90 Form # 16

QUESTION #

-16.

17.- 21.

22.

Page 2 of 2

Modification of Diet in Renal Disease Study
GFR [ETERMINATION WORKSHEET FORM

INSTRUCTIONS

Camplete urine flow rate worksheet to determine if patient is
hydrated encugh to continue test.

TJ:.neixrtexvalbeuveenTime#O, #1, #2, #3, and #4 must be a

minimm of 30 mimutes. See the marmal of operations for a

camplete discussion of GFR Methods. ALL TIMES SHOULD BE RECORDED
AS 24-HOUR CLOCK TIMES. .

As specified in the Mamual of Operations, if during any period
either 1) the urine collection is incamplete or 2) the urine
collection is contaminated with feces, the results of that period
carmot be calculated. In this case, a fifth period should be
collected.

For split sample QC, after you have received the orignal GFR
report and know it was analyzable, then you can submit Form 22 and
the QC Form 16. The QC Id and namecode, a nfake" date of GFR
(3-14 days after the original) and the rest of the form should be
copied from the original except for questions 101-103.

Q. 119




p WD

L il E___ Form# 16
For DCC Use Only N Page 1 of 4
Rev. 4 10/4/90 T_

MDRD)

Modification of Diet in Renal Disease Study
GFR Determination Worksheet Form

This form is to be completed for ALL required GFR tests.

Patient identification Number

.......................................................

Patient Name COe........ccvvvreererececneerrrccineieiesiesnesisiissesesesresessesssasesasnesees S
ClNICAE COMOE et eerieiieteesrcerernessbsessonrssaescsatansesatentanssssesstvssssnrsnstssnssennrasssasssnns o
2. Date Of GFR ST ...oeieiiiiiicecsiirrrre i e eree e s e [ SR S
b. VlsrtType ........................... S
c. Visit Number..........ccceeeennn. IR o
. TYPEOF GFR ..ottt e s e e _

1 = Regularly scheduled GFR

2 = 2 weeks after stop point

3 = Repeat within one month of GFR action item

4 = Not required by Protocol
Pregnancy Testing
Is the patient able to become pregnant? (1 =yes, 2 =N0).....cccecueeuenirrmiirinsiiineniin, S
If no, skip to item 7.
a. Was the pregnancy test performed? (1 = y€S, 2 = NO).ccccvevierenininiiniiiiincinenns o
If no, sklp to item 7.
b. Has a copy of the written report of results been obtained? (1 =yes, 2=n0)................ .
c. Date of pregnancy test........ccccoviviiimmiiiiiiiiennnreccn I A S
d. Result (1 = positive, 2 = NEQALIVE) ........oeeviiiiiiiiiiiiiiiireie e s _

If positive, do not perform the GFR. Notify the physician.

Did the patient have a shont-term illness as defined in the protocol on the day of the GFR?
(1 =yes, 2=no)

............................................................................................................

Have any new serious medical conditions developed (as defined in the
protocol)? (1 =yes, 2 = no)

..................................................................................

it yes, notlfy the Principal Investigator, who will determine If the study

should be performed or rescheduied. Complete the Unscheduled
Attention Form If appropriate.

PWO 1478

A 120



11.

12.

13.

14.

15.

16.

Patient 1D Number Form# 16

Rev. 4 10/4/90 Page 2 of 4

Modification of Diet in Renal Disease Study
GFR Determination Worksheet Form

Has the patient been fasting for at least 8 hours? (1 = yes, 2= 17+) JRTOU e

. a. Has the patient had any radionuclide diagnostic tests OTHER than ones done with

99-Technetium (39Tc as in 99Tc-DTPA, renal flow scan) within the past 30 days?
(13 Y8, 2 2 NMO) c.vouesriienssensssensesssss b ba b s RS LS s S

If yes, DO NOT DO GFR. Reschedule test for a date at least 30 days from
date of radionuclide test.

b. Has the patient taken any NSAIDS (Motrin, Advil, etc..See MOP) in the past 48 hours?
(1 = yes, 2 = no)

......................................................................................................

If yes, DO NOT DO GFR. Discontinue medications and reschedule GFR
48 hours after last medications taken.

NOTE: Usual diuretics and antihypertensive agents should not be
withheld prior to the GFR test.

If the answer to item 7 Is "yes" or 9 Is "no" or 10 a or b Is "yes", the study
should not be performed on this date. Try to reschedule within window.

Was GFR test performed? (1 = yes, 2 = no)

.....................................................................

It GFR was not done, skip to item 25.

s 125-sodium lothalamate (Glofil) being used? (1 =Yyes, 2= N0)....c.ccruereceumrmemnnrnmunisninens o
a. Did the patient take 5 mlkg water load at home? (1 =YeS, 2 = NO0).ccercrnnsinnieisinnenans .

b. Did the patient receive 10 mkg water load during first 60 to 90 minutes at the clinic?
(12 Y85, 2 2 NO) cucvrererisesiscaisenetetase s sba e s

c. Didthe patient receive an additional 200-400 ml of water every hour after the first hour
during the VISIt? (1 = YES, 2 = N0} ..eueueueienriniiriiiiin ittt

d. |f the patient did not receive 200-400 ml water load every hour
how much was received? (mMUAOUT)........ccoveviminereseneenans everesesstranersisiens e

Record Times in military time, le. record 1:00 p.m. as 13:00.
a. Has SSKibeengiven? (1 =yes, 2 = no)

...................................................................

b. M yes, time (24-hour clock)

.................................................................

a. Has Background Blood been drawn? (1 =yes, 2= no)

.........................................

Have patient void. Collect urine, labelling it Background Urine.

b. Time Background Urine collected (24-hour clock)

..........................

c. Volume of Background Urine (cc)

...............................................................

Inject Glofil subcutaneously.
Time of injection (hrs:min)

........................................................................

PWO 1478
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17.

18.

19.

20.

21.

22.

Patient IDNumber ___ _
Rev. 4 10/4/90

Modification of Diet in Renal Disease Study
GFR Determination Worksheet Form

Form # 16
Page 3of 4

Wait at least 60 minutes but not more than 90 minutes to collect discard
urine. Complete urine flow rate worksheet (FORM #16w) to determine if
patient Is hydrated enough to continue. Complete ltem 17 with totals

from worksheet.

a. Time #0 (hours:minutes)

Have patient void. Collect urine, labelling it Discard Urine.

b. Volume of Discard Urine (cc)

..................................................................

¢. Urine Flow Rate at Time #0 (mVmin)

...........................................................

d. Has Blood #0 been drawn? (1 = yes, 2 = no)

a. Time #1 (hours:minutes)

...................................................................

b. Volume of Urine #1 (cc)

c. Has Blood #1 been drawn? (1 = yes, 2 = no)

a. Time #2 (hours:minutes)

...................................................................

b. Volume of Urine #2 (cc)

..........................................................................

c. Has Blood #2 been drawn? (1 = yes, 2 = no)

a. Time #3 (hours:minutes)

b. Volume of Urine #3 (cc)

..........................................................................

c. Has Blood #3 been drawn? (1 = yes, 2 = no)

a. Time #4 (hours:minutes)

...................................................................

b. Volume of Urine #4 (cc)

c. Has Blood #4 been drawn? (1 = yes, 2 = no)

Optional 5th Period (To be done when a problem occurs during one of the first four

periods)

a. Time #5 (hours:minutes)

...................................................................

..........................................................................

b. Volume of Urine #5 (cc)

c. Has Blood #5 been drawn? (1 = yes, 2 = no)

...............................................

Separate the blood by centrifugation and place the serum in the corresponding vials.

Aliquot urine into appropriate vials as well.

PWO 1478
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PatientiDNumber ___ Form # 16
' Rev. 4 10/4/90 Page 4 of 4
Modification of Diet in Renal Disease Study
GFR Determination Worksheet Form

23. Which of the following samples have been sent? (1 = yes, 2 = no)

a. Background Serum......._ h. Background Urine......... _
b. Seum#0.........cecueee, . I Urine#t.....cccvvnevnnnnnnne, _
c. Seum#i.................... _ jo Urine#2......ocoivinnnnnnne, _
d Seum#2..........ocoo_ k. Urine#3...........c.......... _
e. Semum#3.........cccceeens _ . Urine#d........ccoonnnn.ee. _
f. Seum#4.............. S m. Urine#5.......ccccevvennnnne. o
g. Serum#5........ccoovinnens _
24. Were there any problems obtaining blood samples or do you suspect any urine collection
to be incomplete? (1 =YeS, 2 = N0)....covviviiiiniiniiiiie e s _
Commerts
. | . 25. a. Have samples been sent to central GFR 1ab? (1 = Y€S, 2 = NO)...cccceeceerrunmveerecsineinens _
b. Date samples sent to the Central GFR Laboratory.................. I S S

101. Cenification number of MDRD Technician

102. Date form entered.....oeuviiieiiiiiiiiei e e /

103. Centification number of data entry person

Retain a copy of this form for your files. Send the original to the MDRD GFR Central Lab.
Please use MDRD Study mailing labels:

MDRD GFR Laboratory

Desk A101 _

The Cleveland Clinic Foundation
8500 Euclid Avenue

Cleveland, Ohio 44195-5042

PWO 1478
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Rev. 4 7/91 Form # 17
Page 1 of 1

mmmmm

'misfomstmldbeccnpletedasbloodarﬂm'imisrequimd, whether samples
are coollected or not. See Mamual of Operations, Chapter 3, for camplete
discussion of drawing blood, processing, packaging and shipment of ca'rbanmers

4. b. Visit type - B is baseline, F is follow-up, A is abbreviated
follow-up for visits every 4th month after a stop point has
beenreadmed,andpslmldbeused\hmbloodmrkisbeixg
doneatthespecialzweekvisitafterastcppoi.nt. X is
used for Study F blood work. Visit type K is for all stwdy C
post stop point visits.

Visit mumbers are sequential as follows:

o

. 0.0 = Baseline Visit 0
1.0 = Baseline Visit 1 1.0 = Follow-up visit 1
2.0 = Baseline Visit 2 2.0 = Follow-up visit 2
3.0 = Baseline Visit 3 3.0 = Follow-up visit 3
4.0 = Follow-up visit 4 (etc.)

For blood work right after a stop point use 1.0 here.

If a second blood sample is sent after B3 for repeat albumin,
label 3.9.

6. Indicate status of each applicable collection.

a-b. A camplete collection is defined as being between 23 1/2 and
24 1/2 hours. If it is not complete enter 3 and do not send
samples to the lab. It is important to explain the reason why
the blood or urine was not dane (short collection, incamplete
or spilled, patient fainted, or whatever the reason may be).

7. b. If the mumber of hours is zero, enter 0. It if is unknown,
enter 99.

d. Indicate the reason blood wark was done. If due to action
iten,ﬁnfumnxstixﬂimte\himtwtslmitolnmby
the CAL. This takes precedence over routine measures. ‘The
visit mmber alerts the CHL to which routine measures to do.

8. f. This question has been added.

oY



T

] E__ Form # 17
For DCC Use Only vV___ Page 1 ot 2
Rev. 5 10/4/90 T___

MDRD)

Modification of Diet in Renal Disease Study
Central Laboratory Blood/Urine Mailing Form

This form is to be completed every month for the 24-hour urine collected and every 2nd
month for both blood and urine tests. Complete for all required tests.

Patient Identification Number

.......................................................

Patient Name Code

...................................................................................

Clinical Center

.......................................................................................................

a. Date form. completed.........cccovuiiiiiiiimmiiiiinncinneees / /

b. Visit Type

...............................................................................................................

€. ViISIt NUMDEI...oiiiitiiterir e eicirnir st s e bbb e e
Type of Sample that should have been Fotod| =101 1= s FUUTO T OO PP PPPPPIS

1 = Blood

2 = Urine

3 = Both
a. Status of Blood COolECON .......cciveeiriiee i ranieranrrreeretes e e st e ts st

1 = Blood collected

2 = Blood not collected due to short-term iliness

3 = Blood not collected - other reason
b. Status of Urine CONBCHON . .........vvvieiriiiieeetrenieierr et s st

1 = Urine collected

2 = Urine not collected due to short-term illness

3 = Urine not collected - other reason
a. Date DIOOd drawn.....ccoieverveeiririennieririirssesee s e I S S
b. How many hours was the patient fasting before blood was drawh? ....................... o

¢. Were medications (NSAIDS, cimetidine, trimethorprim, cephalosporins) appropriately
withheld 48 hours prior 10 the test? (1 =Yes, 2 = NO) ..cccriiinimmniineniiniiniieees
(1t not taking any medications, answer 1 = yes.)
0. Reason DIOOA AraWN......cueeieerieiviieiiieiieeeereersiissas e e e e e e s s aas s s s s e s s e s s e s
1 = Regularly scheduled
2 = 1 week after stop point
Repeat B3 albumin for eligibility
Repeat due to action item
specify:

3
4

PWO 1469
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’ " PatientIDNumber ___ ___ Form # 17
Rev. 5 10/4/90 Page 2 of 2

Modification of Diet in Renal Disease Study

Central Laboratory Blood/Urine Mailing Form

Total volume of jug (urine + preservative) (mi)

----------------------------------------

o »

Volume of preservative alone......... eeeeeertareeanesetantateae s er st asarananensens
c. Date urine collection completed......coorveeiicicicniininiinnnennn, / /

d. Starting time (24-hour clock)

..............................................................

e. Ending time (24-hour clock)

...............................................................

f.  Were medications withheid appropriately? (1 = yes, 2 = no)
( not taking any medications, answer 1 = yes.)

.......................................

9. a. Have samples been sent to the lab? (1 = yes, 2 = o)

................................................

b. Date sent to central laboratory for analysis............ceevemniniineees R S S
101. Cenification number of person completing this form.......oooovninnnononne
102. Date form entered............. et s / /

' ' 103. Certification number of data entry PETSON .........ccereerrirereisermrnsssseesses

Retain a copy of this form for your files. Send the original to the MDRD Study GFR Central
Lab. Please use MDRD Study mailing labels:.

MDRD Central Laboratories
Desk A101

The Cleveland Clinic Foundation
9500 Euclid Avenue

Cleveland, Ohio 44195- 5042

PWO 1469

212G




Rev. 5 7/91 Form # 18
Page 1 of 1

ERG MATLING FORM

o 137




pwowN

101.
102.
103.
104.

| l E__ Form # 18
For DCC Use Only \" Page 1 of 1
Rev. 3 10/4/90 T___

MDRD)

Modification of Diet in Renal Disease Study
EKG Mailing Form

This form is to be completed and a copy of the form should be made and sent with an

original EKG to the DCC at B2 and annually starting at Follow-Up Visit #11. Complete for
all required EKG's.

Patient Identification Number

.......................................................

Patient Name Code

...................................................................................

Clinical Center

a. Date EKG done (or date scheduled, if not done)................... -t
D, VISH TYP ..ottt ettt e s ab e s sraaee e s st eeretbe s s rnene
€. VISH INUMDEE ...t e ee e eseveee e e e e e es e eesenseneens e
Was EKG performed? (1 = Y885, 2 = N0)..cocerceeieiineeericeereeeeste et vt ceee e eesaesaeseeeans _
StANAARGIZALION ....eveeeciiiiiie et e et ee e s et ae st esaeeeaeaeeassassrarareaeeerareenn _
1 = Standard 4 = Other
2 = One-half Normal (. )
3 = Twice normal 9 = Unknown
Date this form completed..........coceveeceeeiiiinircee s -—t
Certitication number of person filling out this form .......cocooeevvmevvvcveeieeee
Date fOrm eNLEred.........veeeeeriieeiiereeeieriieeeteeee e reeseeesseereseseneerenes I S S,

............................................

Retain a copy of this form for your files. Send the original and 1 copy to the MDRD Study
Data Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1477

2128




Rev. 5 10/15/°90 Form # 19
Page 1 of 1

Mcdification of Diet in Renal Disease Study
AMINO ACID MATLING FORM

This form is to be campleted by the study coordinator and a copy sent with the
sample to the Central Amino Acid Laboratory.

The Lab must know the mumber of hours fasting as well as the diet the patient is
on. For further instructions, see the Marual of Operations, Amino Acid Section.

Camplete this form for all required Amino Acid samples, whether collected or
not.

An additional amino acid sample has been added. Diet K patients only at
Follow-Up Visit 2.

QUESTTON # INSTRUCTTONS
6. Enter 0 (zero) if patient did not fast. If unknown, enter 99.

8. If on Diet K and patient is not camplying, still calculate the
mmber of hours since keto acids were ingested. If 4 months,

days hours -
30 mnthx 24 days X 4 months = 2880 hours.

If the value is greater than 9999, then as always enter -1 and
camplete Form 24 with the correct value.

X 129




| ] E Form # 19

For DCC Use Only v__ Page 1 of 1
Rev. 5 2/28/91 T___
- Modification of Diet in Renal Disease Study

Amino Acid Mailing Form

This form is to be completed and a copy sent with the sample to the Central Amino Acid

Laboratory.

FORM # ..c.eooeeeeeeeieeteetessresaseessaessaessnsssaassaesessasentesasssossnsssastanesssssassnssassssnsstassassnessasssasss 19
1. Patient 1dentification NUMDE.......ccvvvevveeereeerrecneeeereeressssnssmsssnssien o oo
2. Patient Name Code ....................... -
LT o111 1e LK 01= 1 L= SR U OO UT U US UL UU PR OPPPEN -
4. a. Date of visit (or date scheduled, if not done) .......ccccceeeeneneen. Y S S

[ T V/T-Y B Y - SO PP PPN P PSPV -

C. VIS NUMDEH.....utiiieieiiiitiet v creiieiieeesereeetreterasrasesesrnrassassssnnsnsessunassnnensnasss — e
5. Were amino acid samples collected? (1 =Yes, 2 = N0) ..c.coecvrvienirernereerenissennsnsssstenssensns _

6. a. Number of hours patient was fasting prior o sample beingdrawn..............cceceee.

b. Has the patient taken aspirin in the last 12 hours? (1 = 3e5, 2 = NO).c.cvrvcrenarerereenenes

¢. Has the patient taken acetaminophen (Tylenol) in the last 12 hours? (1 = yes, 2 = no) .

2 o 17-S DSOS PO SO UUP PP RTINS
1 = DietK 3 = DietM
2 = Dietl 4 = Baseline
8. If on Diet K, list the number of hours since the patient last
ingested Keto-aCids ..o S
101. Date this form completed........coooinimiiiiieeeeecseeeene R S S

102. Certification number of person filling out this form

103. Date form entered......ccovvecemiriieiciierree e ceeressre e se s mssssesesares / /

104. ' Centification number of data entry Person ........ceeceeeeremeeevmneersossessvernennne

Retain a copy of this form for your files. Send the original to the MDRD Central Amino Acid
Laboratory. Use MDRD Study mailing labeis:

MDRD Central Amino Acid Laboratory
Attention: Dr. Lewis D. Stegink
Department of Pediatrics

The University of lowa

S-385 Hospital School

lowa City, lowa 52242

PWO 1465

) 130




| J E__ Form # 19
For DCC Use Only vV__ Page 1 of 1
T_

Rev. 4 10/4/90

Modification of Diet in Renal Disease Study
Amino Acid Mailing Form

This form is to be completed and a copy sent with the sample to the Central Amino Acid
Laboratory.

1. Patient Identification NUMDEF........ccccvvevirenmnenenssssscssssisisiiini

2. Pationt NaAmMe COTO........ouevereerieercenriensiorsissesiisinississnmesessnessssesssananssssensses e
TR 01 1111 /o%- | K 02 21 (-1 (TR RRR OO OOV RUUPIVOTIUOPYRTURTS PR PSP PPEPPRRRRRRIPE -
4. a. Date of visit (or date scheduled, if notdone) .............ccceneen. I S S
D, VISI TYPB e cveiiiticreierieeemrse i et sn e e st se s e s e b s e ___
PO YA -1 G (¥ T3 1 oY= ] SO SRR PP PP PI PRSPPI SPPPITITD e
, 5. Were amino acid samples collected? (1 =¥€S, 2= N0) ...coovvviiiiiiiiimnininniniee, _
. 6. Number of hours patient was fasting prior to sample being drawn ..........o.ieeeiinnen: -
y 2 0 17, ST TSRO PO YO PO PP SPRI TP SPRPORIES _
1 = DietK 3 = DietM
2 = DietL 4 = Baseline
8. If on Diet K, list the number of hours since the patient last
ingested Keto-aCidS ..ot e
101. Date this form completed......c.c.cconininimnninnnicncne I S

102. Cenrtification number of person filling out this form

103. Date form entered

104. Certification number of data entry person

“Retaina copy of this form for your files. Send the original to the MDRD Central Amino Acid
Laboratory. Use MDRD Study mailing labels:

MDRD Central Amino Acid Laboratory
Attention: Dr. Lewis D. Stegink
Department of Pediatrics

The University of lowa

$-385 Hospital School

. lowa City, lowa 52242

PWO 1465

Q130




Rev.

9

9/1/88 Form # 20

Page 1 of 1

Modification of Diet in Renal Disease Study

LOCAL 1IAB QUALITY CONTROL FORM

This form will be used once a month at each Clinical Center. The form will
contain the second measurements from submitting a duplicate sample to the
local lab in the DETERMINATION 2 SECTION.

QUESTION # INSTRUCTIONS

5. DETERMINATION 2 should be completed with lab values from sending

a duplicate sample through the local lab later that same day or
on the next day.

Be sure that any necessary conversions in units are taken care
of and the value entered is in the proper units.




[ B Form # 20

E__
For DCC Use Only vV___ Page 1 of 1
T__

Rev. 1 9/1/88

Modification of Diet in Renal Disease Study
Local Lab Quality Control Form

This form is to be completed by each Clinical Center every month for quality control with
duplicate samples on gne patient. The first determination will be recorded on Form #6
with the local lab results. The duplicate sample results should be recorded here.

FORM # o...oeieeeeeeeeeteesressessessssaessaassaserssasssessbosssansssssssassttesanessosnssessassnsassstassssassdisstessss 20
1. Patient Identification NUMDET.........coveereersneersaneisssssnennnnenisnesssss
2. Patient NAME COTe......ceeiiiieeirvrrreerrnnieeieiiossisssiessssssrssasssssssosensannssssnasavassns e
B, ClMCAI COMET ..oeeveeeieieenreeeecsveerrecssasttesssasssnssrarerseserssasttesanasnrtennnnatanasisestassastinees e
4. a. Date Of VISI.......cocovmreiivrerirircrvnnrecssessissssssnsesesiorsssnnennesssssssssee | A S
D, VISH TYP@.ueueuereurieersieesirmeestsssssistsessasassssassstessssssesasstab st samasenassassssesatasassuensusunsusnsbe
‘ C. VIS NUMIDET ..o veeeereereeeeressesseseesesesssseesssassesasssassssussesssesssssonssesarassnassssesecs e
5. Serum Determination 2 (Duplicate sample)
' Be very careful to make any appropriate unit conversions.
a. Date of analysis......cccccceeveeeuiiivinriosnieneentnsn e R S
b. Urea NItrogen (MG/al).......ccoeeriiirminmneinneesnssicisitiniessrssesisesseensassnsinene -
C. Creatining (ME/AL) ....cccccereeiiiinrinitisiirres e s e ster st stn s e
d. Calcium (mg/dl) ......ccoeiiriiiiiniannnnnnnnes eeebeserteeerenrabtanaranaaeeesissrarbnrararenrans SO
e. Magnesium (mg/dl) (CheCK UNItS).....ccceveruiirieiiiniiiiimiiinsinr i e
101. Date this form COMPIEtEd.........ccomeeiiiriviesenrnrriresnnesenssissrsssiese l
102. Certification number of person filling out this fOrmM .....c..uveveeemmmerescinn
103. Date form entered......cceveerceenrineincearernernesemmersuerermneesssrensseennne | | A
104. Certification number of data entry Person ........eceveeveevensiseenemeeeenmnennnenene
Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:
MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation
9500 Euclid Avenue
. Cleveland, Ohio 44195-5196

&2./3a

+ PWO 1480




Rev.

1

9/1/88

Form # 21
Page 1 of 1

Modification of Diet in Renal Disease Study
CAP QUALITY CONTROL FORM

This form will be completed at each Clinical Center every four months from
samples provided by the Central Lab. The data will be examined, and a report
sent back to each Clinical Center. The tests should be done within 48 hours
and the form sent promptly. If results are not sent in 96 hours, Central
Biochemistry Lab personnel will call to inquire.

QUESTION

#

INSTRUCTIONS

3a.

4.-5.

The sample number will be provided by the central lab. It is
simply a’ sequential number of the CAP's sent out.

If one or more measures are out of range, the central lab will
send a second sample for you to repeat these measures. If this
is the case, enter 1 = yes.

Run the sample through the local lab two times for Determination
1 and 2. Record the proper values as indicated on the form.

Enter the method being used at the local 1lab. The complete
coding list can be found here and in the Manual of Operations.
Included here is the 1list of test methods/instrumentation.
Every 4 months when CAP samples are to be run, this list will be
sent to you. Take the list to your local laboratory liason.
Have them indicate which method and instrument is currently in
use. These are identified by a code letter for the "Method" and
a two digit code number for the "instrument”. If they indicate
"sther method"” or "test not performed in this lab", use the
appropriate letter code with "00" for the number code. This
list must be completed every four months to be kept current.
Your CAP data cannot be reviewed without this information.




CAICIUM — SERIM (MG/DL) CREATININE -~ SERUM (MG/DL)
A. ALIZARIN A. ALK PICRATE W/ LIOVDS

01 Baker Centrifichem
02 Baker Encore
03 All Auto Chem Instr
B. ARSENAZO III DVE
01 Kodak Ektachem
02 All Auto Chem Instr
C. ATOMIC ABSORPTION
01 All Auto Chem Instr
' 02 All Atomic Absorp Spec
CHIOROPHOSPHONAZO TTT
01 All Auto Chem Instr

Abbott ABA 100
Abbott ABA 200

01
02
03

BM Diag. 8700/M
Chemetrics IT

Coulter Dacos

13 Dow

Dupont ACA

Electronuc Flexigem
Electronuc Gemeni
Electronuc Gemstar
Gilford Impact 400, Etc.
Gilford Sys 102, Etc.
Gilford Sys 103, 202, 5
Hitachi 705 (BMD)
Hitachi 737 (BMD)

IL Multistat IIT

Il 508/504

Kone Instruments

IL Multistat III
All Auto Chem Instr
OTHER METHOD, SPECIFY

@

=

o
|E"

=

TEST_NOT PERFORMED
IN THIS IAB

=

@

Octaber 1988

Gilford Impact 400, Etc.
Gilford Sys 102, Etc..
Gilford Sys 103, 202, 5
Mamual, In House Reag.
Olympus Demand
Technicon RA 1000
'Dechmcon SMA 12/60

Beckman Sp Const Analy
BM Diag. 8700/M
Chemetrics II

Caulter Dacos

Dupont ACA

Electronuc Gemeni
Electronuc Gemstar
Gilford Impact 400, Etc.
Gilford Sys 102, Etc.
Gilford Sys 103, 202, 5
Hitachi 705 (BMD)
Hitachi 737 (BVD)

IL Multistat ITI

IL 508/504

Technicon RA 1000
All Auto Chem Instr
w

01 Ames Seralyzer

00 OTHER METHOD, SPECTFY

00 TEST NOT PFRFORMED

IN THIS IAB

. /34




Biochemistry’s List of Test Methods/Instrumentation Codes

MAGNESIUM - SERUM (MG/DL)

A.

B.

PP

e

=

ATOMIC ABSORPTION

01 IL AA Spectro

02 Perkin~-Elmer

03 All Auto Chem Instr
CATMAGTTE

01 Abbott VP

02 American Dade Paramax
03 American Mon. Parallel
04 American Monitor

05 2American Monitor KDA
06 Baker Centrifichem

07 Electronuc Flexigem
08 Electronuc Gemeni

09 Gilford Impact 400, Etc.

10 Gilford Sys 102, Etc.
11 Hitachi 705 (BMD)

12 Olympus Demand

13 Pierce

14 Roche Cobas

15 Technicon RA 1000
16 All Auto Chem Instr
17 All Marual Chem Instr
QOLORIMETRIC - METHYILTHY
01 Dupont ACA

02 All Auto Chem Instr
MAGNON

01 Gilford Impact 400, Etc.

02 All Auto Chem Instr
00 OTHER METHOD, SPECTFY

00 TEST NOT PERFORMED
IN THIS 1AB

UREA - SERUM (MG/DL)

[©

CONDUCTIVITY RATE

01 Beckman Astra 4 & 8
02 Beckman Sp Const Analy
03 All Auto Chem Instr
DIACETYL, MONOXIME

01 Dow

02 Technicon SMA 12/60
03 Technicaon SMAC

04 All Auto Chem Instr
05 All Mamial Chem Instr
O-PHTHALALDEHYDE

01 American Mon. Parallel
02 American Monitor KDA
03 Ames Seralyzer

04 All Auto Chem Instr
05 All Manual Chem Instr
UREASE HYDROLYSIS

01 Beckman Astra 4 & 8
02 Electromi¢ Gemeni

03 Olympus Demand

04 All Auto Chem Instr

October 1988

UREA - SERUM (CONT)

E.

E.

[=

L

UREASE INDOPYENOL

01 All Auto Chem Instr
02 All Mamual Chem Instr
UREASE QUINOLINTUM

01 Kodak DT 60
02 Kodak Ektachem
03 All Auto Chem Instr

UREASE WITH GLDH
01 Abbott ABA 100

02 Abbott ABA 200

03 Abbott Spectrum

04 Abbott VP

05 American Dade Paramax
06 Baker Centrifichem
07 Beckman Astra 4 & 8
08 BM Diag. 8700/M

09 Chemetrics

10 Chemetrics II

11 Coulter Dacos

12 Dupont ACA

13 Electramnuc Flexigem
14 Electranuc Gemeni
15 Electromic Gemstar

16 Gilford Impact 400, Etc

17 Gilford Sys 102, Etc.
18 Gilford Sys 103, 202, S
19 Hitachi 705 (BMD)

20 Hitachi 737 (BMD)

21 IL Multistat III

22 1IL 508/04

23 Kone Instruments

24 Olympus Demand

25 Roche Cobas

26 Roche Cobas MIRA

27 Technicon RA 1000

28 All Auto Chem Instr
29 All Manual Chem Instr

00 OTHFR METHOD, SPECIFY
00 TEST NOT PERFORMED

IN THIS IAB

Signature of lab Director

Date

Institution

R2./35




{ | E___ Form # 21

For DCC Use Only v Page 1 of 2
Rev. 2 10/15/88 T

MDRD)

Modification of Diet in Renal Disease Study
CAP QC Form

This form is to be completed by each Clinical Center every four months for quality control
on CAP samples sent from the Central Biochemistry Laboratory.

FORM # ... rrrcirce st teiss e et saase s s s e s sasasss sebass sass s e st esssssrnsesannsssnansnnssnnnns 21
(0] [ Tor TR 07101 (-] PSP o
Date specimens received from Central Biochemistry Lab............. -
. SAMPIE NUMDET......c.. e ree s ettt essas s sesabe e s sesaae b s b ae e sbeaees -
b. Was this a repeat measurement? (1 = yes, 2 = NO)....cccveeerririirmeeiiiienieensessnennenineenns -

Serum Determination 1

Be very careful to make any appropriate unit conversions.

a. Date of analysis.......ccccoeeeourrrerrereiirinninsicrnneness e /I
b. Urea Nitrogen (Mg/dl)........ooneeiivrimmmnnsinneeesiinnonniinenineeeen ereserearaee e reaa —
C. Creatining (MO/AI) .....ccoonc e ce e e cs s s rr e s e e anas —— e
d. Calcium (MG/D).......ceeiiriirieeiirecccsnrerercerrecaeesesesesssisnnntassasiesssssssessnssanans .
e. Magnesium (mg/dl) (CheCK UNItS)........oimiemriiiiiiiiiiiiiiiitec et e

Serum Determination 2

a. Date of analysis......cccoovrreeiiireceeicrnercceeneressesasesessseseeensennn | A AR
b. Urea Nitrogen (M@/dI)........c.ccccieiviimiiniimmeriiieiiiniinieinir et sne s nsaes -
C. Creatining (MQ/A) ....ccooveeeirircrririenceniiretereeteen et se s e s saaes e
d. CalGUM (MG/A).....ocviiieeireeereeeieeeeeseseneserssesse s ressesasssssssesessnsesenssesereesens e
e. Magnesium (mg/dl) (CheCK UNItS).....ccccemmmrmemiiiriiriiiiin e -
Methods

See Coding List in Manual of Operations.

A Urea NitrOGeN.......cceiimiiiiircnecriistie i sreerrr et et srsesrse s e e ssre e s ——
D CEAUNING .v.vvveveeeereseerrseseeseseesesseaseseseesesesessesessssmsesessssssssesesssesssessssesssnss o
€. CalOIUM . .cccieeiirreiriciesesseessssasesssereressannnssassnenssensessssssssenneseenronsrennnnss -
(o TRV F- Vo 1 LT 1D 1 o O O PO UU PRI

PWO 1481

2./36




101.
102.
103.
104.

Clinical Center Number ___ Form # 21
Rev. 2 10/15/88 Page 2 of 2
Modification of Diet in Renal Disease Study
CAP QC Form
Date this form completed.............coeeeeeervcrseerenscsvcsnssessossosessonsnna__ A 1
Certification number of person fillingout thisform.......ccoevvvnieiniinnnenn
Date fOrM EMEIEQ.......ccveeeeverereerereeereerveseeserseserseseesensesassessensessnsse_ /

Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

I./37
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Rev. 4 4/15/90 Form # 22
Page 1 of 1

'misfomistobecaxplemdmenthecnnicalmnterserﬁsapatient'ssample
totheOexmlaiodmisttylab,cemzalGrRIab,CentralAmimAcidIab, or
Central EXG lab in duplicate for quality comtrol with one sample labeled with
ﬂaepatientmarﬂmeotharlabeledwiﬂmtteW'squalitycartml ID. DO
NUrserﬂacopyofmisfomtoueOamlIab. Transmit and send pramptly

This form is used also for split anthropametry, Blood Pressure, and QWB samples.
Always use the "real" patient ID ramber.

For GFR: Do not transmit Form 22 until you receive the coriginal “real" GFR
reportbackfxunthelabi:ﬂi@at.ingﬂnemwasox.

2159




[ | E__ Form # 22
For DCC Use Only vV___ Page 1 of 1
Rev. 5 6/1/91 T

MDRD

Modification of Diet in Renal Disease Study
Central Lab QC ID Matching Form

This form is to be completed when the Clinical Center sends a patient's sample to the
Central Biochemistry Lab, GFR Lab, or the Central Amino Acid Lab in duplicate, for quality
control. Also complete when anthropometry or blood pressure QC is done locally.

....................................................................................................................... 22
1. Patient Identification Number (whose sample was sentinduplicate)
2. Patient Name Code.....ccoommminiiiceeeeeseeiereceeresesreseretseseeseaeesesscansesasasssasnanes e
b TR 1 14 ov- N 07T 11T OO U T -
2 - T V11| G 1Y, o1 OO P SPUPOTUNUUPPPUSRPR
b, ViSit NUMDEI ... e e e s e e e e e e e e e e e
€. TYPE Of Q... ittt et e e s et e e e e b e e s e e s e e s e e n e ssstesennsnbeeenennneans
1 = Amino acid sarmple 5 = Anthropometry
2 = Central Biochemistry sample 6 = Blood Pressure
3 = GFR samples 7 = QWB
4 = EKG sample
@ Date of patient visit at which blood was drawn............ccccooueeeneen. I U S

6. Date when the 24-hour urine was collected

7. Date GFR samples collected

B. Date EKG AONE ...ttt e ee e eeseanaes -
9. Date Anthropometry done........coooveeeiceinieremrrririee e, I S S
10. Date Blood Pressure done........eeveeeeeeevreecceeeereseseeeennananeenees —t
11. Date of visit associated with QWB (F27Q04A)......cccccceeveeeericncenns I S S
101. Date this form completed.........ccceeeercvcrcveecreecserereseerrsssasens Y S S
102. Certification number of person filling out this form .......cccccoevvevvenccioe____
103. Date form entered...................... sterrersssesesserstastessaenesecessenesrrean I S S
104. Certification number of data entry person ............cceeveveeeveeeosveesomonenone
PWO 1471

o/ 129




Rev, 2 4/15/90 Form #23
Page 1 of 1

. Modification of Diet in Renal Disease Study
( ACTION ITEM RESFONSE FORM '

This form is to be campleted every month that a patient reaches an action item

It is to be entered into Datalex Entrypoint 90. Comment carefully with key
words, doses, repeats etc...

If the response to an action item is to follow the protocol exactly, you do not
need to camplete the text portion of the question.

DomtwoxryabarthavingquestimlSmEbmScormpmﬂwiththemmberof
action item Form 23’s that are campleted. '

This thenbringsupﬂ‘xequestionofhwtoidentifythevisittypeardmmberon
the Form 23 for any given action item. Since you may not have all the central
lab data from a particular visit (i.e. Follow—up #3), you will not be able to
complete the entire Form 23 (or all the Form 23’s needed) until after the F-3.0.
You may choose to camplete it at the patients next F-4.0 with the appropriate

visit number of F-3.0 which is what the action item flow sheet would also
reflect.

a. 140




A © B

[ | E__ Form # 23
For DCC Use Only \" Page 10of 3
Rev. 3 3/27/90 T

MDRD

Modification of Diet in Renal Disease Study
Action Item Response Form

This form is to be completed once for each visit when at least one action item has
occurred. It should not be completed until complete documentation of the occurrence of
action items is available and a course of treatment has been determined.

.......................................................................................................

................................................................................................................

............................................................................................

The following is a coding list for the questions asked below.

1 = GFR (Study A Only) 17 = Persistent Four Month Mean UNA
2 = Weight Loss Out-of-Range

3 = Weight Gain 18 = Low Serum Phosphorus

4 = Overweight Diabetic 19 = Low Serum Calcium.

§ = High Blood Pressure 20 = High Serum Calcium

€ = Persistent High Blood Pressure 21 = High Serum Potassium

7 = Low Blood Pressure Symptoms 22 = Low Serum Bicarbonate

8 = Persistent Low Blood Pressure 23 = Low Serum Magnesium

9 = Declining Serum Albumin 24 = Low Serum iron

10 = Low Serum Albumin 25 = High Serum Cholesterol

11 = Declining Serum Transferrin 26 = High Serum LDL Cholesterol
12 = High Serum Phosphorus 27 = High Serum Triglycerides
13 = Very High Serum Phosphorus 28 = Low Vitamin A

14 = Absent Alioisoleucine 29 = 4 Month Aminogram (14b)
15 = Monthly UNA Out-of-Range 30 = Persistent Aminogram (14c)
16 = Four Month Mean UNA Out-of-Range

Below list all action items which occurred, and the steps being taken to resolve them.
Please be specific.

a. Action item code number

.................................................................................

b. Was this action handled according to the protocol? (1 =yes,2=N0)....cceeeereeenenvnnnnnn,

c1. Steps:
c2.

c3.




10.

Patient 1D Number Form # 23

Rev. 3 3/27/30 Page 203

Modification of Diet in Renal Disease Study
Action Item Response Form

a. AcCtion item COAE NUIMDEN ........coveriieiiriciiicrieerrreeeereessnresesseseseessessnressssesssessenes
b. Was this action handled according to the protocol? (1 = yes, 2 = no)

..........................

c1. Steps:

c2.

. ACLION HEM COUR NUIMIDET ......ccceeeiicereee et creeesseeeessesasssssesnnsssssseersesesesessnsnne

b. Was this action handled according to the protocol? (1 =yes, 2= N0) ..c.ceceeveveeverennn,
ci. Steps:

c2.

c3.

. ACHION 1M COUR MUMDET .....oeiieeeeeeeetireere ettt eeeseeesaaesesasesesennannsnnseesssssessssssees

b. Was this action handied according to the protocol? (1 =yes, 2 =no)

c1. Steps:

c2.

a. Action item code number

.................................................................................

..........................

b. Was this action handled according to the protocol? (1 = yes, 2 = no)

ci. Steps:

c2.

8. ACHON HEM COAE NUMDE ......oeiiereeeeiic e s sressesesessesesesssessesssermnsassssersassssens

b. Was this action handled according to the protocol? (1 =yes, 2=N0) .....cccecveeeuerennnns
ci1. Steps:

c2.

PWO 1544
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101.
102.
103.
104.

Patient ID Number Form # 23

Rev. 3 3/27/90 Page 30f 3

Modification of Diet in Renal Disease Study
Action Item Response Form

Date this form completed..........cccovvveeeeeerereeresresseseesseseeessessans -ty
Certification number of person filiing out this form et ——__
Date form entered..............ceeieeiiveeieeeeeceeeeeeeeeeseeeeeesseeeeesss oo / /

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1544
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Rev. 5 7/91 Form # 24
Page 1 of 3

Modification of Diet in Renal Disease Study
DATA OUT-OF-RANGE FORM
This form is to be campleted by the Study Coordinator for each data item that is
not within a predefined item range, thus could not be entered in Datalex.

| QUESTION #  INSTRUCTIONS

4. Enter date of form with aut of range value. Refer to next page
- for correct date for each form. Enter Visit Type and Number on
that form. If form does not refer to specific visit type and
number, leave these spaces blank. :

Remember that a -1 must appear on the actual form in place of the
value you could not enter.

5. The form mmber should be entered. All items listed following
must pertain to this form.
6a. The item mumber must be entered. For instance, on Form #04, Page
2, the item mumber for current employment status is:
Q14B
The item mmber for date form campleted is
Q101
A 6b. E:nterdecimalpoixrtvhenneededinaéeparatespace.
(Example: 0O 3 5 . 2). '
' For 24-hour clock values:
(Example: 6 9 : 3 0).
For dates:

(Example: l1 0 1 8 8 8).

When trying to indicate to blank out a field enter
(Example: B L A N K).

When trying to indicate deletion of a form enter

(Example: D E AL E T E).

7.-8. Camplete as in 6a and 6b.

If more than three items on a particular form are out-of-range,

‘ you should camplete a second form 24 for those subsequent to the
3rd.

2144



0

Rev. 5 4/15/90

FEEEFEEECEEELE

Form 22
Form 23

Form 25
Form 26
Form 27
Form 28
Form 29
Form 30
Form 31
Form 32
Form 33
Form 34

Form 35 .

Form 36
Form 37
Form 38
Form 40
Form 41
Form 42
Form 46
Form 47
Form 48
Form 49
Form 50
Form 51
Form 65
Form 66

BEBE8R3R&RS

Form # 24
Page 2 of 3

Modification of Diet in Remal Disease Study

DATA OUT-OF-RANGE FORM
DATE OF VISIT

Date form campleted (item 101)
Date form campleted (item 101)

Date of screening (visit item 4a)
Date of visit (item 5a)

Date of this clinic visit (item 4a)
Date of this clinic visit (item 4a)
Date form campleted (item 101)
Date form campleted (item 101)

Date of randamization (item 6)
Date of medical attention (item 4a)
Date stop point is declared (item 6)
Date of follow-up visit (item 4a)
Date of visit (item 4a)

Date of last visit (item 4a)

Date of death (item 4)

Date of GFR test (item 4a)

Date form campleted (item 4a)

Date EKG done (item 4a)

Date of visit (item 4a)

Date form campleted (item 101)
Date of visit (item 4a)

Date of form (item 4a)

Date of form (itemda)

Date of visit (item 4a)

Date of visit (item 4a)

Date of visit (item 4a)

Date of visit (item 4)

Date of transfer (item 6)

Date form campleted (item 101)
Date urine collected (item 5a)
Date blood collected (item 5a)
DatespecimersreoeivedfmcentralGFRIab (item 1)
Date of EKG tracing (item 4a)

Date sample drawn (item 4a)

Date of randomization (item 4)
Date of review (item 7)

Date of stop point review (item 5)
Date of death (item 4)

Date of assay (item 53)

Date of visit (item 4a)

Date of contact (item 4a)

Date of visit (item 4a)

Date of review (item 6)

Date form campleted (item 101)
Date of visit (item 4a)

Date of visit (item 4a)

Date form campleted (item 101)



o

Rev. 5 4/15/90

Modification of Diet in Renal Disease Study
DATA OUT-OF-RANGE FORM

DATE OF VISIT

Date of visit (item 4a)

Date of visit (item 4a)

Date of this visit (item 5a)

Date of visit (item 4a)

Date of visit or contact (item 4a)
Date of visit (item 4a)

Date form given to patient (item 4a)
Date of visit (item 4a)

Form # 24
Page 3 of 3



P | E__ Form # 24
For DCC Use Only vV___ Page 1 of 1
Rev. 2 10/15/88 T__

MDRD)

Modification of Diet in Renal Disease Study
Data Out-of-Range Form

This form is to be completed for each data item that is not within a pre-defined value
range, and thus could not be entered in Entrypoint 90.

FORM M ...oeeieiiteestecseeseessesseearastrsessesassstssassbesrsessssssnsesssnsessesssssssstiessssessastosssnsssnsans 24

1. Patient 1dentification NUMDET.........cvcveveerisrrenssessnenseeennnsnomneaneee o

2. Patient Name Code........ccccceeverreerirererecesersscsosssessseenensarsassssssssaessssesssesssoassss e

3. ClNICAICENEN .......coceierereccsisrreneeeresteessrsnnmneareersiesesosssssessessasossansenaannasasessassssassassssss o

4. a. Date of form with out-of-range value.........cccooevereeeeemmencisiinnnennn A A

(ST B Y - RO PO PP PP ST SN ODTIPOD PR _

C. VISt NUMDOI...ccoueeeeieccierieriereriiereereenmrseserssissesssanatensasessessessssstassassssensassoes, e

5. FOIMNUMDEE ...cceeeiiieeneeireerererereeeereenersssssssorensssssiesnnsnasesnsasssnssessasssssansanss e

6. A REMNUMDEE T...ccceueerriurrrorrceiecsssessassesierrineesesssnonnensassanssesassrassniseans -

b. Comect Data Value (Enter decimal point if needed)........cooeeeee
NOTE: the following ltems must occur on the same form as In item 5.

7. 8. REM NUIMDEE 2..civeerereereenneiviireosieserasssssossressesarnresrassssessasonsaressasssssssnenss o

b. Cormect Data Value (Enter decimal point if needed).....ccoocceveeee

8. 4. REM NUMDEE 3..cceeeriiiierriverieeensrererseseessiaesreasesarasissessessunsnsassssasssssssssans -

b. Comect Data Value (Enter decimal point if needed)......ccovuvveee

101. Date this form completed..........ccoumimmiinninricniiinsiersnsnrecsnssensssn | I

102. Certification number of person filling out this form ......covveiemmnnnnenenn

103. Date fOrm entered....c.c..ueeicriieirrersessnceessesnssnssrrensessaesssscessansnssne____ / /

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

M Ved”
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Rev. 5 7/91 Form # 25
Page 1 of 3
Modification of Diet in Renal Disease Study
DATA CHANGE FORM

This form is to be campleted by the Study Coordinator when the Clinical Center
identifies data that needs to be changed, added or deleted.

QUESTION #  INSTRUCTIONS

4. ‘ Enter date of form. Refer to next page far correct date for each
form. Enter Visit Type and Number on that form. If form does not
refer to specific visit type and mmber, leave these spaces blank.

S. The form mumber should be entered. Ead'bum#ZSmnbeusedfof

up to 3 data changes on a form. If more than ane form has changes
to be made, then a Form # 25 for each of those forms must be

campleted.
6a. The item mmber must be entered. For instance, on Form #04, Page
2, the item mmber for current employment status is
Q14B '
The item mumber for date form campleted is
Q101
6b. Enter decimal point when needed in a separate space
' (Example: 0 3 5 . 2 1)
OR
For 24-hour clock values:
(Exxample: 0 9 H 3 0 )

for dates: .
(Example: 1l 0 1 8 8 8 )

do not enter ’/’s.

When trying to indicate to blank out a field enter

(Example: B L A N K).

When trying to indicate deletion of a form enter

(Example: D E L E ‘T E).

7.-8. Camplete as in items 6a and 6b.
If more than three items on a particular form need to be changed,

you should camplete a second form 25 for those subsequent to the
3rd change.
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4

Form
Form
Form
Form
Form
Form
Form
Form
Form

Form
Form
Form
Form
Form
Form
Form
Form
Form

' Form
Form
. Form

Form
Form

Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form
Form

Form.

Form # 25
Page 2 of 3

mdifirztimofnietinmlmseasesuﬂy

01
02
03
04
05
06
07
08
09

11

13
14
15
16
17
18
19
22
23
24
25
26
27
28
29
30
31
32
33
34
35
36
37
38
40
41

42 .

46
47
48
49
50
51

DATA CHANGE FORM
DATE OF VISIT

Date form campleted (item 101)

Date form campleted (item 101)

Date of screening (visit item 4a)
Date of visit (item 5a)

Date of this clinic visit (item 4a)
Date of this clinic visit (item 4a)
Date form campleted (item 101)

Date form campleted (item 101)

Date of randamization (item 6)

Date of medical attention (item 4a)
Date stop point is declared (item 6)
Date of follow-up visit (item 4a)
Date of visit (item 4a)

Date of last visit (item 4a)

Date of death (item 4)

Date of GFR test (item 4a)

Date form campleted (item 4a)

Date EKG done (item 4a)

Date of visit (item 4a)

Date form campleted (item 101)
Date of visit (item 4a)

Date of form (item 4a)

Date of form (item 4a)

Date of visit (item 4a)

Date of visit (item 4a)

Date of visit (item 4a)

Date of visit (item 4)

Date of transfer (item 6)

Date form campleted (item 101)
Date urine collected (item 5a)
Date blood collected (item 5a)
DabespecimensreoeivedfranOexmlGFRI.ab (item 1)
Date of EKG tracing (item 4a)

Date sample drawn (item 4a)

Date of randamization (item 4)
Date of review (item 7)

Date of stop point review (item 5)
Date of death (item 4)

Date of assay (item 5a)

Date of visit (item 4a)

Date of contact (item 4a)

Date of visit (item 4a)

Date of review (item 6)

Date form campleted (item 101)
Date of visit (item 4a)

Q.43



Rev. 5 4/15/90 ' Form # 25
Page 3 of 3

' Modification of Diet in Renal Disease Study
DATA CHANGE FORM '

DATE QF VISIT

Form 65 Date of visit (item 4a)

Form 66 Date form campleted (item (101)

Form 71 Date of visit (item 4a)

Form 72 Date of visit (item 4a) -7
Form 73 Date of this visit (item 5a)

Form 74 Date of visit (item 4a)

Form 76 Date of visit or comtact (item 4a)

Form 77 Date of visit (item 4a)

Form 78 Date form given to patient (item 4a)
Form 79 Date of visit (item 4a)



{ j E__ Form # 25
For DCC Use Only vV__ Page 1 0f 1
Rev. 2 10/15/88 T__

MDRD)

Modification of Diet in Renal Disease Study
Data Change Form

This form is to be completed for each data item other than those in the query system that
the clinical center needs changed, added or deleted in the database.

FORM # ...ooeeeeiiiieieereeeeemrietiesaeesaessateessaessasnssssasstertsenstesstssessassesnassssssssnsassasansasssneernessasas 25
1. Patient Identification NUMDET.......ccucveeiiiiiverienenetiecsneseenmasvensnsenser
2. Patient Name COdB......c.ccevrrmmmeecinaiiennicasssisessesesssoassssastsserensssassssssssssnansens e
3. CUHNICAI CONMON.......coeeeereiiiieereenereerriereererseneeeesrenessssstsoeessorssssanssnnsnssssrnsnrerasnasssnnsnss o
4. a. Date of formwith incorrect data ........ccccoeeieemmmemmnieemniniieiineniiee | [ S
D, ViSH Ty PO e uieiiiiiiiceeerrcnnirittiiiesscnterietttreesstseessossssssasasasassasenenssmssssssssssssastesaeasressanns _
C. ViSit NUMDOI.....ccceeceeeeervereeirerrrreniseeresersstsnessssssseisammerasossnsssrersnsssssnsssnsnes e
. FOIM NUMDEBT....ccciiiiieiirerereervsesssrsrsieneesasssiessssasessesessenmssessensnsssnssaseosnananssnss S
6. 3 HeMNUMDEI 1 .....cooiirieeiieeeriireruriresiesietrassessiesenssosssssnnsionnsasnssnssnnssrensnns S
b. Correct Data Value (Enter decimal pointif needed)......ccoeveeeee
Note: the following items must occur on the same form as in item 5.
7. a lemnpumber2........cccccivinereenrersenssinnenns oo Y
b. Comect Data Value (Enter decimal point if needed).....cooocvevinon
8. A HREMNUMDEr 3 ... e ieercierrnne e eneerascessensssnascsssssassssssnsssersnovansns -
b. Comect Data Value (Enter decimal point it needed)........ceoeoeeee
101. Date this form completed..........ccoveevereecnrrrenivnriossesenisisineeeesesnene___ / /

102. Certification number of person filling out this form .......coooevicvviviiiiinnaennn

103. Date fOrm eNLEred...........eueeiieieiireenrrreneanrrnreesessrareerneensessosesssasses / /

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

. /Y7

PWO 1473



Rev. 3 7/15/89 Form # 26

Page 1 of 1
Modification of Diet in Renal Disease Study
' PATTENT SYMPTOM FORM ‘
This form should be campleted by the patient at each monthly visit. The study

coordinator should camplete items 1-4 and 101-104 as usual. For stop point
patients it should be campleted anmually.

In Datalex, Severity is entered using a coding scheme. If mild is checked,
enter a 1 in the space provided on the Datalex screen. If moderate is checked,

enter a 2. If severe is checked, enter a 3. These instructions are provided
only on the 2nd screen of the Datalex application.

The mumber of days in past month should be fram 0-31. Not since the last visit.

=2 .1 50



l | E___ Form # 26
For DCC Use Only V___ Page 10f 2
Rev. 1 9/1/88 T __

MDRD)

Modification of Diet in Renal Disease Study
Patient Symptom Form

Thinking back on the last month, mark the number of days in which you have felt each of
the symptoms listed below. If you never felt the symptom then enter a zero in the space.
Do not leave it blank. Next, put a check under the column indicating the severity of each
of the symptoms that was felt. Leave severity blank if symptom not felt.

FORM # .......ooeveeerverereesseessenseeesusssasesseossosesssestessssensssssenessnssssessansnssaestensnsssnsssssssnssnsos 26
" 1. Patient Identification NUMDET. ........c.c.cecrurerimssenssmsssonssssssssssmsn___ o —
2. Patient Name Code......cccceeereerrcnrcrnerriresiensmmstineiseimiisisssssasssesssasssassssssssssass e
3. CliNICAI COMET ......ccoiieerrrereererernsrenrrriorerieessrstmsesssssssssssssesssassassssssssasesssnnssassssssassansas o
4. a. Date Of VISH........ccccreuenunenesriricnceisssccsarsasssssrosssnsensssnssessseseevansson____ | !
D. VIS TYPR weovrrreimiriiernereseereemersstsssesssenesssnensanssssssssanns sossasananananesasastsssssasssssass anenss S
C. ViSH NUMDEH....cciieieeieritieiisirciconrrieeesereseresssensssessesssssassssassrnesssunessessssesasnses e
Number
of Days in
Past Month SEVERITY
(Enter 0 if None)
Mild Moderate] Severe
5. abadtaste in your mouth? —_— - — —_—
6. loss of appetite? - - —_— —
7. nausea or being sick to your stomach?| ___ ___ —_ — —_
8. vomiting? — —_— S S
9. heartburn? —_ —_— —_ —_—
10. abdominal bloating or gas? - - —_— —_—
11. diarrhea? —_— N —_ —_—
12. constipation? — - —_ —
13. hiccoughs? - —_ _ S
14. itching? —_— _ —_ —_
15. hives or another type of rash? - - S —_
16. easy bruising or bleeding? - J— I S
17. lack of pep and energy? - R — —




18.
19.
20.

21.
22,
23.
24,
25.
26.
. 27

28.

101.
102.
103.
104.

Patient iD Number

Rev. 1 9/1/88

Modification of Diet in Renal Disease Study

Patient Symptom Form

Number
of Days in
Past Month
(Enter 0 if None)

SEVERITY

Form # 26
Page 2 of 2

Mild

Moderate

Severe

tiring easily, weakness?
muscle cramps?

numbness and tingling in your hands
and feet?

feeling faint when you stand up?
difficulty in falling or staying asleep?
falling asleep during the day?
feeling irritable?

decreased alertness?
forgetfulness?

blurred vision?

Other unexpected symptoms?

(20 characters maximum)(

Certification number of person reviewing this form

Date fOrm entered..........coeuvirvivriererseneereneereesssnsisanssrsssssssennsnssssnne /

Certification number of data entry person

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center

Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

. /53

PWO 1486



MDRD Form 27

Quality of Well Being Scale

"The holder of the copyright for the "Quality of Well-being (QWB) Scale" did not
grant permission to reproduce this form. Persons interested in reviewing copies
of this form should visit the following website to obtain the document:
http://gwbsa.ucsd.edu/qwbsa/"



MDRD Form 28

Symptom CheckList

"The holder of the copyright for the "Symptom CheckList" did not grant
permission to reproduce this form. Persons interested in reviewing copies of this
form should visit the following website to obtain the document:
http://www.pearsonassessments.com/scl90.aspx.”



Rev. 3 4/15/90 Form # 29

Page 1 of 1

Modification of Diet in Renal Disease Stidy
BOONOMIC INFORMATION FORM

This form should be canple'ced at the Scraemn; V:Ls:Lt and anmually thereafter for
patients contimuing aon in the study.

This health insurance information reqtmted is for HCFA billing purposes.
Additional information regarding billing is located in the Marmal of Operations
in the chapter on Billing.

Camplete the form and retain a copy for your Center’s records. Send the
original to HCFA.

The subscriber is the person purchasing the policy. If no mumber is given, it
is usually the social security muber. :

2176
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[ B E__ Form # 29
For DCC Use Only vV____ Page 1 of 3
Rev. 2 10/4/90 T__

MDRD)

Modification of Diet in Renal Disease Study
Economic Information Form

This form should be completed at the Screening visit and annually thereafter. The original
should be sent to HCFA.

Patient ldentification Number

atsresesesasararetnsose R Nes O ROBannTo R T TR RORen Y o o e —

...................................................................................

Patient Name Code

ClIMICA COMIOT . ieeeieeeeeee et eeteriieee et eeeeteeeansnabesasaseeenstasssssetsssas e nans e nassssserssananansees o
DAL OF VISI...eveeveeireeeerieietenerieseserereressseressseebesssesseasesssassnene e I SR S
a. Name of patient..................

b. Social Security NUMDEC ...evveiernerenrenevenreenene - e
Does the patient have health insurance? (1 =yes, 2 =N0)....c.c.ccureirninmiiiiiiniiiinineninns _

If NO, skip to item 7.

If YES, complete "(1)" through "(4)" for each Insurance plan, "A" through
llcll.

A, 1. TYPR O PIAN.....ciiei et e e e s e
Employee Group Plan
Individual Plan

Other Group Plan ( )

1
2
3

2. Name of insurance company {not employer)

3. Subscriber
a. Name

b. Number

c. lIsthe patient the subscriber? (1 = yeS8, 2= N0)....ccccerieiecnimiiniiiniieiinenes -

4. s this an HMO (health maintenance organization) type of coverage (i.e., patient
limited to a specific set of health care providers)? (1 =yes, 2 = no)

........................

PWO 1587

o177




' Patient IDNumber __ _ " Form# 29
Rev. 2 10/4/90 Page 2 0f 3
Modification of Diet in Renal Disease Study
Economic Information Form

If more than one Insurance plan, continue. Otherwise skip to Item 7.

B. 1. TyPe Of PlaN..ccoiiiiriioiiiniimneieneeni sttt st e e
1 = Employee Group Plan
2 = Individual Plan
3 = Other Group Plan ( )

2. Name of insurance company (not employer)

3. Subscriber
a. Name

b. Number

..............................................

c. Isthe patient the subscriber? (1 =yes, 2= no)

4. Is this an HMO (health maintenance organization) type of coverage (i.e., patient
limited to a specific set of heatth care providers)? (1 = yes, 2T Ve ) TR _

If more than two Insurance plans, continue. Otherwise skip to Item 7.

‘ C. 1. TYPE OF PlAN ..ottt s e _
1 = Employee Group Plan
2 = Individual Plan

3 = Other Group Plan ( ' )

2. Name of insurance company (not employer)

3. Subscriber
a. Name

b. Number

c. Isthe patient the subscriber? (1 =yes, 2 = N0)....cooieriienenncninrmmnnneeeensee _

4. s this an HMO (health maintenance organization) type of coverage (i.e., patient
limited to a specific set of health care providers)? (1 = yes, 2T V) JOTOU _

7. I the patient has not indicated Medicare or Medicaid as a part of his/her health insurance
coverage in item 6 above, ask the following:

a. Has the patient applied for Medicare? (1 = yes, 2 = NMO)....eueuemeinisnsinnisinuanninnienieees
b. Has the patient applied for Medicaid? (1 =YeS, 2 = M0) .ooeeoueiimiimnmniniiinsenesacsesseneees
8. a. lsthe patient receiving "Disability income" from Social Security? (1 = yes, 2 = NO)........

b. I yes, for how many TTIOTHIIS? oo eveeereeeseeeeeenseseesseenssraseasssnssssnnsesnbnananasans e

' c. lfyes, how much per MOMth.......ocieiiniiniiininnriecees $_ _

PWO 1587

Q.178




Patient IDNumber ___ Form # 29
Rev. 2 10/4/30 Page 3 of 3
‘ Modification of Diet in Renal Disease Study
Economic Information Form

101. Date this form completed.........cooveiriicivmeenniinnns. / /
102. Certification number of person filling out this form

................................
—— — — —— ——

103. Date form entered........ccceivereirierimninniinsminiiinesassnn e / /

104. Centification number of data entry person

P T R S R TR L TR P AR Y LR RS TR
— —— —— ——— ——

Retain a copy of this form for your files. Send the original to the Health Care Finance
Administration. Please use MDRD Study mailing labels:

Health Care Finance Administration

Office of Research and Demonstrations

P.0O. Box 11972

Baltimore, Maryland 21207-0972

ATTENTION: Research and Demonstrations
Systems Support MDRD STUDY

PWO 1587

a-1179




Rev. 1 9/1/88 Form # 30

Page 1 of 1

Modification of Diet in Renal Disease Study

TRANSFER FORM

This form is to be completed by the Study Coordinator whenever a patient
transfers from another Clinical Center's care. The destination Center should
complete this form.

Contact the original Clinical Center to coordinate date of transfer and other
pertinent patient information.

QUESTION # INSTRUCTIONS

1.-3. Identify the patient by the new sequential identification number
and name code.

9./ 80




B | E___ Form # 30
For DCC Use Only vV__ Page 1 of 1
T __

Rev. 1 9/1/88

Modification of Diet in Renal Disease Study
Transfer Form

This form is to be completed whenever a patient transters from another Clinical Center's
care. The destination center should complete this form.

FORM # .....occuiiveirreeesesesesteeseesesseesseseessssssstsntentssssaasssessss sasssnssansesssnsessasasssassnesnsasnsssss 30
1. New Patient Identification NUMDEr ......ccoeeeerirrirrvenemsessssmnerennesenrennn
2. New Patient Namé 07 s - RN -
3. Clinical Center (deStINatioNn) ..........cocciviiiiiiiiiiineeninre e et e —-—
4. Clinical Center (OHIGINGI) .......ccovrvvmiinvineiiiiiiiinitene e ceeenrerataneseesteeteesssnsnsnnnes -
5. Original Patient Identification NUMDE.........cccoceevmvevemssvccsssnicsnsnen
6. Dale Of tranSIer.......ccoveveeeeerereienenenereirearenesnaresosseseeaseassessrresassosene___ | R S

101. Date this form completed.........coccirciecicncreiiniennsneniisieesssneneennns / /

102. Cenification number of person filling out this form ......ccovvvmvienneennee

103. Date form eNtered........cccceeirencrvrerenneiccesecssenssensssnassensssssserossarsssne____ / /

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

9./8/

PWO 1496




Rev. 2 11/5/90 Form # 31
Page 1 of 1

Modification of Diet in Renal Disease Study
STUDY C ASSTGNMENT

This form is to be campleted by the Study Coordinator when a patient is eligible
for sStudy C.
QUESTION # INSTRUCTIONS

4. The patient must sign a new informed consent for study C, agreeing
to begin Diet K. If the patient refuses, enter 2 = no.

5-6. Camplete keto acid prescription. Dietitian should do calculations
- a report will not be generated. Do not camplete Form 71 and
only camplete Form 72 if other nutrients are changing. Do not
camplete Protein Prescription section of Form 72.

Q. 183




-k

> 0 b

. d. Number of packets at evening meal

101.
102.
103.
104.

¢. Number of packets at midday meal

[ ] E Form # 31

For DCC Use Only V_ Page 1 of 1
Rev. 3 11/14/90 T_

MDRD)

Modification of Diet in Renal Disease Study
Study C Assignment

This form is to be completed by the Clinical Center when a patient enters Study C.

.......................................................
A — —— ——— —— —— —

Patient NAME COUC.....ioveecieieer e tiir e te st as S
CHINICAI COMET ... eteeetee e eeereseesae st b st et s ab s s s TS st e
a. Has the patient signed the Study C Informed Consent Form? (1 =yes,2=N0)........... _
b. Date form sent to Data Coordinating Center...........cccocveeneeeen I DU S

Keto Acld Tablets Prescription--For participants on Diet K who are on prescribed
tablets. (Daily dose = 0.28 gm per kg Standard Body Weight. One tablet contains 0.93
gm keto acids.) If not prescribed, enter "0".

a. Total Number of Keto Acid Tablets Prescribed Daily

...........................................

Distribute tablets based roughly on calorie distribution of meals:
b. Numiber of tablets at moming meal

c. Number of tablets at midday meal

d. Number of tablets at evening meal

Keto Acld Packets Prescription--For ﬁanicipants on Diet K who are on prescribed
packets. (Daily dose = one packet (2.8 gm) per 10 kg Standard Body Weight.) It not
prescribed, enter "0". : '

a. Total Number of Keto Acid Packets Prescribed Daily
(See Study Diet Prescription Report)

..........................................

Distribute packets based roughly on calorie distribution of meals:
b. Number of packets at morning meal

...................................................................
....................................................................

...................................................................

Date this form completed......cocoiriiiimninn e / /

Certification number of person filling out this form. ...........ccoeniiineeen

Date fOrmM ENLErEG......ocveiiiiiecie e /

Cenrtification number of data entry person

PWO 1495
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Rev. 4 10/15/90 Form # 32

. Page 1 of 1

Modification of Diet in Renal Disease Stixdy
CENTRAL BIOCHEMISIRY 1AB 24-HOUR URINE REFORT FORM
This form will be campleted by Central lab personnel. The data will be entered
and a camputer generated report will be sent to the Clinical Centers.
QUESTION # JINSTRUCTIONS
4a. Visit types as usual are B for baseline, F for follow-up, A for
abbreviated follow-up, and X for Study F, to indicate a urine
collection right after a stop point is reached.
6. The answer should be carefully copied fram the mailing form
accampanying the sample. If the answer is yes, EPI will not be
used for analysis.

7. a. pH: If the pH is >=5, do not report results.

Units Allowable Range

b. Creatinine my/day 300 - 4000

c. Urea Nitrogen g/day 1.0 - 40.0

: d. Protein g/day 0.01 - 16.00

C e. Phosphorus my/day 70 ~ 3000
. : f. Volume ml > 100
h. Sodium nEq/day 10 - 500
i. Potassium nEg/day 5 - 250

After FU 8, urine protein collected every 4 months.

a.1%4




10.

11.

12.

101.
102.
103.
104.
105.
106.
107.

Patient ID Number - _Form#32

Rev. 2 10/15/88 ° "Page20f2

Modification of Diet in Renal Disease Study
Central Biochemistry Lab Form
24-Hour Urine Report

Comments to clinical center:

. Comments for internal purposes:

Did the laboratory discover any difficulties in the receipt of this sample? (1 =yes, 2=n0)...__

It no, skip to Item 12.
if yes, continue.

Which of the following problems were noted by the central lab?
For the following (1 = yes, 2 = no)

a. Clerical problems with the data forms accompanying the sample.........cccerveersennecesass _
b. Information on the label of the tube incomplete or unsatisfactory.........cccvreeccvecnennens —
C. SAMPIB 1LAKAGO......cccererereeneneeererenrasnsiesessaesesssnsssassessrarsreasenssnsasessasessssnsasansensssons S
d. Quantity of sSampie INSUTfICIBNL .........ccciiiiiiiiiiiiieaeitit it _
e. Incorrect type of sample _____
f. Other { )
a. Has éfterthought urine beenteceived and stored? (1 = yes, 2 = NOY...c.cccececcmerccnnnnenes .
b. Location code 1.......reereeeireieeceninssnennnesnssissaninne o
C. AMOUNE (M)..c.eeeeeeerarerricnennneertcesesnasensessorsensateansasesnssssasssnsssssnssnsnssssnsanses e
d. Location code 2.........eeeeeeecrcrecnenreecnseeresssssennnessnen
8. AMOUNE {MI).ccciriiiiiiiriiiiiaiieieninsinesensaromsssesessursrssosnsssisssssesssssssssssassrssess sesss —
Date this form completed........ccceveeecrrrerrenersccrninneessnensossansnee___ | I
Certification number of person filling out this form.......ccooeevvevevineiiinnn
Lab director's signature........
Certification number of lab direCtor .......ccovoveeeeeeeeieirircrecenceneneeensesssennsone
Has form been signed by lab director? (1 =yes, 2 =N0)....cccciviirernirierreneneascssssessssssesssesans —
Date form antered..........ccveeenemenninniiiniinnniineiieccssnsnnesessonsesnne | e
Certification number of data entry Person ........ceceveeveeveeersenverereesesvsoesi
PWO 1468



Rev. 3 4/15/90 Form # 33
Page 1 of 2

' Modification of Diet in Renal Disease Study
- CENTRAL EIOCHEMISTRY IAB FORM
BLOOD ANALYSIS REFORT

This form will be campleted by Central Lab perscannel. The data will be entered
and a camputer generated report will be sent to the Clinical Centers.
QUESTION # INSTRUCTICNS

4b. Visit type. As usual, use a P 1.0 to indicate blood work right

after a stop point. If blood work is repeated between visits use
xx.1 to indicate.

7a. Number of hours fasting. If zero, enter a zero. If unknown,
enter 99.
9. Enter the Transferrin value in milligrams per deciliter. The
allowable range for data entry is 140- 470.
10. Enter the Albumin value in grams per deciliter. The allowable
range for data entry is 2.0-6.0.
, 11. Enter the Serum Phosphorus value in grams per deciliter. The
allowable range is 1.0 - 10.0.
. 12, Enter the Serum Creatinine value in milligrams per deciliter.

This data will be used for calculation of clearances. The
allowable range for data entry is 0.1-15.0

13. Enter the Serum Urea Nitrogen value in milligrams per deciliter.
This data will be used for calculation of clearances. The
allowable range for data entry is 10-180.

15.-18. Enter each of the lab measurements in the appropriate units.
Allowable ranges for data entry are as follows:
Units ~ Allowable Range
Uric Acid mg/dl 3.0 - 12.0
Bilirubin mg/dl 0.1 - 2.0
LDH IwL 50 - 400
SGOT Iuw/L 3 - 100
20. a. Enter the Triglyceride value in milligrams per deciliter.

Allowable range is 10 - 1000.

b. Enter the Total Serum Cholestercl value in milligrams per
deciliter. Allowable range is 100 - 600.




Rev. 3 4/15/90 "~ Form # 33
Page 2 of 2

Modification of Diet in Renal Disease Study
CENTRAL EIOCHEMISIRY IAB FORM
ELOOD ANALYSIS REFCRT

QUESTION ¢  INSIRUCTIONS

c. Enter the HDL Cholestercl value in milligrams per deciliter.
Allowable range is 10 - 150.

d. If the Triglyceride value is greater than 400, lab perscnnel
measure LOL Cholesterol directly. If Triglyceride value is
less than or equal to 400, IDL will be calculated.

e.-h. Further lipid analyses results done anmaally.

21. a. Enter a 1 if the afterthought 5 milliliter serum sample has
been received and stored. Enter a 2 if not, and skip to
item 19.

b.-e. Enter the location and amount of the split sample.
23. 'Ihnamet.hc:d1:Jobeuser1forI~ie'1rl::gl<:bi.nl\1 is HPIC. The value

allowable range for data entry is 3.0-15.0.

[4

—



L 1 E__ Form # 33
For DCC Use Only vV_ Page 1 of 3
Rev. 2 10/15/88 T

MDRD)

Modification of Diet in Renal Disease Study
Central Biochemistry Lab Form
Blood Analysis Report

This form is to be completed for each patient's blood measurements by the Central

Biochemistry Laboratory personnel.

FORM A ....oooiriiiceeitenieneniesescsneseessnsssessssasssnsstssssssnessesunessss sassassnsunesonsonnesnsnsssnsssnssss 33

1. Patient Identification NUMDEF..............uesvseeeeessssesssssssessssssssmssens —

2. Patient Name Code .................................................... o

3. ClniCAl COMET ........eeeeereeeiiiiieieiriireecreesreresrasacneasmrateeeetesararasasssssssesessnenssransssnnsnannes -

4. @ VIS TYPO...iieerinrircereirercrrretanessesaressesassssssnes s sasestessesssesssns sasesssssnassasesnssrassanassessses —

D.  ViSIt NUMDEN.......cccouieiieiinirieeiiereeirerssassressaneessississssssesesssnnansssessssssannaseasssens e

5. a. Date blood samples drawn....... resrnreseranteressasneesesnusanassnnnensennsa____ | /I I

b. Date blood received at Central GFRLab .......cccevrviveveirenciienisen | A

¢. Date blood received at Biochemistry Lab........cccovveevcarcrvcnena N A

6. Did the patient have a short-term illness when blood was drawn? (1 = yes, 2 = no)............. _

7. a. Number of hours patient was fasting prior to blood being drawn (From FORM #17)_ ____
b. Were medications appropriately withheld 48 hours prior to blood test?

(1 = YO8, 2 3 NO) ceieiiiciiiireeieriisecesssencaseeeseesessenarasatosersstrrasnsesteeresensssesessansenesasnens _

8. Date Routine Serum analyses completed atthe CentralLab..........__ __| I

9. Transterrin (mg/dl) (potential action item) .........ccccceeereecreerericriiecionimeenirenenes -

10. Albumin (g/dl) (potential action HEM)........eceeerereerrerrnrereeessonererererseeressensaneassns — e

11. Phosphorus {mg/dl) (potential action ReM)........cceceerrreeeecneeseerrereseerererseesraens e

12, Creatining (MQ/AL) .......c.covvemiereeeenerrresserreresssessinsssisesssssrsesessenssssnnsassasessnnsesens - e

13. Urea Nitrogen (mg/dl) ...................................................................................... -

"'14. Date liver function test analyses completed at the Central Lab__ -0

15. UG ACI (MG/AL)..... . ceieireeercererecenersieeesesssannesessssnss sassesssnsaesssssassssnssssssens e

16. Bilirubin (MG/A1)....c.oieieicinrieiecieeriernesrenireres st ssrscieisse e ssntssrsasessssessansesarnsses — e

17, LDH (UM oo nceereneecneesrerrecrseseesvsnsssessensssanesssnsesenssesssssensansessnnasessesses -

18, SGOT (JUM) ..ccerrreiciieteeriierceseteeissrecesrarareesesensssesasassesassesesassassnnnaess o socnannenes s



19.
20.

21.

22.
23.

24,

25.

Patient ID Number Form # 33

Rev. 2 10/15/88 Page2o0f3

Modification of Diet in Renal Disease Study
Central Biochemistry Lab Form
Blood Analysis Report

Date lipid analyses completed at the Central Lab.........cccovveveeiievaee /I
Lipid Profile

a. Triglycerides (MQ/AI)......cccrrrirriirvsnnissinisssssnessssnessrinsanisssnssenesssssssnans
b. Total Serum Cholesterol (ME/Al)......c.cceccerrinrnrnimninnsnnnsnensnnecssncicnnes -
c. HDL Serum Cholesterol (Mg/dl) ....coecveimeensnreesimisisnnessianieisscsessnaseennnenes e
d. LDL Serum Cholesterol (mg/dl) (potential action item) ..........cceveeeeeeeees e
8. HDL2  (MG/G1)ccmecmreeeeosineeasessessesssssasssassasesessssasssssssssassssssssssssssessessassass -
f. HDLZ (MQ/OI)...ooeeieeieeieenciesesessssssessssssssesaesessssssssssasiasesas sssssassesssassens e
g. Apoliprotein Ag (MO/A]) ....coeerriiinimiiiiireiiicintiinee i s e -
h. Apoliprotein B (MG/d).....cocccermmmninisinierianniniiennsniiinscinemsnsiesiiteresiesienanns -
a. Has afterthought serum been received and stored? (1 =yes, 2 = N0)........cecccruennnnnns _
D. LOCAtiON COAE T.....oueivereerrrerersonenerenneeeneseosvessonsmonsnnon o
Co AMMIOUNE (IM)..eeeeereoeeereereceeeseareeseesasesssostsesssasssssesssssasssssesssesasssssesesnes ——
d. Location code 2.......uieeereeiereersrvennennnsnessesssnaesmnennnne o
€. AMOUDNE (M).....cooreeiiiiiircnerreericeseorsresscssesansorsstenisssssasssssssssssssssensssessassans e

Date Hemoglobin A1C analysis completed at the Central Lab......... / /

Hemoglobin A|C (HPLC Method) (%).......curemeremmmeniuiirnsiniciinnereieninnnececeeeean,

Comments to clinical center:

Comments for intemal purposes:

PWO 1467

/90



Patient 1D Number Form # 33

Rev. 2 10/15/88 Page 3 of 3

Modification of Diet in Renal Disease Study
Central Biochemistry Lab Form
Blood Analysis Report

26. Did the laboratory discover any difficulties in the receipt of this sample? (1 = yes, 2 = no)...

iIf no, skip to item 101.
If yes, continue.

27. Which of the following problems were noted by the central lab?

For the following (1 = yes, 2 = no)

a. Clerical problems with the data forms accompanying the sample............ccocevencnnnene. _
b. Information on the label of the tube incomplete or unsatisfactory.........c.ccccoeveecnncnes _
C. SAMPIC 1BAKAGE ...ccovrrrrcerererrsersserransassressssersssessssnsessnssssanneissstresssrsessssastassasssssnsnsns _
d. Quantity of sample INSURFICIENT .......cccocriimiiiniiiieneee e e _
©. Incorrecttype of SAMPIE ........ccoccineiiriiiiiireeinierertee et e _
f. Other ( ) U
101. Date this form completed............coeveninnisecnnnnnsiesnsnseisniinnenne | l__ /|
102. Certification number of person filling out this form. .....ccoeeeveniininnveiiieaea
103. Lab director's signature \
104. Certification number of Iab director........ccccceceriviirrieicincircisinieisnnisenenn
105. Has form been signed by lab director? (1 =yes, 2 = N0)...ccorerrieiiiiinniinnsmecnneiiieniinen, S

106. Date form entered........ccccoieeeirierieriricriereeenmrenenmssesesressrssesnensssssnne____ / /

107. Certification number of data entry person

D.7/9/

PWO 1467



Rev. 1 9/1/88 Form # 34
Page 1 of 1

Modification of Diet in Renal Disease Study

CENTRAL LABORATORY CAP QUALITY CONTROL

The following form will be used by the Central Biochemistry Laboratory only.
It is the complement of Form #21 for the Clinical Centers for the Central Lab.

It will be done every four months and the protocol for receiving the external
samples in a somewhat blinded fashion from the GFR Lab is described in the
Manual of Operations.

A report of any inconsistent findings will be sent to appropriate study
participants.

‘The two individual values should be recorded for each constituent. Then, the
code for the method and instrument used and the mean and standard deviation
for that method also must be entered. Finally, the mean and standard
deviation for the Comparative Method should be entered.

QUESTION # INSTRUCTIONS

2. Enter the sequential number indicating which CAP sample it is.
If the form is completed for a repeat measurement which was
originally out of range indicate by entering a 1 in 2b.

2./ R




101.
102.
103.
104.
105.

106.

L ] E__ Form # 34
ForDCCUseOnly - V___ Page 1 of 3
Rev. 3 6/1/89 T__ .

MDRD)

Modification of Diet in Renal Disease Study
Central Laboratory CAP Quality Control

This form is 1o be completed by Central Biochemistry Lab personnel every four months
from data on CAP samples sent from the GFR Laboratory.

FORM# ...ttt cte e s ssaeesse s e snsnssess e snesasnesssassrsssasesessnssesses sssenesannesns 34
Date specimens received from GFR Lab...........c.cccccoveevreeeervemannnes /___ /

A, SAMPIE NUMDEL..........ccoeereeeiiteceiteneee e crestee e reessstecseeesseeeseesensanseesans -
b. Was this a repeat measurement? (1 = ¥€S, 2 = NO).......ccucveeereveeirereerereeresessnssnsneanes o
Date this form completed.............cccoeeeineennenrneersueseennsenensesverne__ [l !
Certification number of personfilingout thisform............cocoovvvvvvvenvna
Lab Director's signature

Has form been signed by director? (1 =yes, 2 = N0)........cccoeneeeeeeeeereeeeeeeereeeeeeeeeveenns S
Date form entered .............................. /I
Certiﬁcetion number of data entry Person ............oceeeeveerescvvesvvenvensniieen

.193

PWO 1545



Rev. 3 6/1/89

Form # 34
Page 20f3

Modification of Diet in Renal Disease Study
Central Laboratory CAP Quality Control

RESULTS

Lab Variables

Determination 1
@

Determination
(b)

Date

Blood

10.
11.
12.
13.
14,

®© @ N o o &

Albumin (g/dl)
Phosphorus (mg/dl)
Creatinine (mg/dl)

Urea Nitrogen (mg/di)
Uric Acid (mg/d!)
Bilirubin (mé/dl)

LDH (lun)

SGOT (luA)
Triglycerides (mg/dl)
Total Cholesterol (mg/di)
HDL Cholesterol (mg/dl)

Urine

15.
16.
17.
18.
19.

20.

Creatinine (mg/dl)
Urea Nitrogen (mg/dl)
Protein (mg/dl)
Phosphorus {mg/dl)
Sodium (mEg/L)

Potassium (mEq/L)




Form # 34

Rev. 3 6/1/89 Page 3 of 3
Modification of Diet in Renal Disease Study
Central Laboratory CAP Quality Control
RESULTS
Lab Variables Method Mean S.D. Comparative | Comparative
{(PEER) Method Mean | Method S.D.
Blood (© (d (e) ® (@
4. Albumin (g/di) _ —— e ——— — —_———
5. Phosphorus (mg/dl) - —— e —_—— e —_———
6. Creatinine {mg/dl) _— —_——— e |
7. Urea Nitrogen (mg/dl) — e e - e —_——
8. Uric Acid (mg/di) _ ] —— e | e
9. Bilirubin (mg/di) _ e e e
10. LDH (IUN) _ | . ———
11, SGOT (1un) — — e
12. Triglycerides {mg/dl)

13.
14,

Total Cholesterol (mg/di)
HDL Cholesterol (mg/dl)

Urlne

15.
16.
17.
18.
'19'
20.

Creatinine (mg/dl)
Urea Nitrogen (mg/di)
Protein (mg/dl)
Phosphorus (mg/dl)

“Sodium (mEqL)

Potassium (mEg/L)

2./95

PWO 1545




Rev. 2 4/15/90 Form # 35
: Page 1 of 3

' ' Modification of Diet in Remal Disease Study
. | CENTRAL IAB EXG FORM

This form will be completed by the Central EKG lab personnel. It will be
campleted for each patient at Baseline 2 and anrually at F11, F23, etc...

The form will be campleted i:ﬂeperﬂe:ﬂybytworeadersforeadxpatient. The
fomwillbeentaradbyb&pexsamelandacupyofﬂwefmalrepoxt (the form)
will be sent to the Clinical Center.

QUESTION # INSTRUCTIONS

1.-4. Camplete in the usual mamner. Copy visit information fram Form
#18 accampanying EKG tracing.
5. If the EKG tracing is technically satisfactory, enter a 1 and

continue to camplete the form. Similarly, if it is a borderline
tracing, enter a 3 continue. If the tracing is technically
unsatisfactory, enter a 2 and skip to item 18. The DCC will
report this to the Clinical Center, and the tracing will be
repeated at the next monthly visit.

6. Enter the mmber of beats per mimute. Must be averaged with
irregular rhytims.
. 7. If the Rwave + Swave is less than 0.6 millivolts in any limb
leads, enter a 1. If not, enter a 2. .

8. Calculate Rwave - Qwave (or S wave if Q<S<R) in millivolts in
the AVL lead. mltiplytrﬁsr@ltbyzm:'ecordthevalueto
the nearest whole mumber. Record as zero if the R wave and S
wave are equal of if the S wave is greater than R. This is the

lewis Index.

9. Sum the S wave in V1 or V2, whichever is greater with the R wave
in V5 or V6, which is greater. This is known as the Sokolow
Index. '

10. Record the height in milliliters of the tallest R wave in leads

V5 or V6, whichever is greater.

11. ORS argle. Enter a 1 if angle read is normal (-15-900).
Otherwise enter a 2 if abnormal.

12. If the rhythm of the heart is sirus, enter a 1. If it is atrial

fibillation, enter a 2. If there is any other type of rhythm,
enter a 3 and specify the rhythm.

Q. 19v




Rev. 1 9/1/88 Form # 35
Page 2 of 3
Modification of Diet in Renal Disease Study
CENTRAL LAB EKG FORM

QUESTION # INSTRUCTIONS

13. Calculate the QT constant by using Bazett'e Formula:

QT interval (secs)/ P{R-R interval (secs)

a. Record the number best associated with the intraventricular
defect read on the EKG.

b. Enter the duration of QRS in seconds.

If there is evidence in the EKG tracing of a prior M.I., enter a
1. Evidence includes the following:
AVF or AVL
Q 0.04 seconds or greater duration
Q 0.03 seconds or greater duration and Q>=.25*R
Precordial Leads
Absent R in any lead V3 to V6 inclusive
Q> 0.25 * R
QO 0.04 seconds or greater duration
If no such evidence is found, enter a 2.
If questionable, enter a 3.
AVF or AVL
Q 0.035 seconds duration but less than 0.04
AND Q less than 0.25 * R
Precordial Leads
Q 0.035 seconds duration but less than 0.04
Regressive R in lead other than V% or Vé
Q in v1, V2, V3, if R less than 0.30 millivolts

Enter the number best associated with any repolarization
indicated on the EKG.

1

Normal

ST isoelectric or slightly elevated in all leads except
AVR T upright in all leads except diphasic or inverted T
acceptable in AVR, V1, V2, and in V3 in women and in
those less than 20 years of age; T may also be diphasic
or inverted in AVL and in AVF is R is less than 0.6

millivolts.
2 = Non-specific

other than numbers 3 through 9 inclusive.
3 = Suggesting LVH

ST depressed and descending limb of T upwardly convex
with T diphasic or inverted in V5 or Vé. May be
associated with late intrinsicoid deflection.

2./97




Rev. 1 9/1/88 Form # 35
Page 3 of 3
Modification of Diet in Renal Disease Study
CENTRAL LAB EKG FORM

QUESTION # INSTRUCTIONS

S
it

Digitalis Effect

Straight line sagging of ST segments into diphasic or
inverted T waves.

5 = Suggesting Hyperkalemia
Symmetrical upright T waves.
6 = Suggesting Hypokalemia
Prolonged apparent QTc with V fused into T.
7 = Hypocalcemia
QTc prolonged due to increased duration of ST.
8 = Abnormal due to Intraventricular Conduction Defect
ST and/or T changes secondary to intraventricular
conduction abnormality.
9 = Other
Abnormalities including pericarditis, not listed
above. Specify.

17. If any abnormalities other than those touched on in the form are
indicated on the EKG, enter a 1 and comment in the space
provided. Enter a 2 if there are no other abnormalities
indicated.

18. Enter a 1 if this is the report from Dr. Proudfit. Enter a 2 if

by Dr. Underwood. Enter a 3 if it is the consensus.
19. Enter the date the EKG was read by the physician.

101.-103. . THE ELECTROCARDIOGRAPHER SHOULD THEN SIGN PAGE 3 OF THE FORM,
COMPLETE HIS CERTIFICATION NUMBER FOR THE STUDY AND ANSWER YES
TO THE NEXT ITEM. THE DCC WILL THEN ENTER THE FORM AND COMPLETE
THE LAST TWO ITEMS.

2./98



[ | _ Form # 35
For DCC Use Only _ Page 1 of 2

' Rev. 2 12/1/90 —
MDRD

Modification of Diet in Renal Disease Study
Central Laboratory Electrocardiogram Form

—<m

This form is to be completed for baseline at (B2), and annually (starting at F11).

1. Patient Identification NUMDET.........ccovvvvvirierrieetireeriiiireeresisrsessennees

2. Patient Name COde......c..ccviiiirieeiiiieeeieiceieeeeireeeneeneeasesssesesnssesansessessennnnns -
3. ClNICAI COMET ........oeeieeecceeeerccceeeetrsrsrereressrnreeressse e sesesnene e nnsasnsasnnsessrnnssnneensesssares -
4. a. Date of EKG TracCing.......cccecevreerivrenereiivneneeeniensenseneeseersesnnens -
T V=1 O Y o N U SR O RO .
€. VISt NUMDET....conieiiir ettt s e ee e er e e e s e s e e tnne s e e e sermn e nans - e

.......................

5. Is the EKG tracing technically satisfactory? (1 = yes, 2 = no, 3 = borderline)

If the tracing Is not satisfactory, skip to item 18.

Resting EKG ,
Please review the EKG and answer the foliowing questions:
6. Heart Rate (beats per minute)

7. 1s QRS voltage low? (1 = yes, 2 = no)
(< 5 mm all frontal plane leads)

.............................................................................

8. Lewis Index (modified)

9. Sokolow Index

................................................................................................

10. What s the height of the tallest R wave in leads V5 or V6? (mm)

The EKG technician should forward this form to the EKG reader to
complete the remainder of the torm.

11. QRS Angle (1 = normal (-1510 90), 2 = abNOMA).......eceveeerierereerreeeemrerieeriesiennieeeteesenennases _
12, ROV M. e ta s e s s b essese s s esanrn s sessseaeaeaneensnansanaseasnnsnes -
1 = Sinus
2 = Atnal fibrillation
3 = Other (20 characters maximum)
13. QT constant........... eererereertetitieiatete e ataranarteatsane e arerr s er s tnbena s et v arenmaranens e
PWO 1470
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14,

15.

16.

17.

18.

19.

101.
102.
103.
104.

Patient ID Number Form # 35

Rev. 2 12/1/30 Page 2 of 2

Modification of Diet in Renal Disease Study
Central Laboratory Electrocardiogram Form

QRS
a_ Conduction defect (INtraVeNtriCUIAN)................cveevereeeeereeeseoeeooeoeooeooooooosesoo -
1 = None 7 = Complete RBBB with left posterior
2 = Left anterior hemibiock hemiblock
3 = Complete left bundle branch block 8 = Incomplete right bundle branch block
4 = Incomplete left bundle branch block 9 = Wolfi-Parkinson-White syndrome
5 = Complete right bundie branchblock 10 = Intraventricular block (non-specific)
6 = Complete RBBB with left anterior

hemiblock

b. Duration of QRS (secs) (1 = < 0.12,2 = » 0.1 2)

.........................................................

Does the present EKG indicate evidence of a prior myocardial infarction? (1 = yes, 2 = no,
3 = questionable) ' :

ST-T
Repolarization
A First DIagnOSis........oouuvvuiuuieuiisiceeene e ciesinses st eeses e s s e eees e

..........................................................................................................

..................................................................................................

c. Third Diagnosis
1 = Normal
2 = Non-specific

Suggesting LVH (left ventricular hypertrophy) in V5 or V6

Suggesting digitalis effect

Suggesting hyperkalemia

Suggesting hypokalemia

Suggesting hypocalcemia

Abnormal due to intraventricular conduction defect

Other abnormality (specify )

3
4
5
6
7
8
9

Are there any other abnormalities in the EKG other than those described
above? (1 =yes, 2 = no)

.......................................................................................

......................................................................................................

2 = Reader2
3 = Consensus reading

Date EKG read by physician................... reeteesaeeteseneesaseenren / /

Electrocardiographer's signature ...........

Certification number of electrocardiographer ...............cocueeeueerereennnnn..

Has form been signed by electrocardiographer? (1=Y€5,2=N0) .c.cocuirrrnririrreieeennn,

Date 1orm entered............oceeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeoeeeoeseeeeoee

PWO 1470
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Form # 36

9/1/88
Page 1 of 1

Modification of Diet in Renal Disease Study
AMINO ACID DATA FORM

This is the data which is collected by the central lab personnel and
transmitted to the DCC. Patient and visit information should be carefully

copied from the mailing form.

c?';O/



| | E__ Form # 36

For DCC Use Only vV___ Page 1 of 2
' Rev. 4 11/15/90 T_
. - Modification of Diet in Renal Disease Study

Amino Acid Data Form

FORM # ....oovuiiniies s tscsse st esssesssesssssssssss st st sessse s st se st e et st s sresenns 36
1. Patient Identification NUMDeTr........cccccovvvimmrireriinininecciecee e _ .
2. Patient Name Code. .....ccviiiivireivicrcririeensnnereecnruressessersensesssnsassnsrarmenssernes -
3. CliNICAI COMIET ... rerecvttcrerrensnesssresessaeeeneresta s e s ros s se st sasaesssastenssssssnares o
4. a. Date sample drawn.........c..ciiiciiieceirennscreccssissssisisssssessssssesen /I ___ / _

Visit Type

b
c. Visit Number......... eeteeeerserteesesteeessueeerassnnreeeueeeeaaataneeen teeansann anaaneeeaeaanranne
d. Date sample received.........ccoiiriereinieeniecenisnnnn e / /

5. Condition of sample at time of receipt
1 = Acceptable
2 Thawed
3 = Spilled

4 = Other ( ' ) _
6. Date sample @analyzed............ccoevevvvrneiineenieenieenienieneessraeeeecerenans N S S

A. Type Of @NAIYSIS/TEPOR .........coiieriieceieieitcierettesseeeceansrennesennsrennsrecssseenanserenssesnnssnnnnns
1 = preliminary (allo/ornithine)
2 = full, complete report

.............................................................................

Essential Amino Aclids (LMoles/L)
Histidine :

.....................................................................................

.................................................................................

------------------------------------------------------------------------------------

.......................................................................................

a
b
c. Leucine
d
e

.......................................................................................

«Q =

Phenylalanine

...........................................................................

Threonine

D Y I RN R

h. 1. Total Tryptophan

.................................................................

2. Free Tryptophan........cciiiiveiceiirece ettt seieaanes




Patient ID Number Form# 36

Rev. 4 11/15/90 Page 2 of 2

Modification of Diet in Renal Disease Study
Amino Acid Data Form

Semi-Essentlal (LtMoles/L)
9. @ CYSHNG ...ttt ee e e e e e e

.
— v ———— ——* —— —

Nonessential Amino Aclids (uMoles/L)
10, @ AlGNINE .....coiieeeirtieeeirceesttre s e ee e eeeseesesssnsensess e s e ee e

Do AMGININE ..ot

C. ASPATAQINE.......ceeiveevirrerreenerietetesese e e seeesesssesseessessnseeessesens

.
—— — —® — —

....................................................................................

g
]
;

-y
o
[
—r
M)
3
p
o

.............................................................................

.......................................................................................

T @
2
<
o,
5
®

3
=
=
®

.......................................................................................

........................................................................................

w
)
=
3
o

k. Taurine..........cccoeevemevnrnnnne. e e

Lo CRtrulline......ooeeeeeeeee e, e e eare e et e e

11, TOtal NONESSENHAL........oveeeeeeeeeeeeeeeee e

12, TOtal @MINO ACKES ......vveeeeee e

Other Amino Acids Sometimes Found in Plasma (LMoles/L)
13. @ Hydroxyproling...........cuecviieeiiieeeeeeeeeeeeeee e e eeee e

o
2
>
3
3
o
o
=3
~
=
-
o

CyStathioNINe.........c.cvvviiirirretcriect et eeseees e e e seenseseseessesans

ANOISOIUBCING..........eveieeeeeee e e,

® o o

-—y
@
<
@
ot
>
<
[}
L
Q
o
3
®

.......................................................................
——— — t— " c—— —

101. Date this form COMPIEted...........cooeevereeeeeerereeeeseereeeeeeeeeseesens / /

102. Date fOrm eNLETEd........coeevcuvreereeereeireeeessseesereeesesenseeeeeeem e n !/ _. /

103. Certification number of data entry Person ............cceeeeevevveeeeeeereereennn

PWO 1588
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Reve 2 10/15/88 Form # 37
Page 1 of 1

Modification of Diet in Renal Disease Study
STUDY A AND B RANDOMIZATION FORM

This form will be completed at the time of the randomization phone call, by
DCC personnel. It will then be entered by them, sent to the appropriate
Clinical Center, and serve as the official randomization record.

QUESTION # INSTRUCTIONS

7. Enter the patient's average dietary protein intake in grams per
kilogram per day. If the patient is Study A, the value must be
> 0.9. The average should be the 3 most recent 24-hour urines.

8. Enter the final Baseline GFR value from Baseline Visit 3.
9. Enter the appropriate code for the patient's study and GFR
stratification.
STUDY GFR CODE
A 25-55 ml/min/1.73m2 1
B 13-24 ml/min/1.73m? 2
11, Enter the slope from the progression program at the time of
. . screening the patient for the Baseline Period.
12, Enter the assignment number from the randomization schedule.
13. After looking in the randomization 1list, enter the code

associated with the diet that the patient should be assigned to.

14, Blood Pressure assignment
1= Moderate MAP goal..o-oo.cooo-.o-oo 18—60, MAPS 107
2 61, MAP < 113
2 = Low MAP goal-o-..-o--cot--onoooo.o 18-60, MAPS_92
> 6L, MAP < 98

2. 207




[ ] _ Form # 37
For DCC Use Only . Page 1 of 2
Rev. 2 10/15/88 _

MDRD)

Modification of Diet in Renal Disease Study
Study A and B Randomization Form (Data Coordinating Center)

< m

This form is to be completed at the Data Coordinating Center when an authorized caller
requests a randomization assignment. The Randomization Report should be generated
and checks made to be sure the patient is eligible.

FORM # ...ccovieiteerirseeieessesssessnessessssssesansssssssesssessnssssssssasssssssasssantssessssssssssssssssarsnsesessanne 37
1. Patient 1dentification NUMDET. ... cceeeeeeeeevereeeeererencessosnsmonseennennsnn oo
2. Pationt Name COd0...c.ccceccerrericenrrrerssnsmesnsontasiessrsssasssssssssssssnsssassasasassasasesss -
3. ClNICAI COMEN o..ccoeeiieeererecrirrernernrreriasassssesamosssstostersstssassanssesnnnsansssssssassesantsosssesssesss -
4. Date of RandOMIZation......ccocereeeerissisrassisserennmrmrnimsssssscsssssssannes -
5. a. Name of person calling from center: .............

b. Certification Number

....................................................................

6. a. Has acopy of the appropriate Informed Consent form been signed by

the patient? (1 = Y€S, 2 ® NO)ueiinieeriinrininscnnrinescisntattinenssiesitissnsnencsanans _
‘ b. Date form sent to Data Coordinating Center.......cccoveevviccnvannenae_ /1 1
7. What is the patient's average dietary protein intake? (g/kg/day) ........ccccceeeennnces e

8. Final baseling GFR (MUMIN/1.73M2) ....couuneeeeneeemnnsesmresssessssssesnnsssessssnsssasssasessssesennes
9. StUdy ASSIGNMENL.....ccccovrerrrerrrrierernerssssateessstasssssnresessssarsesnsssosssssnassass sassaascrecssasnsssasasas __
1 = Study A
2 = Study B

10. ’ Which blood pressure strata does the patient belong in? (1 = stratum 1, 2 = stratum 2)

For Age < 61, Average MAP > 107 = Stratum 1, Average MAP < 107
For Age » 61, Average MAP > 113 = Stratum 1, Average MAP < 113

Stratum 2.
Stratum 2.

If the patient Is in Study B, skip to item 12.

11. a. Whatis the estimated slope of inverse creatinine from

12. Assignment Number (from randomization schedule) ...............

13. Diet Assigned
1
2

e 3

Diéi K ..........................................................................................................
Diet L
Diet M

2,205

PWO 1494




: Patient IDNumber __ Form # 37
Rev. 2 10/15/88 Page 2 of 2
' Modification of Diet in Renal Disease Study
- Study A and B Randomization Form (Data Coordinating Center)
14. Blood Pressure Group asSignMENt ..........ccocivecesisssrssesresmnrrmmansnsnsasasaseserersecsssrssssssasasvonns —
1 = Moderate MAP Goal
2 = Low MAP Goal
S S S
—
ol RO
PWO 1494




Rev. 1 4/15/90 Form # 38

Modification of Diet in Renal Disease Study
SAFETY VARIAELE REVIEW FORM

Ihisfom,istobecmpletedbymaﬂ:emofﬂmecamittaemmeyazemviwﬁg
a safety variable.

The original shauld be mailed to the DOC for key entry. The perscn taking
primary responsibility for completing the form should keep a file copy.

&0




[ﬁ l E_ Form # 38
For DCC Use Only \1{__ Page tof 2

Rev. 5 3/27/90
' MDRD)

Modification of Diet in Renal Disease Study
Safety Variable Review Form
Clinical Management Committee

This form is to be completed whenever a designated Clinical Management Committee
member reviews a Clinical Management Committee safety variable. The original form
should be sent to the DCC for key entry.

1. Patient Identification Number
2. Patient Name COde.........cccoeeiiiniiniiniiiiniriirsrsse et nns e s et e

3. Clinical Center

.......................................................................................................

For Questions 4 - 6, refer to the Visit Date, Visit Type, and Visit Number
when the Safety Variable occurred

4. Date of Safety Variable Visit..........cccooviviiiiiiinninniiiias I S S
V1Y G £ - T OO PPV OPPU U P  IIS SIS I PIPRIROPOLPRRRRPRAE _
6. ViISH NUMDEE.....oiiiieeeeiiecet et ctreetee e erestirbeeere s stsbessssaes sabs ses e s e bbb aas e
7. Date of Safety Variable Review ..........cceeeeviiiiiiccniieninins I SO S
Safety Variables Reviewed (Answer 1 = Yes, 2 = No)
8. Weight Loss Protocol ACtion Item #2.. ..o _
9. Persistent Symptoms of Low Blood Pressure Action tem #8............ccoiiiiiiiiniinnieee, S
10. Declining Albumin Protocol ACtion REM #3 .........cociiiiiiiinii e .
11. Low Albumin Protocol Action em #10 . ........corriiiiiiiiinric e S
12. Declining Transferrin Protocol Action Hem #171 ... —
13. High Serum Potassium Action Item #21 if patient is on ACE.......c.coiiiiiiinininine, S
14. Hospitalization (as determined by the committee Chairperson) ...........ccovvreieiiieeniiniennase S
15, RESUIL Of TOVIOW.....ociiriieriiiieii s ettt r et aas -

1 = More information is needed for assessment.
2 = Appropriate response not yet implemented.
Committee chair should talk to involved P.L
3 = Appropriate response has been implemented. No action required.

4 = Refer to external monitoring committee for unblinded review.of individual
record.




101.
102.

103.
104.

Patient iD Number Form # 38

Rev. 5 3/27/30 Page 2 of 2

Modification of Diet in Renal Disease Study
Safety Variable Review Form
Clinical Management Committee

Date this form completed.........coccmreerreneiensecsiscnisiesinsesanessnasesns / /

Centification numbers of committee members who completed this form

— —— A——— — ——

Date OrM @NLEIEM. ... ... . ereereiccrrceervatrereessnraarnaerassssastsstanassnsans / /

Certitication number of data entry person

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWQO 1885 . .

. 30b.




Rev. 1 9/1/88 Form # 39
Page 1 of 1

Modification of Diet in Renal Disease Study
PEER GROUP RANGE FORM

This form should be completed for each CAP sample sent to each Center as well
as once for each set of CAP samples sent to record the Comparative Methods.

This form is completed by Central Biochemistry Lab personnel upon receipt of
the DCC report with CAP data and methods from the Clinical Centers Form #21s.

Upon transmission of this form, the DCC will run the final CAP report.

QUESTION # INSTRUCTIONS

3. Enter the sequential CAP number and whether or not it was a
repeat measurement.

2207




101.
102.
103.
104.

| | E__ Form # 39
For DCC Use Only vV__ Page 1 of 1
Rev. 3 7/15/89 T

MDRD

Modification of Diet in Renal Disease Study
Peer Group Range Form
Clinical Centers

This form will be completed 16 times by the Central Biochemistry Lab personnel (once for
each center and once for the Comparative Method) for each CAP sample sent out.

Clinical Center (0 = Comparative Method)

................................................................

Date of Analysis at Local Centers..............ceccoveveeevreeeeeeeeenonnn / /

(Use date samples sent from CBL for Comparative Method)

...............................................................................................

.....................................................

Peer Group Peer Group
Mean S.D.

Serum Urea Nitrogen (mg/dl) —_— e —_— e

Serum Creatinine (mg/dl) — e —

Serum Calcium (mg/d) e

Serum Magnesium (mg/dl) - e —_——

Date this form completed...............cccconrumemmmmrinnrirnrensresnseec e 4 bl |
Centification number of person filling out this form ..........cccovvervonoonee
Date form entered.................oceeuveieemcnneneirereeiecee e A A
Certification number of data entry persoh .................................................

2.08

PWO 1487




Rev. 1 9/1/88 Form # 40

Page 1 of 1

Modification of Diet in Renal Disease Study
STOP POINT REVIEW FORM
CLINICAL MANAGEMENT COMMITTEE

This form should reflect the consensus of the Clinical Management Committee.
The diet assignments should not be known. Careful consideration should be

given to clearly indicating any and all stop points which have been reached.
Each form must be signed.

2209




L | E__ Form # 40
For DCC Use Only \T/_ Paget ot2. .

' Rev. 2 3/28/90

Modification of Diet in Renal Disease Study
Stop Point Review Form
Clinical Management Committee

This form is to be completed for each stop point reviewed by the committee. it should
reflect the consensus of those members reviewing the stop point. The original form
should be sent to the DCC for entry into the database.

FORM ® oo oeeeereeeeeteesseeseessessesaeasssaraestessssatastessssbessassaneatsssaseassesaneeisnsbissiissstsanssenssssese 40
1. Patient identification NUMDET......c..cccoviiiuemnnemeesinsmmmsenminnennane
2. Patient Name COde........cccereerreiriemiieniesnriniessisesscssessesssisessssnsseassnnessns S
B ClMICAI COMI ...oeeeieiireeiierrreeecrrreeseieererssrariess e ssnsasaa st s sssassostsissssnssstssnseanassntsseeras e
4. Sy (1 = A, 2 = B, 3 % Cuuerenrrecrreneeesecssmsmsmnmsesssssssssssssssisssssssssss s ssssmssmssssssess s _
5. a. Date stoppointdeclared..........cccooevmneniiiiniciiiiemniiniincenns I S S

b. Date Of SIOp POINt FEVIEW ......ecncviiiiiiiiiiisnicietene S R S
' 6. Which of the following stop points have been reached? (Refer to Section 13 of the
: Protocol for definitions.) Be sure to indicate each of the stop points reached when
muttiple ones have occurred concurrently.
For the following: 1 = Yes, 2 = No
a. GFR (SIUAY A ONIY) ..oeiiiieiiierrieiiiess st s s S
D, DIAIYSIS....eieeereeierni ittt e s s S
C. TranSPIANTALON. ......civiiiiriirirentiert ettt et et S
0. LOW S@IUM AIDUMIN......oeiiiiiiiireeecriinrreerrisssbitasseeasmnersssistsisseisesiasassssrassttssesessasasasas S
IR (-1 L1 B - -1 FO O PP e e e S L A _
f.  Very High Serum PhOSPhOTUS .........ccccoiirenensisiiiisiintinnin sttt st __
g. Serious Medical CONGIIONS..........coeirriesnressmsiiiiereirssas sttt _

Please Comment:

7. Which study diet do you believe the patientis on? (1 = Diet K, 2 = Diet L,

. 3 = Diet M, 4 = DON't KNMOW) coouiiiciiiinriininnirirnesssstetmoinnessssssesesnsnsssssstttsssstassassanioses _

PWQ 1453 .
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101.
102.

103.
104.
105.
106.

Patient IDNumber ___ Form # 40
Rev. 2 3/28/90 Page 20t 2

Modification of Diet in Renal Disease Study
Stop Point Review Form
Clinical Management Committee

Date this form completed..........ccccevernmninensnscscisnssieninsnniinienns / /

Certification numbers of committee members reviewing this stoppoint. ___ __ __

Signature of member completing this form:

Has form been signed? (1 = Yes, 2 = No)

Date form entered

Certification number of data entry person

............................................
— — ———— ———— ——

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation
9500 Euclid Avenue

_Cleveland, Ohio 44195-5196

PWO 143
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Form # 41

Rev. 1 9/1/88
Page 1 of 1

Modification of Diet in Renal Disease Study
DEATH REVIEW FORM
CLINICAL MANAGEMENT COMMITTEE

This form should reflect the consensus of the Clinical Management Committee.
careful consideration should be given to clearly indicate the cause of
death. The form must be signed.

2.2/



101.
102.

103.
104.
105.
106.

A

L | E___ Form # 41
For DCC Use Only \" Page 1 of 1
Rev. 1 9/1/88 T__

MDRD)

Modification of Diet in Renal Disease Study
: Death Review Form
Clinical Management Committee

This form is to be completed by the Clinical Management Committee to record the
concensus of their review of each cause of death. The original form should be sent to the
DCC for entry into the database.

FORMA .....ooeeeeeeeeceeciereeseeereeserssss st sessas st ts s s s essa s b aesa s s s s an s b e staesassassnsesanansetsantansnss 41
Patient Identification NUMDET........cceieiereeriecerensrenasasmnsssessonsansromsoe oo
Patient Name Code......cccvrreerirererversrentrnnreesirseisiamessiessissssnissssssensessesasssanes e
ClNICAL COMON ... ..cceeeeeiereeeeeteiieeemteneeererssnsasrsrsssssenmanssetosessasasssnsrsssranssassasenseranses o
Date Of DEALN ......ccoviieirereieriereceieeeeerrareesesssrsssssensasessassessennsenenne____ / /

Cause of Death

Cardiovascular Disease

1= 7 = Respiratory Disease

2 = Septicemia 8 = Cerebrovascular Accident

3 = Cancer 9 = Unknown

4 = Trauma 10 = Other (20 characters maximum)

5 = Suicide ( )
6 = Renal Disease

Please Comment:

Date this form completed........c.cccceiiiiinieceenimeriiniciiiesssssseisnnsssnnne / /

Centification numbers of committee members reviewing death. -

Signature of member completing form:

Has form been signed? (1 = ¥eS, 2 m N0 ....cceuiiiiinnemiirmeieennieneierrscsisneneaennserneceessensesseea

Date form entered......ccccciceieeiierenieiirernnenntererecssssnussssersensassnasessanse____ / /

Certification number of data entry person

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

2.2/5
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Form # 42

Rev. 1 9/1/88
Page 1 of 1

} '
Modification of Diet in Renal Disease Study
GFR DATA FORM

This form is a prototype for the data which will be entered by the GFR
Laboratory. Some values will be copied from the mailing form, others
calculated.

2. 2/4



[ | E__ Form # 42

For DCC Use Only vV___ Page 10f2

Rev. 3 10/22/90 T_

MDRD)
Modification of Diet in Renal Disease Study
Determination of Glomerular Filtration Rate

FORM # .oveieeeieeeueetieeseeseensnsesaseeestessassssesssssasesssntsasnssensa st ta st s ssb s te st a s s s s st s s st et 42
1. Patient 1dentification NUMDEN. .......cccovmvermmeneissteesinesnismssnsenste e e e
2. Patieﬁt NAME COB....oiereeeceririrrreeiesrettisesissstansanasisssnstsssnsessatasaiansassssossss e
3. ClNICAI COMEN ... eoveeeerrreeerereeasiiiresren e st as e sae s s ar s ea s es st o
4. a. Date samples BEAWN oo eeeeececririreessteesnesssesseerssessassensasssacsas S SN SUp—

b. Date samples received.......coeeviniiiiimiiinnnit e I S U
5. @ Date Of ASSAY .oocevriiirirreeeirirnsrer et e I D

D, VISH TYPE e ervrvveeeeeeeeseresessssssese st ssseseesss s ss b0 _

C. VIS NUMDET ... .etieiecitireeiereeeieeesireteirarsersmt e s nr s sabars s s asr e s s nabns s s e e

T 1 e L€ L s LI T A AR _

1 = Regularly scheduled GFR 3 = Repeat after GFR action item
2 = 2 weeks after stop point 4 = Not required by Protocol

©. SEQUENCE NUMDERI.....co.iiiiuiriierrees ettt _
B. SEX (12 M, 22 F) o s _
7. BOdy SUMACE ATB@.......cceorrirriririreirinitiessisrstss e sttt e
8. Elapsed Times for each Period

A E1aPSed TIME 0..cooivvuereeiiimirerisans ettt e e o

b. Elapsed Time 1: ........................................................................................ —

C. EIaPsed TiMe 2.ttt s s et -

d. Elapsed TiME 3.ttt s o

€. EIapsed TiME 4.ttt —

f. EIapsed TimMe 5...ooieeeiiiiiiiii e s st e
9. Urine Volumes for each Period

a. Urine Volume 1

.........................................................................................

b. Urine Volume 2

.........................................................................................

¢. Urine Volume 3

e L L LT ORI T TR RITLR A R L AL AL AL LA A

d. Urine Volume 4

.........................................................................................

e. Urine Volume 5

.........................................................................................

PWO 1590
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; Patient IDNumber ___ Form # 42
. Rev. 3 10/22/90 Page 2 of 2
' Modification of Diet in Renal Disease Study
Determination of Glomerular Filtration Rate

10. Serum Counts for each Period
a. Background Serum.........ouumimimmennnnnen e

D. SerUM COUNM 0. coueeeniniiinrrnrienrterenceeisnsensecansiosnasonensmenannn o o o
oS Y=Y 0 V12 1 107 10 2 B [ O
. SerUM COUNT 2..ooeiieeeeiieeienieneeerensrsssassssnssanssnsennsamsnense o o o

. SerumMCOUNt 3. .o eeeerirrre s secssesesereeascsneeerenans

. e i e ettt S—  S——

f. Serum Count 4

............................................................... - ——

g. Serum Count 5

P T TR LR R P R Ry Ry Ry R R R R Y T —— — e ——

11. Urine Counts for each Period
a. Background Urine

P T T T T TR LT R TR e P R PR TR —

b. Urine Count 1

¢. Urine Count 2

d. Urine Count 3 e

' . €. UriNe CoUNt A oot e ————

f.  Urine Count 5

.................................................................

12. GFR's for each Period

A GFR T i s e
D. GFR 2.t e s — e
T €12 = 3 TSP POUIUOPTR PP e
G, GFR G ..ottt b s e e e e e s —
€. BFR S ettt e e e e s —
13. GFR a5 0N PerOM......ccci ettt e s s s e
14. Coefficient of Vaniation........ccooiviiiieiniiieniiinerecri e see s s ans e

15. General Comments (i.e., problems with sample)

16. Revision Comments

. 101. Dateformcreated........ccoocvevuueveinieviiiin it e

102. Certification number of data entry person

PWO 1530
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Rev. 4 7/91 Form #46
Page 1 of 1

Ompleteﬂusfomatscreemn;arﬂevetymﬂmﬂ)ngtmtthesuﬂy. Every
four months for stop point patients and every year for Study F patients.
Ifasecaxibloodpréssureisdmeaftermfor eligibility label as B 3.9.

For items 9-11, parts ¢ and d do not need to be campleted. Datalex will
calculate these values autamatically.

'Dusfommzstalsobecarpletedforstarﬂngbloodprssnemamrmtsat
F12, F24, F36, and F48 for both Follow-Up and Stidy F patients. For standing
measures, only the first BP reading needs to be dmne. All three are not

4 Visit type. In addition to the usual visit types, type = K was added for
study C post stop point visits.

- d.arn
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E__ Form #46
For DCC Use Only vV__ Page 1 of 2
Rev. 3 10/6/89 T___

MDRD)

Modification of Diet in Renal Disease Study
Local Blood Pressure Form

This form is to be completed in conjunction with every clinic visit (Forms 3, 4, 5, 12, and
47).

FORM # ....oovviieiieieieeeeeeceteeeeeseessee st eessssesastes sessneeassrneeesensnstaeteesaessssrnesessssasssasasaanees 46
Patient Identification NUMDeTr...........covveevvremeveensivevenseseniensiseesaon
Patient Name Code..........cceeervrvevrrereerenereeseresnesanees ettt et e e nreae s -

Clinical Center

.......................................................................................................

a. Date of ViSit...ocoveeieriiiiiieieeeeeeeeecieeeeeeeneenvneenveensssssssneeneeee___ __ A
o TR R o - T O UUORPRTURs
Lo VA TY1 1 [V 111 o Y- O e
a. Time of Day (24-hour clock) of Blood Pressure..........ccceeevieeniininnnnaen. S
b. Blood Pressure poSition.........cccoocciiiiiiiiiiiiiin et e e

1 = Sitting (for routine measurement)

2 = Standing (in addition to routine sitting, annuaily)
L0711 BT O PSR PS

Small Adult ( less than 24cm)
Adult (24 - 32cm)

Large adutt (33 -41cm)
Other

BWN -
nonona

a. Observed Pulse Obliteration Pressure

.......................................................

b. Zero Value

......................................................................................................

¢ Corrected Pulse Obliteration Pressure (ltem 7a - 7b)

...................................

d. R-Z maximum zero number

e. Peak Inflation Level (item 7¢ + 7d + 20)

Pulse (beats/minute (# in 30 seconds x 2))

.......................................................

2.3

PWO 1594



10.

11.

12.

101.
102.
103.
104.

Patient ID Number Form # 46

Rev. 3 10/6/89 Page 2 of 2

Modification of Diet in Renal Disease Study
Local Blood Pressure Form

First random zero Blood Pressure

a. Reading Systolic/Diastolic (MMHQ)......ccccvreernmrccininniinnnnnen /

b. Zero value

.......................................................................................................

(Entry Point 90 will provide)
c. Corrected value (a-b) (mMmHQg)......ccoceeneenane. /

................................................................................

Second random zero Blood Pressure

a. Reading Systolic/Diastolic (MMHG).....ccccceevieivrinrrrreernseneen. /

b. Zero value

.......................................................................................................

(Entry Point 90 will provide)
c. Corrected value (a-b) (MMHQG).....ceecvveviuneen. /

Third random zero Blood Pressure

a. Reading Systolic/Diastolic (MMHQG).......ccccceviiveereiciiieeeenneens /

b. Zero value

(Entry Point 90 will provide)
c. Correctedvalue (a-b) (mmHg).......cccoerreunennn. /

................................................................................

Date this form completed.............ooovveevevvvnnreveereeenncensseeisisivesreenne__ 1
Certification number of Blood Pressure measurer.........coevevevencevieeuveen
Date form entered...........coovveeiieeiiiieiiieeeeeeeeeeeeee e / / -

Certification number of data entry person ..........ccooveeivviivineiiieniniinnnnee,

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

2.219

PWO 1594



Rev. 3  1/15/89 Form #47
Page 1 of 1

Modification of Diet in Renal Disease Stidy
STUDIES F AND G FORM

This form should be campleted every four months for Study F and annually for
Study G. Data should be cbtained in three possible ways, patient or physician
contact or a patient visit.

The form should be campleted with as much data as possible leaving not
applicable or unknown items blank. '

If a visit is held, central blood measurements for creatinine and albumin should
be done. Use Form 17 to accampany the samples to the lab. ILabel Form 17 as
visit type and number X4, X8, X12 etc... The X will alert the central lab to
know which analyses to do.

If a visit is held and outside information is readily available, camplete both
sections of the form.

Visit Type and Number must be completed whether contact is made or not.

Indicate the type and mmber it would be if it were held (i.e., X, 4, 8, 12, 16,
etc...).

& AA0
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I | E__ Form # 47
For DCC Use Only V___ Page 1 of 3
Rev. 4 12/1/90 T___

MDRD

Modification of Diet in Renal Disease Study
Study F Form

This form is to be completed every six months (+30 days) from the BO Visit for Study F
patients. Information can be received over the phone or by having a visit. If a visit is held,
blood work would be measured centrally using appropriate mailing and result forms.
Annually, for Study F patients complete Form 13 as well.

Patient Identification NUMDET...........cc.oovveerireerennessesscreresessssssenssnes

Patient Name Code

ClNICAI CONLET ..ottt et te e st ee e eeeessesneeesesaessssneesessnsnnns -
a. Date of Contact (date of visit, if held).........cc.occeeverireeeeneenen. Y S S
(Enter date of final attempt if unsuccessful)
B VIS TYPC c..vveeieieeeett ettt e eaen e e e e eseaessses s s e e s s e s es e eeas X
C. VIS NUMDET......coveiiiiiiiiiiccieer et sttt e bt sveeeseveeeeeresasseseeeses e
d. Source of Information or type of contacts attempted (1 = yes, 2 = no)
1. PAUENT.....cooiiiiiieeieeeeceee e ettt ettt e e et e e e arae e naeaeennas S
2. other physSicCian Or ROSPIAL..........ccccveeeeecriiieccctieeee e eeee i s eeeeeeeeeeennaeneees S
3. ClINIC VISH ...ttt e st e ee et e e e et eeenn e oaaeaean S
4. other (friend, relative) ( ' e
e. Reason visit not held or data unavailable within the window

Status (1 = alive, 2 = dead)

it

o

.................................

1 = All required data received by 8 = Patient refused
interview, visit not necessary 9 = Weather

2 = lliness 10 = Moved

3 = Hospitalization 11 = Could not contact

4 = Personal family business 12 = Other

5 = Work related business

6 = Vacation 13 = Unknown

7 = Patient forgot

............................................................................................

dead, Complete Death Notification Form (Form #15)
Has the patient begun dialysis? (1 = yes, 2 = L) DO _
Date dialysis began...........cccceveiieiueeeciiiiireeesrreresssese s seeanes / / _
TYPE Of QIAYSIS .....c.eeeeiieiieeriece ettt ce e e e eaee e e e eeenaeae s seesessesnnas e snn _

1 = Hemodialysis 4 = CCPD

2 = Home Hemodialysis 5 = IPD

3 = CAPD 9 = Unknown

PWO 1734



11.

12.

13.

14.

Patient ID Number , Form # 47

Rev. 4 12/1/90 Page 20t 3

Modification of Diet in Renal Disease Study
Study F Form

a. Has the patient had a kidney transplant? (1 = yes, 2 = no)

b. Date of transplant.............ccoeceveiveererenceecseesenssessenessesssnssen / /

-------------------

If yes, Complete Unscheduled Attention Form (Form #10) for each
hospltal stay.

How many packs per day does the patient SMOKe?........ccceeeeeveuveemvereeeenn..

- Which of the following medications is the patient presently taking? (1 =yes, 2 = no)

a. ACE inhibitors

--------------------------------------------------------------------------------------------------------

D.  Calcium Channel BIOCKENS ........c.c.euruevieererieiaiieeieeeeeeeseeeeeeseesese s eees e e s e _
C. BOABIOCKENS..........cooueiiireiiiieter ettt e e e e s s e ettt _
Ao DIUFBLICS ..ottt e e e ettt —
€. Other antiNyPeRENSIVES...........ccoeuiuirereeceeieet et eee e e _
£ BIYIRIOPOIBLIN ...ttt et et et _
Is the patient currently following any special diet therapy? (1 = yes, 2 = no)

a. Very low protein (With SUPPIEMENLS)..........cccvremememeeeeereeeeeeeees oot _
Do LOW PIOTEIN........eee et e, -
C. LOW SaM.....oiiic ettt e et e ettt es s S
G. LOW CAIOME ........cviiiiececireee sttt e e e e e e e e e et e e ee oo _
e. Other ( ) JTIO S

It Information received from sources other than a visit, complete ltems 12
to 15.

a. Reported Actual Body Weight (KG).........cevueeeeeereeeeesneresesseeessessesnoses
(Be sure to convert pounds to kilograms)
D. Date OblaiNed...........cc.occoieeeirreeeeeeeeeeeeeeseeee e eeses e 1 /
a. Reported Blood Pressure (MmHQ).........coeeveeeeeeeeeerereenesnennn. - /
b. Date of MeasuremMent..................ceeececueeecevcnmrerernersnessssens / /
a. Reported Serum Creatining (MQ/dl)..........coeveeeeeerereerereresereesereesessssenns e
b. Date Of Measurement...........c.ooeeveeeieeererceeseseessereenesseans | / /

PWO 1734



15.

16.

17.

101.
102.
103.
104.

Patient ID Number Form # 47
Rev. 4 12/1/30 Page 30f3

Modification of Diet in Renal Disease Study
Study F Form ‘

a. Reported Serum Albumin (@/dl) ...........cccovuiueviireenerenenrine e,
b. Date Of MEASUIrEMBNL.........cccoevuervirirenrrererrereereesesssrseessssnsnns / /

If a visit was held, send Form #17 with a blood sample to the Central

Blochemistry Lab for measurement of Creatinine and Albumin. Continue
with items 16 - 18.

it no visit was held, skip to item 101.

Actual body weight (kg) L 1 SR RROPO
2.) e ce s e e cerreeeseeneaes

Complete Blood Pressure Form.

EABMIA ...ttt ettt et e e e e enee eaeeee e eseee e resseeeeeenesen S
0 = Absent 3 = 3+
1= 14 4 = 44+
2 = 2+ 9 = Not done
Date this form completed.............ccccooveeerenevinnreneeseeerereee, S S S
Certification number of person filling out this form...............ccuve....... ——
Date form entered...........cccoviececciecieeciceseecceecceeee e eeeerneeee e —_t
Certification number of data entry Person ............cceeeveeveerveeeseersernesnnas

PWO 1734
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Rev.

2

10/15/88

| QUESTION #

6.-7.

Form
Page

Modification of Diet in Renal Disease
LEISURE TIME PHYSICAL ACTIVITY FORM

INSTRUCTIONS

If a patient answers "No" to either of these questions,
probe to insure that the patient knows that we are

# 48
1 of 3

including walking and all other kinds of physical activity
and not just organized sports. Watch for a tendancy to
tell you about walking that is incidental to performing
another activity. If, for example, someone says that they
walk while doing the housework, this does not (in and of

itself) qualify. If, on the other hand, they tell you

that

they make a point of walking to the grocery (instead of
driving) because they want the exercise, you should include

it., However, we also ask separately about walking for
excerise in item 16, so don't spend too much time here
sorting out who walks how much and for what purpose,

If anyone tells you that they are not physically active,

explain that "Some people take things for granted that

we

consider physical activity, so would you mind if I ask

a

few more questions just to make sure that we don't miss

anything....". As in all the questions, you should never

show surprise or disapproval at a person's inactivity;

instead, strive to make the patient feel that everything
they tell you is equally acceptable, so long as it is as

accurate as they can make it.

If anyone tells you in item 6 that last week was much less
active than most, you may tell them that item 7 asks about
other things that they did earlier., Chances are that they

will remember last week more accurately than a typical
average week, so discourage a tendency to over-report

or

activities in item 6. Conversely, we want the respondent
to include in item 6 things that she spends very little

time on,

Each kind of activity should be listed on a separate

line, Read the list back to the respondent, coding the
activities as you go. Probe for "anything else that you

did last week or in the past 12 months?" (While you can
postpone entering the code number for each kind of activity
until after the interview, make sure that you have enough

information to permit you to do so. If, for example,
someone says they played tennis, probe whether it was
singles or doubles; if they danced, find out what kind

of

. 24/



Rev. 3 7/15/89 Form # 48

. Modification of Diet in Renal Disease
IETSURE TIME PHYSICAL ACTIVITY FORM

Please spell out the nature of the activity if sameone gives
you a response which appears to fit the "Other" code. While we
expect most of the "other" answers to be sufficiently rare to
leave them as is, we may want to cambine same kinds of
activities that are not listed separately with others that are
precoded. If we don’t know whether "other" refers to baton
twirling, to tractor pulling or to samething else, we may not
classify it properly.

If a participant mentions more activities than can fit on the
lines, only include the 6 that they did most frequently.

Once you have a camplete list of everything the respondent did
last week or last year, turn your attention to the three
follow-up questions for each activity. Make sure that the
frequencies per year and per week are entered before asking the
follow-up question on minutes performing the activity each
time. Note that the follow-up questions for activities
perfarmed in the past week ask about the frequency and duration
of activity in the past year, not just in the past week.

The first follow-up asks for mumber of weeks per year the
patient does the activity. Be sure to include any seasonal
variations in this estimate. The second asks about times per
week; if sameone says that they do calisthenics every morning
a:ﬂeveryevemngexceptonSurdaywhentheysklpﬂ)eevenmg
sessmn, the entry should be 13.

Be sure to probe for the mumber of times an activity is
performed in the average week when they do that activity; if
sameone tells you how many time they did samething during
certain weeks, probe "And in the average week when you
[ACTIVITY], how many times per week did you do that? Remember
that you should only average for the weeks in which the
activity was performed at least once.

For each activity listed, ask the respondent, "Each time

that you[ACTIVITY], for how many minutes on averae do you
actually [ACTIVITY]? Count only time that you are actually
doing it." If they say that the amount of time varies, probe
for the average time. Record the response. Note: for
bowling, each game played counts for about 10 minutes of actual
activity.

Activities should be listed under item 6 (done in
the last week) or item 7 (done in the past year but not in the
past week.) Activities should not be under both.

If you need to complete a "Data Out of Range Form" for any
variable in item 6 or 7, the variables are named by letters A

2.5




Rev. 3 7/15/89 Form # 48
Page 3 of 3
‘ Modification of Diet in Renal Disease
i IETSURE TIME FHYSICAL ACTIVITY FORM

to F for rows and 1 to 4 for colums; that is, the first "times
per week" in item 6 should be labelled F48Q06A3.
If more than 6 activities, ignore others ~ list only 6.

10.-11. These questions may cause considerable difficulty for patients
whose activity patterns vary a lot from day to day. Help these '
patients arrive a weighted average per day by writing down the
hours spent sitting or lying down on each day during a typical
week, e.g. 3 days at 5 hours, 2 days at 3 hours, 2 days at 1
hour, and then divide by 7 to calculate the average per day.

If the patient can only narrow the answer to a range, then
round down to the bottam end of the range.

12. Check for consistency. Item 12 a and b should be at least 7.

13., 14. "Out of house or residence" means anywhere other than inside of
the patient’s residence, even visiting next door at a
neighbor’s house. It does not include, however, just going out
to the front porch or mail box to pick up the paper, etc.

neighborhood", it could be defined as being far enough away
that most people would get on a bus or into a car to get there,
or far enough away that most people would consider it beyond
easy walking distance of where they live.

| If anyone wants to know what is meant by: leave your

The answers to those two questions should be checked for
consistency.

o2 o
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L ] E__ Form # 48

For DCC Use Only vV___ Page 1 of 3
Rev. 4 10/4/90 _ T . _
MDRD)

Modification of Diet in Renal Disease Study

Leisure Time Physical Activity Questionnaire
This form is to be completed with the patient at B1, F10, F22, etc.
FORM # ...ttt ieee e eeeseessnssnessssess st sassstssussanssunenessbesnsesssesonsassntassassnnssnnissnnessassnne 48
Patient Identification NUMDEr.........cccecevveerivenreeneeneneeennnnsiesssssieeenee
Patient Name €0da.........cccocveererireerirerecrcrirssrnrsssessasesasssesssssnssessseessannssassoss -
ClINICAI COALBT .....veveveeeiiiirerieieieretirirrerieisseessnvesnsssnesesesanssssessssesaensnatessnsssosonaanssssssses —
a. Date of visit associated withform........c..cooovviiiiiiiiniiiiicniniennee I S S
D, VISH TP ueeiieieiiieiieeeeieeererre e eesaes sreeeees s e bsabe s e e bres s s bane s s sbbbanae s bneeesnsabbesenans o
C. Visit NUMDEI.. .ottt et s e s s e s e s ae e e e — e
Date patient compieted form.........cccovciiniiniiiiinnniceieinen / /

These few questions ask about physical activity. This inciudes activities such as dancing

and walking for exercise, organized sports such as golf and bowling, and any other
activities such as the following.

01 = Walking 12 = Dance Exercise 23 = Calisthenics

02 = Hiking 13 = Aerobic Dance. 24 = Softball

03 = Jogging 14 = Square Dance 25 = Field Hockey
04 = Running 15 = Other Dance 26 = Basketball

05 = Swimming 16 = Gardening 27 = Tennis (singles)
06 = Skiing 17 = Golf (walking) 28 = Tennis (doubles)
07 = Bicycling 18 = Golf (with cart) 29 = Weightliifting

08 = Skating 19 = Bowiling 30 = Nautilus

09 = Racquetball 20 = Rowing 31 = Volleyball

10 = Squash 21 = Shuffleboard 32 = Horseback Riding
11 = Badminton 22 = Canoeing 33 = Other

Did you participate in any physical activities, recreation or sport jn the past week? (1 = yes,
22 N0, 3= GONMTKNOW) ..ottt eeeer e re e mtae s ssssseteaansbesssassnntrasnsnesansnnsnsnsssnes _

If no or don't know, skip to item 7.

If yes, write down the codes for each of the activities you participated in
during the past week and answer the questions about how often “on
average” did you do each one in the past 12 months.

PWO 1585
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10.

11.

12.

Patient ID Number Form # 48

Rev. 4 10/4/90 Page 2 of 3

Modification of Diet in Renal Disease Study
Leisure Time Physical Activity Questionnaire

(Continued) :
AGtivil Weeks Per Y I Weel Minutes Per Episod

In addition to activities you did last week, are there other physical activities or sports that
you participated in during the past 12 months?

About how many hours per week do you usually spend doing heavy
household chores such as scrubbing floors, vacuuming, sweeping,
yardwork, gardening or snow Shoveling? ... —

How often do you engage in any regular activity (brisk walking, jogging, bicycling, etc.)
long enough to work up a sweat? (1 = not at all, 2 = less than once a week, 3 = at least
once a week)

................................................................................................................

it none or less than once a week, skip to 10.

If at least once a week,
a. How many times per Week?.........ccuviiiinninninnieeninsen e -

During an average 24-hour day, about how many hours do you usually spend sleeping or
lying down with your feet up? (Be sure to include time sleeping at night or trying to sleep,
resting or stretched out on the sofa watching T.V., €1C.) c...cccvvviiiiiiiinniiinniiiinn, -

During an average 24-hour day, about how many hours do you usually spend sitting

upright? (Be sure to include time sitting at the table eating, driving or riding in a car or bus,
sitting watching T.V. or talking.).....ccoceeverrnmiiinininiecciet s, o

In the past 12 months have you spent more than seven days in a row in bed most or all of
the time? (1 = yes, 2 = no, 3 = don't know)

......................................................................

"If no or don't know, skip to item 13.

if yes,
a.

In the past 12 months what was the most number of days in a row you spent in bed
MOSt OF All 0T the tIME? e e ree e es e —

b. How many days in {otal over the past 12 months did you spend in bed most or all ot
(=R {11 1= X O PP TSR O TR PP PR S I

PWO 1595
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13.

14.

15.

16.

17.

101.
102.

103.

Patient ID Number Form # 48

Rev. 4 10/4/90 ' Page 30f 3

Modification of Diet in Renal Disease Study
Leisure Time Physical Activity Questionnaire

About how often, on the average, do you go out of your house or residence in good
WEALDIOIT ..o ceeeeee it eeeetee i serteeese s nnere s ss e satessosbatasss siasbasssas e rasrassnaTanssaassntnessssasststinssass

1 = Several times a day 4 = About once a week

2 = About once a day 5 = Less than once a week
3 = Severaltimes a week

About how often, on the average, do you leave your neighborhood?............ccceevereenennenee S

1 = Several times a day 4 = About once a week
2 = About once a day 5 = 2o0r3daysa month
3 = Several times a week : 6 = Less than once a month

Think about how often you use stairs on a typical day. Include inside stairs and outside

stairs, stairs at home and other places.

a. About how many trips down stairs do you make on a typical day? Count each time you
00 dOWN & SIAITWAY @S 1 1D, ...ovviiiiiii i

b. About how many flights of stairs do you walk up on a typical day? Please note 10
steps equals 1 flight of stairs

.............................................................................

Do you take'ualks_imxﬂgisg? (1=yes,2=no, 3= don't KNOW) ..evneienieeeeeeerenenvecrnennenenns -
It no or don't know, skip to item 17.

if yes,
a. On the average how many city blocks or their equivalent do you walk each day for
exercise? Please note 12 city blocks equals 1 mile. ............oooiiimiiiiiiiieenn, I

b. In addition to walks for exercise, on the average, how many city blocks or their

equivalent do you walk each day as part of your normal routine such as going
Y3 To] o 11 o I SO OT ISR CPUPT PP TOTPRRIIN -

Skip to item 101.

On the average, how many city blocks or their equivalent do you walk each day as part of
your normal routine, such as when you go out Shopping?........ccecevvievniiinennnerencen. -

Centification number of person filling out thisform.........cc.ccovviinniininnnnan.

Date fOrm enered.........ccovivieeeiiiiirererieirreevaseserssssnnnssessssessassens / /

Certification.number of data entry person

............................................

PWO 1585
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Rev. 1 4/15/90 Form # 50
' Page 1 of 1

Modification of Diet in Renal Disease Study
RECRUTIMENT DATA FOR PATIENTS IN BASELINE

The instructions here are self explanatory except for the new (3/1/90) schedule
of campletion. This form should be renamed and should be completed at the time
of the Screening Visit for all patients screened (not just those in Baseline as
the name describes).

The forms should be campleted retrospectively for any screened patients - note
in item 4 that 9=unknown for patients wham you can’t get this backlog of data.



-h

I

101.
102.
103.
104.

| ]

E___ Form # 50
For DCC Use Only vV__ Page 1 of 1
T__

Rev. 1 6/1/89

MDRD)

Modification of Diet in Renal Disease Study
Recruitment Data for Patients in Baseline

This form should be completed by June 30, 1989, for all patients enrolled in the study
prior to June 15, 1989. Starting with June 15, 1989, this form is to be completed by the
recruitment coordinator or study coordinator at each patient's first clinic visit during
Baseline.

Patient 1dentification NUMDEN........ccccccveiiieerieemeemnresceccessereansncen sonne

Patient Name Coda............ooovveeieiiieiiiccciieeeieeeeeeeereseneseoeeaaeenas ; .................
ClINICAI COMEN ......cuviieeiiiiiiii ittt e e raesrreeteseeeesesteteessasnsenssesssnsssesesasesenenseens

Where did the person first hear about the Study.........cocccicerieciieiiicieee e
1 = Relative/Friend
2 = Personal Physician

Study Brochure

Newspaper

Radio

TV

Direct Mail v

Other (Specify: )

Unknown

OCoOoONOTONLW

Did this person call the 800 number prior to being in contact with center? (1 =yes,2=no) ____
Date this form completed..........ccueimeveervreiemnririreienrereennecreessens / /

Certification number of person filling out thisform.............ccccoeevveeeneneen.
Date form entered...........ccccccerveerevrernnrennen. rrressee st ra sy / /

Certification number of data entry person ............ccccceereeerieeveeeereeesenennn,

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

o2 2 3

PWO 1858



Rev. 2 04/15/90 Form 51

' ‘ Page 1 of 1

Modification of Diet in Renal Disease Study
OTHER EVIDENCE OF RENAL DISEASE FORM

This form is to be capleted in addition to the form 3 for patients who have a
screening visit with a screening creatinine below range, when the Clinical
Center wants to notify the DOC that the patient is eligible for a BO Visit
because the patient has other evidence of renal disease.

Question # v Instructions

5. Enter the serum creatinine that was
. measured at the Screening Visit (or within
a month prior to the Screening Visit) which is
below range.

7.a. Enter the creatinine clearance. This form is only
campleted for patients who have other evidence of
renal disease, which is defined in the Protocol as
creatinine clearance less than 70 and at least one
of the other criteria listed. If the creatinine
Clearance is over 70, this form should not be
capleted. The patient is not eligible and should

. be noted as such on Form 3.

10.c. If the urine protein was abnormal, enter a 1.
If not, enter a 2.

10.d. If the WBC or RBC was abnormal, enter a 1.
If not, enter a 2.

10.e. If the hyaline casts, granular casts, red cell
casts, or white cell casts were abnormal, enter
al.

If not, enter a 2.

10.f. If the oval fat bodies were abnormal, enter a 1.
If not, enter a 2.

10.g. If another factor was abnormal, enter a 1.
If not, enter a 2. ’

12. This form is only campleted for patients who have
“"other cbjective evidence of renal disease" as
defined in the Protocol. If the patient does not
have this evidence of renal disease, this form
should not be campleted. The patient is not
eligible and should be noted as such an Form 3.
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® MDRD

Modification of Diet in Renal Disease Study
Other Evidence of Renal Disease Form

Form # 51
Page 1 of 2

This screening form is to be completed in addition to the Form 3 for all patients who have a
screening visit with a serum creatinine below the eligibility range (1.2 to 7.0 for females:
1.4 to 7.0 for males). It will allow the Clinical Center to indicate whether the patient is
eligible to enter Baseline on the basis of “other objective evidence of renal disease.”

FORM # ...ttt et s se et et et e e e e e es e sa s eens e emme s seeeeeenes e eees 51
1. Patient Identification Number...........ccocoovrvcrviccrevenvcnvcvisecnrecreee
2. Patient Name Code........coeveuiruiierieeeeiee et eeeetee e ee e e e eseeeen e o
3. ClINICAI CONET ........cceeeiiiiiiiniiecieeere ettt e e aeee e ee et e senseeereseaaeeeeeeee e -
4. a Dateof Visit.........ccoooviiiiiiriiirece st [ A

D, VISH TYPE ...ttt ettt te e e e e e et e e e e ees e e e e __

€. VISIL NUMDET ...ttt ettt eaee e seeeeeeneeeeeeeeeeres e e
5. Serum Creatinine (MG/A1)........cccueeierirririieereeeeeeeeeeeeereessseeseesseeesessoee oo e
6. Sex (1= Male, 2 = FEMAIR)............ooveemeemeeeeeeeeeseeesseeeeeee s s s s oo .

‘ Creatinine clearance must be <70 mi/min/1.73m2 to be eligible.

7. a. Creatinine clearance (mVmin/1 .73m2) ........................................................ S

b. Date of creatinine clearance measurement ................cooceeeveeee___ l__ /1
In addition, the patient must have one of the foliowing criteria to be
eligible:
8. a Abnormal kidney DIOPSY (1 = Y8S, 2 = NOY...vureeeeeeeereeeeeerereeseesee oo oo -
b. Ilfyes, date of biopsy ............ccovuemueireseerereeieeeeeeeeeeeee e l__
9. a. Abnormal kidney size or configuration (1 = Yes, 2 = N0)..v.veeeveeereeeeeeeeeeeeeeeeooeee _
b. Ifyes, datefirst noted..............ooeeveeurueeceneeeereeeeeeee e /i _ !
10. a. ADbnormal urinalysis (1 = Y85, 2 = NO)...covueuivieireeeeeeeeeeereeeeeeseeeserssreees e _
b. If yes, date of most recent abnormal unnalysis......ccceeeveeeeeennnnn, ;_/ I -
Abnormalities noted:
C. PrOteiN (1 =Y¥€S, 2 = NMO0) ...c.cceurrrrireeiereretee et st ev et ee et et ee s _
d. CellS (1= Y85, 2 = NM0)....ocuouirireererieieceeei st se et ee et s e st eees e s ee e S
€. CaSIS (1= Y05, 2 = M0)...ceiieeiieeieeeeeeeeeeeee e e ee e e e eeeeee s e oo e e, _
£ Fat (1 = ¥8S, 2 = NOJ.ccucvieciccreeececece ettt _
. g. Other (1 =yes, 2=n0) (if other, specify : Yerron, .
PWO 1959
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Patient ID Number Form # 51

Rev. 1 8/1/89 Page 2 of 2

Modification of Diet in Renal Disease Study
. Other Evidence of Renal Disease Form

11. History of kidney disease (1 = yes, 2 = no)

......................................................................

12. Does the patient have objective evidence of renal disease? (1 = yes, 2 =

FI0).uir ittt ettt ettt st ettt et et een e
it the response to 8a, 9a, 10a, or 11 is yes, and 7a < 70, then item 12 = yes. If not, then
item 12 = no.

101. Date this form completed_ / /

................................

102. Certification number of person filling out this form —
103. Date fOrm @ntered..................oceveveeeceueeereeeeeeeseeeeoeeeoeeoseson / /

—— — —— — — ——

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Please use MDRD Study mailing labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1959
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Rev. 2 7/91

Form # 52
Page 1 of 1

Modification of Diet in Renal Disease Stidy
DOCUMENTATION OF BLOOD PRESSURE TREATMENT FORM

This form is to be campleted at B3, F6, F12, and every six months thereafter for
each patient. This form will also be campleted at any monthly visit when a
patient’s blood pressure regimen has changed since the previous visit.

QUESTION #
4c

10 cd

INSTRUCTIONS

This form should only be campleted at clinic study visits, so
the visit mmber codes should always be whole rambers.

Camplete the form at every visit for which the blood pressure
regimen changed. If it changes at the visit, complete the form
at the visit. If it changes between two visits, camplete the
form at the second visit. If the regimen changes more then once
between two visits, enter the date of the most clinically
important change or, if all of the changes are equally
important, enter the date of the most recent change.

If the form is campleted at, for an example, an F3, then the

routine F6é form (unless NEW changes have occured) should
indicate a 2. :

Please rank using your study team’s best clinical judgement.

If medication side effects are unknown or not applicable, enter
99 for questions a-e then proceed to question 9.

The answers to these questions are based upon the home blood
pressure monitoring logs that each patient should bring with
them to the clinic visit and are filled out anly if the patient
performs hame blood pressure monitoring.

d.d%.4
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- Page 1 of 3

MDRD)

Modification of Diet in Renal Disease Study
Documentation of Blood Pressure Treatment Form

< m

This form is to be completed at B3, F6, F12, and every six months thereafter for each
patient.

This torm will also be completed at any monthly visit when a patient's blood pressure
regimen has changed since the previous visit.

1. Patient Identification Number

Patient Name Code

Clinical Center

.......................................................................................................

...............................................................................................................

5. Date blood pressure regimen changed .........ccceevcmereeererrineneeee
It changed more than once, identify first date changed.
if not changed, enter date of visit again.

1 = Change in blood pressure regimen done at or between any MDRD visits,
including B3, F6, or F12, etc.
If so, please be sure the medication change is noted appropriately on the Form 5.
It muRiple changes occurred, make sure Form 5 reflects current medications.

2 = There is no change in the blood pressure regimen at this time, but this is
a B3, F6, or F12, etc. visit.

............................................................................

Not Effective for BP Control 2
Probable Side Effects 4
Other (Specify) (20 characters)
Q O,Q 6 Not Applicable, no medications were discontinued or reduced or added.
; Wi g 8 o ? U qood Wik Sidke~ el
Y ?s. IPmedications were changed due to side effects (2, 3, or 4 above), what possible or
probable side effects of medication is the patient experiencing? (See Side Effect Profile
Option List on page 2.) (**)
a. Primary side effect noted

= Possible Side Effects

1
3 Not Effective as well as Side Effects
5

..................................................................................

b. Secondary side effeCt NOIEd ..........couveevuiiieeiiiiiiiieeeeieerere e e e e e e e e eeee e eee
¢. Third most important side effect NOted .............ococvvvveererviivieiiie e
d. Fourth most important side effect noted
. e. Fifth most important side efect NOEd .........c.eeeeeeeeeiiiee ettt e e cerrere e e —

............................................................

ik

If medication side effects are unknown or not applicable, enter 99 for questions a-e then
proceed to question 9.

PWO 2236
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Patient 1D Number Form # 52

. Rev.4 7/23/90 Page 2 of 3

Modification of Diet in Renal Disease Study
Documentation of Blood Pressure Treatment Form

SIDE EFFECT PROFILE OPTION LIST

General: Metabolic/Endocrine:
1. Orthostatic Symptoms 34. Worsening Glucose Tolerance
2. Syncope 35. Worsening Lipid Status
3. Peripheral Edema 36. Hypokalemia
4. Headache 37. Hyperkalemia
5. Drowsiness/Sedation 38. Hyperuricemia/Gout
6. Fatigue/Tiredness 39. Muscle Cramps
7. Insomnia
8. Vivid Dreams/Nightmares
9. Sexual Dysfunction
10. Depression
11. Numbness/Tingling of Extremities
Gastrointestinal: Miscellaneous:
12. Dry Mouth 40. Anemia
13. Nausea/Vomiting 41. Drug-Induced Lupus
14. Anorexia 42. Pericardial Effusion
15. Abdominal Gas 43. Gynecomastia

. 16. Constipation :

‘ 17. Diarrhea

18. Dysgeusia
19. Liver Dysfunction
Cardiac/Respiratory/Vascular: Other:
20. Cough 44, Other Side Effect
21. Dyspnea 45.Bradycardia
22. Wheezing
23. Palpitations
24. Exacerbation of CHF
25. Worsening Claudication
26. Coldness of Extremities
Dermatologic: None:
27. Rash 99. No Side Etfect/Unknown/Not
28. Pruritus Applicable

29. Flushing

30. Alopecia

31. Hypertrichosis

32. Excess Perspiration
33. Angioneurotic Edema

9. a. Physician assessment of patient compliance with prescribed blood pressure

=To {12111 o H OO OO OO ORI UUURRNS -
1 = Fully Compliant 2 = Partially Compliant
3 = Non-Compliant 4 = Don't Know/No assessment made

Completely Satisfied

Troublesome Side Effects or Symptoms of Low BP but Tolerable
Intolerable Side Effects or Symptoms of Low BP

Other (Specify)

HWN =

PWO 2236
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Patient 1D Number Form #52

Rev. 4 7/23/90 Page 3 of 3

Modification of Diet in Renal Disease Study
Documentation of Blood Pressure Treatment Form

10. Home Blood Pressure Monitoring
a. Patient performs home blood pressure monitoring (1 = yes, 2 = NO)........cccuevuenennnn.

f2 = no, skip to item 101.

b. Compared to official study readings, home BP readings are..............ccceoviniiniinnininnnns -
1 = Inthe same range as clinic readings.
2 = Usually higher than clinic readings.
3 = Usually lower than clinic readings.
9 = Unknown

c. Does this patient have persistent low BP symptoms (action item levels) based on non-

MDRD visit pressures? (1= Y8, 2 2 N0) .....cccovvvreriiirrnirissiereraesirineene s ssssentes e sesnns _

d. Does this patient have persistent high blood pressure (action item ranges) based on
non-MDRD visit pressures? (1 =y, 2 = NO) ....ccoeeiiiviiiiniiiiiinenierenncntiieeieniienaias _
101. Date this form completed......ccoovviiirirriiiciiiniii e I S S
102. Certitication number of person fillingoutthisform........ccocvvviiiianeenennn
103. Date form entered........occvervverrrercineciineniniinasirss s cssesrensnnasansesnes I S S
104. Certification number of data entry PerSON .........oovvvvvvvvmeeemumeniinenneense

PWO 2236
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Rev. 2 4/15/90

FORMS AND ITEMS FOR DIETTTIANS
TO EE PARTICULARLY AWARE FROM VOIIME 2

FORM TITLE ITEM DESCRIPTION
-_— Instructions — Pages 1-11
Packing Slip To serd & order forms from
DOC
*Form 3 Screening Visit 19 Height, weight, deter-
mination of standard weight
*Form 4 Baseline 0 Visit 38 Height, weight, deter-
mination of standard weight
40 Dietitian time
*Form 5 Monthly Visit 16 Dietitian time
Form 10 Unscheduled Attention 7 Time off diet
Form 11 Stop Point 9 Body weight stoppoint
14 Diet to be followed
*Form 12 FU After Stop 14 Dietitian time
Form 14 Reasons for Missed Visits 10 Discouraged in diet
carmpliance
11 Diet not good for health
14 Cambination diet & BP
Form 23 Action Item Response -_
*Form 24 Data Out-of-Range —_—
*Form 25 Data Change -—
*Form 47 stuwdy F 11 Diet currently following

%Dietitian is responsible to provide answers to these questions

2333



Rev. 2 4/15/90 INSTRUCTIONS for Form 60

Page 1 of 2
Modification of Diet in Renal Disease Study
Instructions for campleting Form 60
Food Record/24-fiour Recall Packing Slip
: linical Center to NCC

Purpose:To be used as a cover letter when sending food records/recalls
to the NCC.

Clinical Center
Fill in the two-digit code for your clinical center.

Date Sent

Date when the food records/recalls are sent to the NCC.

Certification Number of Person Filling out Form

Certification Code of the person campleting this form. The NCC will
g:gza.\ct this person if information or records are missing from the package

id you attach the ition Cover Sheet 6 th 1s or records?

Make sure each record/recall has a Nutrition Cover Sheet attached. If all
records/recalls do have this form attached, please check yes.

Chart

For each record sent with this mailing fill in the patient ID, name code,
the date of Day 1, visit type (B or F), visit mumber, and form nunber (Form
63 or Form 64).

Total Records

In the colum marked "For Clinical Center use only: Number Sent," record
the total mumber of 24-Hour Recalls and Three-Day Food Record forms sent
with this packing slip. The "other" category refers to items that may be
sent to the NCC in the future as part of an ancillary study. For an
example having the NCC analyze a seven—day food record. This total should
not be more than ten (the mmber of recalls/records listed individually on
the packing slip). If more than ten records/recalls are being sent, please
use more than one packing slip.

2.233. 1



. Rev. 2 4/15/90 : INSTRUCTIONS for Form 60
Page 2 of 2

Send the original copy of the packing slip and the records/recalls to the
NCC. Besuretokeepacopyofthispadd.ngslipinywrfil&.

When the NCC receives the mailing from your center, a data entry'staff
member will confirm the number of records received, date the records

received, indicate who received the mailing, and in which batch the records
are placed.

At the end of each month, the NOC will notify each clinic by electronic
mail which records were received fram that clinic during that month.
check this listing with i . If any

Yecords are missing from the NCC list, notify the NCC immediately.

Q.a33. X




Form 60

Page of
' Modification of Diet in Renal Disease
Food Record/24-Hour Recall Packing Slip
from Clinical Center to NCC
Clinical Center: Date Sent: / /

Certification Number of person filling out form:

Did you attach the Nutrition Cover Sheet (Form #61) to the recalls and
records? ______ Yes

Line Patient Name Code Date of Visit Vvisit Form
Number ID Day 1 Type | Number | Numberx |

10

TOTAL RECORDS For Clinical Center use For NCC use only:
only: Number Sent Number Received

=Hou eca

3-Day Food Records

Other:
(specify)

Send original of this form to MDRD Study Nutrition Coordinating Center
in an envelope with the food records/ 24-hour recalls listed above and
retain copy of this form in your Clinical Center file.

For NCC use only: Date received: /__/

By Whom: Batch No.

2. A34




Rev. 2 4/15/90 INSTRUCTIONS for Form 61
Page 1 of 2

Modification of Diet in Renal Disease Stady
Instructions for Campleting Form 61

trition Cover Sheet
Purpose: To supply the NOC with additional information about the campleted
Food Record Form (24-Hour Recall) or Three-Day Food Record.
This form is to be campleted by the dietitian during the completion of
either a Food Record Form (24-Hour Recall) (Form 62) or Three-Day Food
Record (Form 64).
Patjent ID
Fill in the patient’s six-digit identification code.
Date of Next Visit
Fill in the date of the patient’s next visit.
Name Code
Fill in the patient’s four-letter name code.
Clinical Center
Write your Clinical Center two-digit code here.
Visit Type
Either B for Baseline or F for Follow-Up.
Visit Number

Example: 00.5 for BO.A Visit
15.0 for F15 Visit

Form

Check whether this sheet is attached to a Food Record Form (24-Hour Recall)
or a Three-Day Food Record.

Dietitian’s contact with patient

Check whether contact was in person or over the phone.

Dietitian’s opinion of information

Check whether the information was reliable or unreliable. If unreliable,

check the reason (example: other—the patient could not confirm what he
had to eat during the three-day pericd).

2.934.1



Rev. 2 4/15/90 INSTRUCTIONS for Form 61

Page 2 of 2
. Patient’s food intake was:

For each day, check whether the patient’s intake was typical of what he/she
normally eats or not typical (either more or less eaten than usual or
urusual types of food eaten). "Not typical® describes the situation where
a person drastically changes the volume of food intake to an extreme for
that day. If not typical, check the reason.

a. Holiday (National or Religious)

Examples: a huge Thanksgiving dinner or fasting for
religious holiday.

b. Medical/Dental Surgery or Test

Note: 'Iﬁis does not include fasting prior to
MDRD GFR visits.

c. Illness

Examples: anorexia or nausea.

d. Death in Family

e. Other (specify)

. Dietitian’s Certification Number
Fill in your five-digit certification number.
Date Documented

The date in which the dietitian who collected the food record or recall
completes the documentation of the record/recall.

Reviewer’s Certification Number

The food record/recall mist be reviewed by a NCC certified documenter other
than the documenter who collected the record/recall. This reviewer should
fill in his/her certification number.

Date Reviewed

The date in which the reviewer reviews the record/recall and fills in any
incomplete information.

Reason _for no second documenter:

Document why a second person did not review the food record or recall
within a three day period.

‘ ~ Bample:

1. Second documenter sick
2. Secord documenter on vacation
3. Only one person is certified for dietary documentation

2.934.




Form 61
Page 1 of 1
Modification of Diet in Renal Disease Study

. NUTRITION COVER SHEET .

Attach to the front of the Food Record Form (24-Hour Recall) (Form 62), or Three-Day Foud
Record (Form 64).

Patient ID:
Name Code:
Clinical Center: ____ ____
Visit Type: ____
Visit Number: .
Form Type: [ ] Form 62 - Food Record Form (24-Hour Recall)

[ ] Form 64 - Three-Day Food Record
Dietitian’s contact with patient: [ ] 1) in person

[ ] 2) over the phone

] 1) reliable
] 2) unreliable (please comment)

Dietitian’s opinion of information:

[.

Patients’s food intake was:
Day 1 or 24-hr recall: [ 1] 1) Typical
[ ] 2) not Typical (Check reason why.)
a) Holiday (National or Religious)
b) Medical/Dental Surgery or Test
c) Illness
d) Death in Family
. e) Other (specify)
Day 2: [ 1 1) Typical _
[ ] 2) Not Typical (Check reason why.)
a) Holiday (National or Religious)
b) Medical/Dental Surgery or Test
c¢) Illness
d) Death in Family
e) Other (specify)
Day 3: [ 1 1) Typical
[ ] 2) Not Typical (Check reason why.)
a) Holiday (National or Religious)
b) Medical/Dental Surgery or Test
¢) Illness "
d) Death in Family
e) Other (specify)

A S bt St S

— e p——— p— p—

P

Dietitian’s Certification Number:

Date Documented: / -/
Reviewer’s Certification Number:
Date Reviewed: / /

Reason for no second documenter:




Rev. 1-24-89 INSTRUCTIONS for Form 65.
' Page 1 of a,

Modification of Diet in Renal Disease Study
Instructions for completing Form 65

ANTHROPOMETRY FORM

PURPOSE: To record anthropometric measurements.

(0)

Dietitian at Baseline 0OA and 2, Follow-Up 6 and
every four months thereafter.

Following are general guidelines for completing Form 65. Specific
questions are not addressed as the form is self-explanatory.

Measurement Guidelines

As a means of quality control and to monitor intra-examiner
reliability, all measures are taken and recorded twice. The mean
of the two measures is calculated and entered by the Data
Coordinating Center (DCC). If the first two measures taken are
not within 4.0 mm of each other, two additional measures are
taken and all four measures are recorded. The DCC then
calculates and records the mean of these measures.

All measurements are collected by the examiner and then
repeated before limits are computed. That is, avoid taking two
measures in a row at the same body site.

If only one pair of measures must be repeated, wait 30 to 60
seconds between each measure to avoid excessive compression.

Make a note of any unusual conditions of which you feel
those analyzing the data should be aware.

Special Codes

60.0 The code 60.0 should be entered when a measure cannot
be taken due to "tight skin", the condition in which the
patient's skin and subcutaneous adipose tissue cannot be
separated from the lean muscle tissue. The code should be
entered in the recording space for that skinfold.

70.0 If a skinfold exceeds the measurable limits of the
calipers, for example in an obese patient, the code

70.0 should be entered in the recording space for that
skinfold.

2.230



Rev. 5-23-89 INSTRUCTIONS for Form 65
Page 2 of 2

Quality Control Procedure

Quality control procedures using Form 65 will be initiated in May
1989,

Measures are to be taken by two examiners (dietitians) on one
patient each month as a quality control procedure and in order to
monitor reliability of measures between examiners.

The DCC will provide a list, determined by random assignment, of
three patients on whom measures may be taken. The first patient
listed is the preferred one on whom measures should be taken.
However, patient #2, then #3 may be used for this procedure
should circumstances prevent patient #1 from participating.

Procedure:
1. Data are recorded on Form 65, Pages 1 through 3.
2. Each examiner/dietitian records data on a separate form;

that is, a single form is not to be shared.

3. One copy of Form 65 will be labeled with the Patient ID

number; the other will be labeled with the center's qguality
control number.

4. Form 22, the Central Lab QC ID Matching Form, will be
completed by the dietitian (this identifies for the DCC the
patient whose measures were taken).

5. All measures are taken and recorded twice by each examiner.

6. If the first two measures fall outside the acceptable limits
listed below, two additional measures are taken and
recorded.

Acceptable Limits

Arm circumference: Within

0.4 cm
Skinfolds: Within 4.0 mm
Weight: Within 0.2 kilograms (200 grams)
Stature: Within 1.0 cm
Elbow breadth: Within 0.2 em (2.0 mm)

If necessary, the code for "tight skin" (60.0) should be entered

in the appropriate space for skinfold measurements. If the

measure exceeds the limits of the calipers the code 70.0 should
be entered in the appropriate space.

D.23. |



Rev. 1 4/15/90 Form # 65
’ Page 1 of 1

lhdifimtimotm.etinmmmseasgsuﬂy

ANTHROPCMETRY FORM

There are occasionally large discrepancies between measures (height and/or
elbow breadth) at Screening and BO. Specific limits have now been set by the
Quality Control Committee. If those limits are exceeded, a third measurement is
to be done at the BOA visit. The Form 4 data (that which is discrepant from
Form 3) will reject and a query will be written explaining the need for either a
correction to incorrectly recorded data or the need for a third measurement. DO
NOT RESPOND TO THE QUERY UNTIL THE BOA IS OOMPLEIE. The third measurement of
heightmdelhwbmadﬂm(usedtocalmhtastarﬂardueigttslnﬂdbereoorded
on page 3 (otherwise it is only used for QC purposes) of Form 65 at the BOA
visit. These 3rd measures will be the anes which determine the standard weight
for the patient. It will overwrite previously collected data. Camplete Form
65, answer the query and then the DOC will recalculate and store the correct

standard weight. It will appear on future reports for your records (flowsheets,
etc.)

2236
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| j E___ Form # 65
For DCC Use Only vV__ Page 1 0f 3
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Rev. 4 12/1/90

Modification of Diet in Renal Disease Study
Anthropometry Form

Purpose: To record anthropometric measurements.

To be completed by the dietitian at Baseline 0A and 2, Follow-Up 6 and every four months
thereafter. (Note: This form should be entered into Datalex)

—— ——— —— — ——— ——

....................................................................................

.......................................................................................................

a. Date of Vlsn___ S A
D VIS TYPR ...t e oo ee s -
C. VIiSit NUMDEN ...ttt e — e e

Measurements

Whenever possible, measurements are taken on the [right side of the body.
Measurements are taken twice and recorded. If the two measures are not within 0.4

cm (4.0 mm) of each other, two additional measurements are taken and all four
measures are recorded.

a. Are arm measurements taken on the right side of the body? (1 = yes, 2 = no)

if yes, skip to item 6.

b. 1 no, code reason................ccoouveevemmreeeeee,
1 = Arm casted or injured
2 = Amputation
3 = Other

Upper am circumference (cm)

a. First measurement

..................................................

...................................................................................




Patient ID Number Form # 65

Rev. 4 12/1/90 Page 2 of 3
~ Modification of Diet in Renal Disease Study
. Anthropometry Form

Skinfold Measurements:

Code for tight skin = 60.0 "Tight skin" describes the condition in which a patient’s
skinfold is too tight to pick up to measure (the skin and subcutaneous adipose tissue
cannot be separated from the lean muscle tissue). In this situation, the code for tight
skin should be entered in the recording space for that skinfold.

Code for skinfold above measurable limits of calipers = 70.0 If a skinfold exceeds the
measurable limits of the calipers, the code 70.0 should be entered in the recording

space for that skinfold.
7. Irceps (mm)
A FirSt MOASUIBMENL...........ccoevirieueentrresteeeeseeeeeesesse e s e oo ess s e
b. Second Measurement .............c...oouevueveiveeeceeeee oo e
Record (c) and (d) only if first 2 measures are not within 4.0 mm.
C. Third MEASUTEMENL..........c.ocvvrererrerceieeeaeeeceeeeeeene e oo — e
d. FOUMh MeASUrEMEN ............cooverureeteeeeeeeeseeeeeee oo S

8. Biceps (mm)

a. First measurement

...................................................................................

Record (c) and (d) only if first 2 measures are not within 4.0 mm.

¢. Third measurement

..................................................................................

d. FOUIh MEASUTEMENt .......c.ovveneeneeieeeeeeee oo — e
9. a Is the subscapular measurement taken on the right side of the body? (1 =yes, 2 =
PIO) .ttt et r bttt e e s et e e et eeeesees o
if yes, skip to item 10.
D. 110, OB FEASON.............cotreeeeee e -
1 = Area inaccessible due to wound, scarring, etc.
2 = QOther
10. Subscapular (mm)
@ First MEASUMEMENt ..........ccoiuruieereceieeeeceeeeeeee e e — e
D. SeCONd MEASUIEMENt ..........cu.veeeeeeeece e e

Record (c) and (d) only if first 2 measures are not within 4.0 mm.

c. Third measurement

..................................................................................




Patient |ID Number Form # 65

Rev. 4 12/1/90 Page 3 of 3

. Modification of Diet in Renal Disease Study
Anthropometry Form

TO BE COMPLETED ONLY WHEN USING THIS FORM FOR QC. WEIGHT MAY BE
RECORDED FOR THE BOA VISITONLY BELOW IN ITEM 11. WEIGHT AT ALL OTHER
VISITS SHOULD BE RECORDED ON FORM 4, 5, 12, OR 47.

ALSO TO BE USED WHEN A THIRD MEASURE OF HEIGHT OR ELBOW WIDTH IS

NECESSARY.
11. Weight (kg)
2. First MeasUremMENt. .......cccoiviiiiicricnriresrreeceeeesereeesstnesesnens s sseennsnss sesesse e
D. SeCONd MEASUTEMENE ........cccvvreivrrrerirrecrreneeresseseneeesesnnsnsnsseeressersesns - e
Record (c) and (d) only if first 2 measures are not within 0.2 kilograms.
C. TRIrd MEASUIEMENL..........ccocveveerrcrsrrreiisireneesseensesssessssssosseesansassssssernes — e
d. Fourth measuremer;t ........................................................................ — e
12. Height (cm) |
. First MeaSUMEMENE......cc.oii et ee s e seee s s e s e e e eeeneeans e
b. Second MeasSUremMENt ..........ccccevcceireiievreniereeeeeernreees s sreassansreesanens e

Record (c) and (d) only if first 2 measures are not within 1.0 cm.

¢. Third measurement

13. Elbow breadth (cm)
a. First measurement

-----------------------------------------------------------------------------------------

b. Second measurement............. e ten et s e es s s e s renr e tereeererereenans e
Record (¢) and (d) only if first 2 measures are not within 0.2 cm.
C. Third MeASUrEMENL.......c.oi ittt ee e e seanr et eese s samee s s eneeeesene e
d. FOUMh MEASUIEMENL ........ccciiiitiirie e ceceeecseeestrer e s s cesssaeeeesensnessnssassons —
101. Date this form completed............cceveenerrrerevereereveeesseensessvenssnen | |
102. Certification number of dietitian...........c.covvirvereerereeirseeecreeeeireeessrseenans - -
103. Date form entered...........cccouvvvurceecervenereerneeeeeneeeeresrvereniivien
104. Certification number of data entry Person ............ccccceeeeeeveereeeereecsnnennne
PWO 1678
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Rev. 2 4/15/90 INSTRUCTIONS for Form 66
. ' Page 1 of 1

Modification of Diet in Renal Disease Study
Instructions for Canmpleting Form 63

NCC_Phantam Matching Form

At the beginning of the study, the DCC will tell each center what their
vphantom" (fake) patientnameandIDmmberwillbe for the rest of the study.

Inthemonthafterthefixstmﬂanizatimforeadxcenter(arﬂforeadx
subsequent month), the DCC will tell that center what their "“original"
3-day food record will be for that month (by ID, name, and visit). This
will be a record previocusly sent to the NCC.-

The center dietitian will find his/her file copy of this original, rewrite it in
his/her own handwriting (using a different colored pen for the documentation)
onto a blank Three-Day Food Record (Form 64) labeled with the ID and name of the
phantom patient. The visit code on this phantcm record will follow the normal
sequence of MIRD three-day food records as listed in the Mamual of Operations
(the first phantom record visit will be BO and so on). The date of Day 1 on the
phantom record will be the date the dietitian copies the original.

The center dietitian will complete and send to the DCC an NCC Phantom Matching
Form (Form 66) for each phantom sent to the NCC.

The NCC will enter the phantam records as if they were originals. The DCC will
compare the original records with the matching phantams to measure the quality
of dietary data entry at the NCC.

Example :
1. January 1989

The DCC tells Center 15 that their phantom patient name code will be EBMSM,
ID 123456.

2. February 1989

The DCC tells Center 15 that their original record for February will be name
code SEJO, ID 987654, Visit BO (a record sent to the NCC in Jamuary——the
date of Day 1 is 1/10/89).

on February 3, the center dietitian finds her file copy of this record,
copies it in her handwriting onto a blank food record form, and labels this
with name code BMSM, ID 123456, visit BO (the first in the normal sequence
of MDRD visits), dates of Day 1-3: 2/3/89, 2/4/89, 2/5/89.

The center dietitian will complete and send to the DCC an NCC Phantom

Matching Form (Form 66) for this phantam record (see campleted sample
attached) .

.40
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101.
102.
103.
104.

L

{ 1 E___ Form # 66
For DCC Use Only vV__ Page 1 of 1
T __

Rev. 3 1/15/89

Modification of Diet in Renal Disease Study
NCC Phantom Matching Form

This form is to be completed monthly when the Clinical Center sends a phantom 3-day
food record to the NCC. The phantom food record should contain the complete
information from a previous "real” food record, specified by the DCC, copied in the
handwriting of the dietitian. The ID and name on the phantom record will be fake,
generated by the DCC. The visit code on the phantom record will change from month to
month following the normal sequence of visits as specified in the Manual of Operations.
(Note: This form should be entered into Datalex)

To be completed by dietitian.

Original 3-Day Food R {to )
Patient Identification NUMDEeT.........ccviiiiiiiimmtineere e s

Patient Name COde............ceuivevemieeieriennenereresnsseeseessessessesssessassesssesrsosns -
ClNICAI COMET ........ceeeieeeiiiiiiiiirecerecreie v ereerereereereresesressensnnsssssesseressrnnsenensesnssssssnnnsen —_—
VISH TYP ..ttt ee ettt ee e es e e ce et aeesetetate et e aean s eaessaessaeaeensansnsssssseessnnnssesnnnrnnsanas o
ViSit NUMDEY.........ccoieeeviiiirtiieieeeeevrrnniesuneerreeereeseesersesnrensereenseerenresssnsensnsnnnnen -
Date of Day 1 of Diet ReCord...............oouiueumcicieieiiiveeeeenereevevennnene | 1 _
Date of Day. T ettt er e ettt sttt s e st etet et et enan e e e ] R
VSTt TP . ciieieieiceiiiiee et cecectree e e ceseereteteeereeessesesssenstssnssnssnsnessnseassassasssssnsrsnssnsnssnsssnannenn _
ViSI NUMIDL......oviiiiiiiriiiiii it eerereeestssssressssessessasnssssnsesnnssasasansnnsnnesens e

Date this form completed..........ccccovevvevveveeerrnreenccveeeessesceivessiseene___ 1 |
Certification number of person completing this form............c.cccueeee. ———
Date form entered...........cccoveiiveinreeeciennnccirrcrecesrnereerene e naes / /

Retain a copy of this form for your files. Send the original to the MDRD Study Data

lC:c;:;;dinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
abels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1680
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INSTRUCTIONS for Form 67
Page 1 of 1

Modification of Diet in Renal Disease Study
Instructions for Completing Form 67

OPOMET (o) (0) G FO

PURPOSE: To monitor reliability of measures between examiners.

COMPLETED BY: Measures are taken by two examiners (dietitians)
on one patient each month.

Following are instructions for completing Form 67.

Measures are taken on one patient monthly. The choice of
patient is random and may be determined by such guidelines as
patient consent and convenience of scheduling. It is suggested
that the same patient not be used for this exercise more than
once, if possible.

All measures are taken once by both examiners. Each
examiner should take all the measures once while the other acts
as a recorder; they should then switch roles. If the measure
taken by one examiner differs from the measure taken by the
second examiner by more than the acceptable limits listed below,
the measure is repeated by both examiners. Measures that must be
repeated at the same body site should be taken at least 30-60
seconds apart. Examiner #1 records the first measure in blank
(a) and the repeat measure, if necessary, in blank (b) of each
item; examiner #2 records in blanks (c¢) and (d).

Acceptable limits for differences between measures taken by
two examiners are:

Weight: Within 200 grams
Stature: Within 1.0 cm
Elbow breadth: Wwithin 2.0 mm
Arm circumference: Within 4.0 mm
Skinfolds: Within 4.0 mm

If necessary, the code for "tight skin" (60.0) should be
entered in the appropriate space for skinfold measurements. If
the measure exceeds the limits of the calipers, the code 70.0
should be entered in the appropriate space.

. JY2




r J Form 67

E

v__ Page 1 of 2

For DCC use only T
Rev. 11/88

Modification of Diet in Renal Disease Study

ANTHROPOMETRY MONITORING FORM
OSE: To monitor reliability of measures between examiners.
COMPLETED BY: Two examiners (dietitians) each month.

Form

Y - ¥ 4

1. Patient Identification Number.....eceoeeeee

2. Patient Name COde....-....-..-.......-..........-.

3- clinical centera-oo.o.aocooo-ooo-n-.toco..oo..cccln.o.t._

4. a. Date of Visit...... T e oo /__ /__
b. Visit Type....l.........0'...........".-...I...'.'....._F..
C. Visit Number.......eeeceeceoes s eesesetcassacensen .

Measures

‘5. Weight (Kg).¢.eveeveenneeereeeso. (Examiner #1) a. __ _ _ . __
® b .
(Examiner #2) c. __ _  _ .__
d. .
6. Stature (cm).....vicvvveneanss ... (Examiner #1) a. __ _  __ .___
b. .
(Examiner #2) c. __ _  _ .__
a. .
. 7. Elbow breadth (cm)...eveveeses...(Examiner #1) a. e
b. e
(Examiner #2) c. e
da. e
8. Upper arm circumference (cm)........(Examiner #1) a. __ __ .
b. __ .
(Examiner #2) c¢. __ ___.__

d. .

2. 943




Patient ID Number

Skinfolds: Code for tight skin = 60.0

Form 67
Page 2 of 2

Code for measure exceeding caliper limits = 70.0

9. Triceps skinfold (mm)......¢........(Examiner #1) a.

(Examiner

10. Biceps skinfold (mm)........c.......(Examiner

(Examiner

11. Subscapular skinfold (mm).......... . (Examiner

(Examiner

101. Date this form completed.........veeeeeenen_ /___ /__

b.
#2) c.
d.
#1) a.
b.
#2) c.
d.
#1) a.
b.
#2) c.
d.

102. Certification number of dietitians completing form:

a) Examiner #loo.o.oo-oo.oo.oo.-ooo.-o.-o.ooo

b) Examiner #2

103. Date form entered......coiiiiiiiinaneeennnnn__ / /

oooooooooooooooooooooooooooooo

104. Certification number of data entry person.....

Please use MDRD Study mailing labels

WHITE COPY-—Send'original to MDRD Data Coord. Ctr., Cleveland

PINK COPY --Retain in patient file

2. 244
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, Rev. 1-24-89 INSTRUCTIONS for Form 70

Modification of Diet in Renal Disease Study

Instructions for Completing Form 70
BASELINE DIET PRESCRIPTION FORM

PURPOSE: To provide a calculation and summary of the
Baseline Diet Prescription
COMPLETED BY: Dietitian after Baseline OA and before Baseline

Visit 1. To complete this form you will need:

DCC Flow Sheet and Report of BOA Three-Day Food
Record

(Note: This form should be entered into Datalex).

Following are instructions for completing specific questions on
Form 70.

Page 1

Item ,

5. Usual Daily Dietary Protein Intake is an average
calculated from the EPI and the Average Dietary Protein

* %

Intake.
a) EPI (estimated protein intake) gm/kg/day is from the
‘ DCC flow sheet. This is a calculation using urea
nitrogen plus a factor (0.031) for nitrogen loss in

feces and non-urea nitrogen losses times standard body
weight. To convert nitrogen to protein, this is
multiplied by 6.25. U Prot is the 24 hour urine
protein excretion in excess of 5 g/day and is added to
the equation.

EPI = 6.25 x (Urea Nitrogen + [0.031 x Std B4 Wt]) + U Prot
Standard Body Weight

b) Average Dietary Protein Intake (gm/day) - use the
average of the Three-day food record obtained at
Baseline Visit OA. Code which method was used to
analyze the Three-Day Food Record.

1
2

NCC Data Base Nutrient Summary
CDDT (Computerized Diet Design Tool)

c) Divide Protein Intake in grams per day by Standard Body
Weight to get gram/kg/day.

a) Total items Sa and 5c

e) Divide the total in S5c by 2. This gives the average of
the EPI and the dietary protein intake in grams per kg

' per day.

**Note calculations should not be completed unless both EPI and
average Dietary Protein Intake Values are available.
2.A4S
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6-16-89 INSTRUCTIONS for Form 70
Page 2 of 3

Baseline Diet Protein Prescription

Use the chart to determine the protein prescription based on
the usual protein intake, for example:

A patient with a GFR of 28 and a Usual Protein Intake
of 1.1 gm/kg, would have a Baseline Diet Protein
Prescription of 0.90 to 1.30 gm/kg/day

or

A patient with a GFR of 18 and a Usual Protein Intake

of 0.83 gm/kg/day, would have a Baseline Diet Protein
Prescription of 0.60 to 0.90 gm/kg/day.

NOTE: If a patient with a GFR >25 has a Usual Protein Intake
less than 0.90 gm/kg/day, check to determine if protein
intake had recently been restricted or if this was a
temporary change in eating habits. Determine if the patient
and the physician are willing to accept a Baseline Dietary

" Protein Prescription of 0.90 to 1.30 gm/kg/day. If the

patient is not willing to increase his protein intake to
0.90 to 1.30 gm/kg/day, he should be excluded from further
participation since it is unlikely he will be a candidate
for randomization. (Also see Protocol, Page 9.7)

Baseline Diet Calorie Prescription

a) Code which method was used to analyze Three-Day Food
Record from baseline visit OA:

1

NCC Data Base ( Nutrient Summary Report)
2

CDDT (Computerized Diet Design Tool)

n

b) Enter the Average Calorie Intake from BVOA Three-Day
Food Record.

c) Estimated Calorie Range

The recommended calorie range during the Baseline
period is 30 to 45 kcals/kg standard body weight per
day. However,. if a patient has been following a
calorie-modified diet (i.e. <30 kcals/kg) before
entering Baseline, he/she may continue to follow their
current eating plan. Patients desiring to initiate
weight reduction at the start of or during the Baseline
period should be advised to wait until the Follow=-Up
period unless extreme circumstances arise. Significant
or rapid weight gain or loss (greater than 2 kg) is not
recommended during the Baseline Period. Upper calorie
ranges may be necessary for patients who are physically

very active.
Y 2.0



Rev. 1-24-89 INSTRUCTIONS for Form 70

d)

Page 3 of 3

Baseline Diet Calorie Prescription is a range based on:

b) the average calorie intake at BVOA
c) the estimated calorie range
d) clinical judgement

It may be useful to give a wide calorie range during
Baseline to enable the patient to have flexibility in
his eating choices and then to more closely assess hls
caloric needs for his Study Diet Prescription.

2,2



| ] E__ Form # 70
For DCC Use Only A Page 1 0f2
Rev. 3 1/15/89 T_

MDRD)

Modification of Diet in Renal Disease Study
Baseline Diet Prescription Form

Purpose: To provide a cakulation and summary of the BASELINE DIET PRESCRIPTION.

To be completed by the dietitian after Baseline 0A and before Baseline Visit 1. To
complete this form you will need the DCC Flow Sheet and the report of BOA 3-Day Food
Record. (Note: This form should be entered into Datalex.)

FORM# ...t seeeeeeseaset e s s s e s s s sa s soa s e s b bt sa b s st b b ane s e b be s snteensanannbanananns 70
Patient Identification NUMDET.........c.ccvicrvvermmernenreeeerereeserenensisnvens
Patient Name Code........ccccei i sses sensenenees o
CHNICAI COMBN ... eeieiieeeeeriieee et eeereitteve s teeserasstsasaassnrnnss ssrnnnsssesssssseresnssstenennons -
a. Date of Visit at which this prescription is given..............cceeeeee |1
D.  VISH TP . uiiiiieeiirecre et ee e seee e e e e ser e sr e e st e s sae s sabes su b be s b b et e s e b e e s be e br s e s aban e B
C. VISIt NUMDEI.......ccviiiieicerierirrer et seeseeserestsesaesstc cvasssse rabesstnbes b anassavassvssenns 01.0

Usual Dally Dietary Proteln Intake
This is an average calculated by the following:
a. EPIfrom DCC flowsheet gmvkg/day (from BO Visit)............

b. Method used to determine Average Dietary Protein Intake (grm/kg/day) obtained from
the Baseline Visit BOA 3-Day FOOd ReCOrd ..........ceeeimimieiiimniiimmiiniiieieeiereesvveieannees,

1 = NCC Data Base T
2 = CDDT '
c. Average Protein intake from 3-day food record (gmvkg/day):
e -+ e = e
Protein Intake from Divided by (Standard Body Weight
3-day food record trom DCC Flow Sheet)
(grams per day)
d. Total items 5a and 5¢ (gm proteinkg/day) .........cccceereiunnene e
e. Usual Protein Intake (g/kg/day) Total (from 5d) divided by 2............. — e
Baseline diet protein prescription range (gm/kg/day) Use chart below.
a. Minimum protein PreSCrption .............cccceeiviineireninnreniensnnniessenssseenns —
b. Maximum protein pPresCrplion .........cccccveeeeereerreiriniiiiniiiiiciessisesee s s seeneanss e
G Usual Protein Intake Protein Prescription
(ml/min/1.73m?2) (akg/day) | (a/kg/day)
(item Se)
225 20.90 0.90-1.30
<0.90 ¥ 0.90 - 1.30
<24 0.90 - 1.30 0.90-1.30
20.60 - <0.90 0.60 - 0.90
<0.60 0.60

¥ At end of baseline, would not be eligible to be randomized

PWO 1681
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101.
102.
103.
104.

Patient ID Number Form# 70

Rev. 3 1/15/89 Page 2 of 2

Modification of Diet in Renal Disease Study
Baseline Diet Prescription Form

Baseline Diet Calorie Prescription
a. Method used to determine Average Calorie intake obtained from Baseline Visit BOA
3-Day FOOd RECOIM........cccceriveiiirerniriccsnnescinsnisssnssenesessssssatssssessnss sasssseanescssnsnanns _
1 = NCC Data Base
2 = CDDT

b. Average Calorie Intake (Kcaliday).........cc.vvccrrvreererieiinmeniscnniesieresennnsnnns
c. Estimated Calorle Range

i.  Minimum;
30Calories x ___ _  _ .__ kg = _ ____ . Kcas
Sid y Weight
(DCC Flow Sheet)
i.  Maximum:
45Calories x __ _  _ ._ kg = ____ _ ____ Kcals
Std Body Weight
(DCC Flow Sheet)

d. Calorie Prescription is a range based on clinical judgment, Average Calorie Intake
(Question 7b) and Estimated Calorie Range (Question 7c).

i. Minimum Baseline Diet Calorie Prescription (Kcaliday)..........cc.cce...

i. Maximum Baseline Diet Calorie Prescription (Kcal/day)

............................

Retain a copy of this form for your files. Send the original to the MDRD Study Data

Coordinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1681
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Rev., 7-17-89 INSTRUCTIONS for Form 71
Page 1 of 6

Modification of Diet in Renal Disease Study

Instructions for Completing Form 71

STUDY DIET PRESCRIPTION FORM

PURPOSE: To provide a concise summnary of the STUDY DIET PRESCRIPTION
for calories, ketoacids, supplements, and other special
dietary considerations.

COMPLETED BY: Dietitian after Randomization and before Follow-Up

‘Visit 1. (Note: This form should be entered into
Datalex)

To complete this form you will need: - DCC Flow Sheet

- Study Diet Prescription Report
from DCC

- Dietary Information Summary
Report from DCC

Following are instructions for completing specific questions on Form 71.

. Page 1

Item

5. Individualized Calorie Prescription

a) Review and enter the calorie prescription of the Baseline Diet
reported on the Study Diet Prescription Report.

b) Circle the correct response to the question regarding patient's
weight change since the screening visit.

c) Code and enter (1l=Yes, 2=No) if weight loss is currently

recommended for management of blood pressure, diabetes or
hyperlipidemia.

4a) Circle the correct response to the question regarding the
patient's desire to change weight.

e) Code and enter if Study Diet calorie goals are recommended for:

1l = weight 1loss 2 = weight gain 3 = maintenance

2.850




Rev. 7-17-89 INSTRUCTIONS for Form 71
Page 2 of 6

. £) Total Calorie Prescription should not be less than 30 kcal/kg/
SBW/day unless weight loss is recommended for management of blood
pressure, diabetes or hyperlipidemia, or if the patient desires
to lose weight and the dietitian also recommends weight loss.

The calories prescribed should not be less than 25 kcal/kg/day.
If the lower end of the recommended calorie range is less than 25
kcal/kg, state the rationale. (Use a maximum of 20 characters to
enter reason for low calorie prescription.)

Calories may be prescribed up to 45 calories/kg/day for patients
who are physically very active. If calories are recommended
above 45/kg/day, enter the rationale.

Page 2
Item
6. Standard Prescription for Vitamin Mineral Supplement

a) MDRD Multi-Vitamin Tablet - enter the number of tablets

prescribed per day (all study patients are prescribed 1 tablet
per day.)

b) Iron Supplement - enter the iron supplement prescribed in mg of
elemental iron per day (study K and L patients should receive at
least 60 mg per day). If no iron supplement is prescribed, enter

zero.
. c) Code and enter type of iron supplement:
1l = ferrous sulfate
2 = ferrous fumarate
7. Calcium Supplement Prescription
a) The recommended MDRD calcium intake is between 1450 and 1550 mg
per day. Use clinical judgement or 1500 mg as a recommended
intake.
b) Calculate and enter the estimated amount of dietary calcium

prescribed based on a CDDT analysis of the 7-day menu. If the 7-
day menu is not available, estimate the dietary calcium

prescribed by the number of servings of dairy products included
in the menu plan.

c) Subtract the estimated dietary calcium intake of the 7-day menu
(7b) from the recommended calcium intake (7a) and enter the
calcium prescription in mg.

2.2F]




Rev. 3 7/91 INSTRUCTIONS for Form 71

9.

Page 3 of 6
d) Ehterthenameofthe(hlcitm&lpplenartprascribedanicodeas
listed below:
Name of Elemental cium

1 = BIO CAL ~ 250 250 my
////Z/#/ﬂl¢/m/f/ﬂﬂﬂ///////////////////Sﬂﬂ/m deleted 7-10-89
3 = CALTRATE ~ 600 my

4 = CAL SUP 300 mg

5 = 0S CAL (also chewables) 500 mg

6 = TUMS - REGULAR 200 mg

7 = TUMS - EXTRA STRENGTH 300 my

8 = ROXANE (GENERIC) _ 500 mg

9 = Calcium Citrate 200 mg

10 = Tums Liquid 400 my per teaspoon
11 = OsCal 250 mg

12 = Calcium glubicnate (liquid) 115 mg per teaspoon

13 = Calcium citrate (effervescent) 500 mg
14 = Rolaids 130 mg
15 = Phos-Ex ' 250 mg
16 = Phos-Ex 125 mg
17 = Phos-Ex 167 g
18 = Phos-Ex 62 mgy

e) Enter the dosage of elemental calcium per tablet (mg)

£f) Divide the Calcium Prescription (7¢c) by the dosage per tablet
(7€) to determine the mmber of calcium tablets ibed per
day. Ifthemsultismtawl’xolenmae.r, usual rounding rules
may not apply. Ymmayneedtomnﬁupordowntobstmeetthe
prescription; either method is satisfa .

Ketoacid Tablets Prescription - anly for Diet K patients who are
prescribed tablets. For all others, enter zero.

a) Enter the mumber of Ketoacid tablets prescribed per day. (See
the study Diet Prescription Report. Dailydose=0.28ngperkg
standard body weight. One tablet cantains 0.93 gm ketoacids.)

b) Divide the mumber of Ketoacid tablets between the meals eaten
basedmxghlymthemloriedistrihrtim of the meals. For
example, if a patient’s usual calorie intake at breakfast is
approximately 1/4 of total calories for the day, then allocate
the mmber of ketoacid tablets in a similar distribution.
Ifapatientskipsameal, he would divide the tablets between
cid Packets i ion -~ only for Diet K patients who are

prescribed packets. For all others enter zeros.

a) B'lterthetctalnmberofl@toacidpadtetspz&scribedperday
(See the study Diet Prescription Report. Daily dose = one packet
[2.8 gn] per 10 ky Standard Body Weight.)
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Rev. 2 4/15/90 INSTRUCTIONS for Form 71
Page 4 of 6
b) Divide the muber of Ketoacid packets between the meals eaten

based roughly on the calorie distribution of the meals. For
example, if a patient’s usual calorie intake at breakfast is
approximately 1/4 of his total calories for the day, then divide
the number of ketoacid packets in a similar distribution.

If a patient skips a meal, he would divide the packets between
the remaining meals.

10. Other Dietary Consideration

a)

b)

Sodium - The decision to limit sodium intake should be discussed
with the physician. Then enter the code which best describes the
adjustment necessary. (1-4)

blood pressure management

other reason or cordition

both of the above

no reduction of sodium is necessary

DLW N

Note: If a patient enters the study already following a sodium

restricted eating pattern, yet the physician does not feel that
this reduction is necessary, the answer to 10(a) should be "4".
The decision should be made at the clinical center as to whether

the patient may stay at that level of intake or be counseled to
increase sodium.

If the patient is already following a sodium restricted eating
pattern and the physician feels that no further adjustment is
necessary, enter "4" in item 10(a).

However, if the patient enters following a sodium restricted
eating pattern and the physician prescribes one that is lower,
the answer to 10(a) should be "1", "2", or "3".

If reduction is recammended for blood pressure management
calculate the reduction using an average of the urine sodium
values (mEq) from the 24-hour urine collections from Baseline
Visits 0, 1, 2, and 3 (See Study Diet Rx Report). To convert mEq
to mg multiply by 23. A reduction of 30% of the average urine
sodium excretion is recammended for management of blood pressure.
Multiply urine sodium excretion in mg by 0.70 to cobtain a 30%
reduction; enter the sodium prescription in 10d. The percent
reduction of 30% is a recommendation which should be evaluated on
a patient to patient basis. An adjustment other than 30% may be
used if clinically appropriate. For example, if a patient has
already reduced his sodium intake a 20% reduction might be
recammended. In this case follow this example by crossing out
the .70 and use the .80% reduction:

2.253




Rev. 2 4/15/90 INSTRUCTIONS for Form 71
' Page 5 of 6

- ___mEq x 23 p 4
Average Urine Sodium  Atamic itutes
Excretion from Weight

Visits 0,1,2, and 3
(See Study Diet Rx
Report) 0.80 =

This constitutes a
reduction of 20%

There is no data entry range check an the calculation for
milligrams of sodium per day.

c) If sodium reduction is necessary for a condition other than blood
pressure and/or if amount is adjusted by physician, enter the
condition or note MDRX (use a maximm of 20 characters). This is
a good place to enter the exact percent used in 10.b. 1In this
way this information becames part of the data base. For example:
(Comment:_20% reduction used)

' (20 characters maximum)

d) Enter Sodium Prescription in mg. The Sodium prescription should
be the number cbtained in 10b. Dietary sodium should not be less
than 1200 mg.

11. Alcohol Intake
a) Code and enter if reduction is necessary for:

blood pressure

other reasons or conditions
both

no reduction is necessary

S W N

b) If alcohol reduction is necessary for a condition other than
blood pressure, enter the condition. (Use a maximm of 20
characters)

c) Enter the number of alcchol equivalents per day:

1 alcchol equivalent =

1 1/2 oz 80 proof distilled spirits (whiskey, gin, vodka,
etc.)

4 oz dinner wine

12 0z beer

259
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Limit intake to 2 or fewer alcchol equivalents per day or as
recommended after consulting the physician. This recammendation
is tobe evaluated on a patient to patient basis. There is no

data entry range to check on the mmber of drink equivalents that
you determined.

12. Potassjum Prescription

a) Code and enter (1 = yes, 2 = No) if a special prescription is
necessary for dietary potassium intake. The recoammended intake
is 50 - 150 mEq or

1050 - 5850 mg per day

b) Enter Potassium Prescription in mg. (If no special prescription,
leave blank.)

13. Phosphorus Prescription

a) Code and enter (1 = yes, 2 = no) if a spec:.al prescription is
necessary for dietary phosphoms This is determined by the
serum value. If the value is aut of rarnge (<2.5 or >4.5 mg/dl),
the prescription should be determined by the physician.

b) Enter Phosphorus Prescription in mg. ' (If no special
prescription, leave blank.)

14. Percent of Calories from nutrients - Code and enter (1 = yes, 2 = No)
if percent of calories needs to be adjusted for:

a) diabetes
b) hyperlipidemia
c) other (specify) using a maximmm of 20 characters.

Enter percent of calories from fat. Recommended
distribution is less than 45%.

Enter percent of calories from carbohydrate.
Recommended distribution is 45 to 60 percent.




-t

> oo

| | E__ Form # 71

For DCC Use Only \) Page 10f5
Rev. 3 1/15/89 T

MDRD)

Modification of Diet in Renal Disease Study
Study Diet Prescription Form

Purpose: To provide a concise summary of the STUDY DIET PRESCRIPTION for calories,
keto acids, supplements, and other special dietary considerations.

To be completed by the dietitian after Randomization and before Follow-Up Visit 1. (Note:
This form should be entered into Datalex)

To complete this form you will need the DCC Flow Sheet and the Study Diet Prescription
Report.

Patient Identification Number

.......................................................

Patient Name Code

07114 0% 1014 =Y S -
a. Date of visit at which this prescription is given........ccccceecveeeeveee__ 1 |
LT T Y « TR E
€. VISit NUMDEN ...ttt rerresente e sre e srbeaes sn s re ae e s s emmbeneenens e
Individualized Calorle Prescription
a. Review Baseline Diet Calorie Prescription (See Study Diet Rx Report)
i. Minimum Baseline Diet Calorie Prescription............. -
ii. Maximum Baseline Diet Calorie Prescription............ e
b. Has patient's weight changed since Screening Visit? ........................ —
1 = Lost ’
2 = Gained
3 = No Weight Change
c. Is weight loss recommended for management of: (1 = yes, 2 = no)
I BlOOT PreSSUIE ......cooouerveereiiineeriererieeetiessssrrrreeeseseeesssssssansassasssenssiesassesesseennnnns o
LI 0 -1 L= STy U U TP .
fil. HYPerliPIAEMIA........cceeereeiiirieie ettt et e e enreesreearanessneeessssseesanns _
d. Does patient desire to change weight?...........cc.coeeirerreeenieencereenreereesseeseeseessnessnes S
1 = Lose
2 = Gan
3 = Does not want to change
PWO 1682

2.255
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Modification of Diet in Renal Disease Study
Study Diet Prescription Form

(Continued)

e. Study calorie goals are recommended for: (Code 1,2, 0F 3).....cc.cociiviiioninnnccnnicnnans _
1 = Weight loss
2 = Weight Gain
3 = Maintenance

f. Total Calorie Prescription (Kcal/day) Adjust calorie range as necessary based
on the above considerations and clinical judgment
i. Minimum Total Calorie Prescription............cccoevreiensenvnreerinnnecennennn, S
ii. Maximum Total Calorie Prescription.......cc.cececreeeririimiceicnininiiineennnnnes e

iii. H calorie range is less than 30 or greater than 45 calories/kg, note rationale:

(20 characters maximum)

. Standard Prescription for Vitamin Mineral Supplements

a. MDRD Muti-vitamin Tablets (tablets/day) (All study participants should be prescribed
11aDIEE POT BaY.) . ciiccciieiririrrcrrresrene sttt e s et e e s e s aa s sesesse s an _

b. Iron Supplement (mg/day) (Study Diet L and K: at least 60 mg/day elemental iron).
Enter "0" if NOt Prescrbed. .........cceivieivnieriiiinicinnermienin e -

.........................................................................................................

1 = Ferrous Sulfate
2 = Ferrous Fumarate

. Calclum Supplement Prescription
a. Recommended MDRD Calcium intake (must be between 1450 mg and
1550 mg per day) is based on clinical judgment (mg/day).............c.........

b. Estimated calkium intake (mg/day) is based on analysis of 7-day
menu plan or prescribed number of servings of dairy products

¢. Calcium Prescription (mg/day) (Subtr_act TOIOM 78) ...vcererieernrineennnes
d. Calcium Supplement Code Number

..................................................................

Name of Calcium Supplement

e. Dosage of elemental calcium per tablet (mg)

...............................................

f. Number of Calcium Tablets calculated by: { If decimal obtained, round up to the
nearest whole number.)

Catt divided dosagenablet
Supplement by (7e)
Prescription )

(7¢)

PWO 1682
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‘ Modification of Diet in Renal Disease Study
: Study Diet Prescription Form

8. Keto Acld Tablets Prescription--For participants on Diet K who are on prescribed
f1ablets. (Daily dose = 0.28 gm per kg Standard Body Weight. One tablet contains 0.93
gm keto acids.) H not prescribed, enter "0".

a. Total Number of Keto Acid Tablets Prescribed Daily
(See Study Diet Prescription Report)

...........................................

Distribute tablets based roughly on calorie distribution of meals:
b. Number of tablets at MOMING MeAL ..........c.ccciiiveeireieiiririrrrcerrrrricree s e seeseeeeseeenns

¢. Number of tablets at midday meal

......................................................................

d. Number of tablets at @vening Meal............c.ocerveeiieeeiiereiecriecr e crressreeranes

9. Keto Acid Packets Prescription--For participants on Diéet K who are on prescribed
packets. (Daily dose = one packet (2.8 gm) per 10 kg Standard Body Weight.) If not
prescribed, enter "0".

a. Total Number of Keto Acid Packets Prescribed Daily
(See Study Diet Prescription Report)

..........................................

Distribute packets based roughly on calorie distribution of meals:
b. Number of packets at mOrnING MEAL...........ccoccinuinineeicrrecrcnieiereesce e nseaeseeeenss

. , . Number of Packets at MIGAAY MEAL............eeueeeeeereerensereesessssasmsenseesesesssssssessseses

d. Number of packets at evening meal

OTHER DIETARY CONSIDERATIONS
10. Sodium
a s reductéoFr: necessary for blood pressure management or other medical conditions?..____
1 =
2 = Other
3 = Both
4 = No reduction necessary

...................................................................

If no reduction necessary, skip to item 11.
b. Recommended reduction for blood pressure management calculated by:

- _ _mEq x 23 X 0.70 =
Average Urine Sodium Atomic This constitutes
Excretion from Baseline Waeight a reduction
Visits 0, 1, 2and 3 of 30%
(See Study Diet Rx Report)
AND / OR
c. Other adjustment (Comment: )
(20 characters maximum)

d. Sodium prescription (mg/day)*

.............................................................

* Sodium prescription should not be below 1200 mg per day.

PWO 1682
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11.

12.

13.

14.

Patient 1D Number Form # 71

Rev. 3 1/15/89 Page 40f 5

Modification of Diet in Renal Disease Study
Study Diet Prescription Form

Alcohol Intake
a. Is reduction necessary for blood pressure management or other conditions?..............
1 =BP
2 = Other
3 = Both
4 = No reduction necessary

If no reduction necessary, skip to item 12.

b. Other adjustment (Comment. )
(20 characters maximum)

If yes, limitintake to 2 or fewer alcohol equivalents per day (see Instructions for Form #71)
or as recommended by physician.

c. Number of Alcohol EQuIvalents/day ...........coveceiiiieiiiieerinieeiiieiie et e aenns

Potassium Prescription (mg/day) by physician.
a. Is a special potassium prescription necessary? (1 =yes, 2 =MN0).....ccceeireeniireccrenensanns

If no, skip to item 13.

b. Potassium Prescription by physician (mg/day)

.......................................

Phosphorus Prescription (mg/day) by physician. .
a. ls a special phosphorus prescription necessary? (1 =yes, 2 = N0).....cccecuerenriinninncnnn,

If no, skip to item 14.

b. Phosphorus Prescription by physician for serum values out of range
(mg/day)

..........................................................................................

Does Percentage of Calorics from nutrients need to be adjusted for. (1 = yes, 2 = no)

F- T 01 1o -1 U3 USRS

D. Hyperlipidemia.......cc.ccovurreimeimercirsisiessiissnieriirescisisnsesisisnssrssessisssissninansessisss e

c. Other (specity):

...........

(20 characters maximum)

it yes:
d. Percent of calories from fat (Recommended = <45%)

e. Percent of calories from carbohydrate (Recommended = 45% to 60%)...............

PWO 1682

2.a58



101.
102.
103.

104.

Patient ID Number Form # 71

Rev. 3 1/15/89 Page5of 5

Modification of Diet in Renal Disease Study
Study Diet Prescription Form

Date this form completed..........cccveriveerreirieiceinreseerenscsennenenens / /

Certification number of dietitian completing form

D T PP R P P PP PPy —

Date fOrm @NLEred..........coceevrveiirmrvnreirerseississssessesssssssesssensssnssesens / /

Certification number of data entry person

............................................

Retain a copy ot this form for your files. Send the original to the MDRD Study Data

Coordinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
labels: '

WDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1682
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Modification of Diet in Renal Disease Study
Instructions for Completing Form 72

PECIAL ARY RM

PURPOSE: To provide a calculation and summary of any changes to the Study Diet
or additional Dietary Supplements or Prescriptions.

COMPLETED BY: Dietitian ONLY for patients who require changes in diet prescription due
to Action Items or additional dietary considerations at any time during
Follow-Up.

(Note: This form should be entered into Datalex)
To complete this form you will need:
DCC Flow Sheet

Nutrient Summary Report from NCC
Dietary Information Summary Report

INSTRUCTIONS:

For Study C patients - Post stop point use visit type = K. Only visit numbers
with .0 or 1.5 and 2.5 are allowed. No .8 or .9’s are acceptable.

Item 8: Alteration in Energy and Protein Prescription for Albumin and Transferrin Action
Item for Patients on Diet K not ing Ketoaci Wh‘ nadj EPI

is <0.40 g/kg/day,
A) Energy

For patients with an Action Item for declining or low serum albumin or
transferrin, the following steps should be taken (see Protocol, Section 13):

1. Repeat the measurement in one month.

2. Ifit pérsists, alter energy prescription as indicated below:

| DIET WEIGHT (%SBW) ACTION
All <120% Increase energy intake
(L£115% in diabetics) (until patient objects)
All >120% Increase energy intake
(>115% in diabetics) (until patient objects or
gains weight)*

*Interpretation: The goal 1s to provnde sufficient calories to resolve the Action Item but
_not to the degree that the patient gains excessive weight.

.00
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Instructions for Form 72
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The measurement should be evaluated again after one month of increased
~caloric intake. Whether further action should be instituted at this time,

such as increasing protein intake, depends on evaluation of change in the
measurement (if any) and clinical judgement.

For example, if serum albumin or transferrin has not declined further, or
has slightly increased (yet not to normal), the goal would be to continue
increasing the caloric intake without instituting an increase in the protein
prescription.

If, however, after one month a patient were unable to increase caloric
intake sufficiently enough to maintain or increase the albumin or
transferrin, and it is your assessment that this will not change, an increase
in protein intake would be warranted (see below).

If after two to three months of increased caloric intake the measure does
not begin to increase, or increases at such a marginal rate that the patient
1s at potential risk, an alteration in the protein intake should be made.

(Changes in calorie prescription must be noted on Form 72, Item 10.)

B) Protein

3. For patients on Diet K who are not taking keto acid supplements and
whose unadjusted EPI <0.4 g/kg/day and where the Compliance
Committee, in consultation with the P.1., recommends increasing the
protein prescription, the prescription should be changed to 0.575
g/kg/day.

4. For albumin and transferrin action items, refer to Table 13.1, Section

13 of the Protocol for alterations in the protein prescription. Examples
for each diet follow.

iet M - P A ;
- 1. Do not alter protein prescription or intake. Continue to monitor

serum albumin or transferrin level. Continue to encourage
adequate calorie intake.

Diet M - Most recent EP] (UNA) < 1.0 g/kg/day:

1. Increase protein jntake to 1.0 g/kg/day. (Note that the prescription
is 1.3 g/kg/day. However, this is an example where - despite the
prescription - the patient is ingesting less than 1.0 g/kg/day. Thus,
the prescription does not change.)

po Jn 1A |
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2. The added protein should be of high biological
value (HBV). For example, if the patient is
ingesting 0.8 g/kg/day (defined by EPI/UNA),
0.2 g/kg/day (1.0 - 0.8) should be HBV. Make
note of any action taken on the Action Item
Response Form (Form 23) and on the Summary of
Counseling Plan (Form 76). '

Diet L. - Most recent EPI (UNA) 0.7 a/ka/day:

1. Do not alter protein prescription or intake.
Continue to monitor serum albumin or
transferrin level. Continue to encourage
adequate calorie intake.

Diet L - Most recent EPI (UNA) 0.55 - 0.69 g/kg/day:
1. Increase protein prescription to 0.7 g/kg/day.

2. Complete Special Dietary Considerations Form

(72).
_ 3. Note that half of the protein that is added
must be HBV. To calculate the new
prescription, follow these steps:

Example: Patient ingesting 0.55 g/kg/day,
SBW = 60.0 kg

a. 0.70 X 60.0 = 042 .0
ew Protein Rx SBW gnms protein
b. See Study Diet Rx Report, item 5, for
portion of former Total Protein Rx that
must be HBV: 1 2 . 1%*

gms/day

* (Former rx of 34.5gms protein/day x 0.35 =
12.1 for this example)

c. Take the difference between the current
intake (0.55 g/kg) and the new prescription
(0.70 g/kg); divide by 2:

(0.70 - 0.55)/2 = 0.075 g/kg/day
(This provides half of the added protein as
HBV.)

d. Multiply (c) by the SBW to obtain gms
protein/day: 0.075 x 60.0 = 4.5 gns

2.l
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e. Add (b) and (d) to obtain the portion of
the new protein prescription that must be
high biological value: 12.1 + 4.5 = 16.6

New Protein Prescription

(0.70 g/kg)
Amount which must be HBV

42.0 gms/day

16.6 gms/day

Diet L: - Most recent EPI (UNA) < 0.55 g/kqg/day:
1. Increase protein intake to 0.55 gm/kg/day:
0.55 x SBW =

New Protein Intake gms protein/day

2. Calculate portion of new intake which must be
HBV Protein:
Gms Protein/Day x 0.35 = .

3. Note that the actual prescription does not
change (stays at 0.575 g/kg/day). Dietary
intake, however, is increased to 0.55
g/kg/day. Record action taken on the Action
Item Response Form (23) and in the Summary of
Counseling Plan (Form 76). Note: Form 72 does
not need to be initiated as the prescription
did not change.

‘Diet K - Most recent EPI (UNA) 0.40 * g/kg/day:
1. Do not alter protein prescription or intake.
Continue to monitor serum albumin or
transferrin levels. Encourage adequate
calorie intake.

*DCC calculates EPI(UNA) values for

Diet K based on dietary intake only; the
contribution from the ketoacid supplement
is not included.

Diet K - Most recent EPI (UNA) 0.28 - 0.39 g/kg/day:

1. Increase protein prescription to 0.4g/kg/day.

2. Complete Special Dietary Considerations Form
(Form 72).

Diet K - Most recent EPI (UNA) < 0.28 g/kg/day:
1. Increase protein intake to 0.28 g/kg/day.

2.2L3
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2. Note that the actual prescription does not
change (stays at 0.28 g/kg/day). The remedial
action is to increase intake to 0.28 g/kg/day.
This should be noted on the Action Item
Response Form (23) and on the Summary of
Counseling Plan (Form 76). '

Item 9: Altered Phosphorus Prescription

a) Enter either 1=Yes or 2=No. If "2" is entered, 9b and 9c
may be left blank.

b) Refer to Table 13.2, Section 13 of. the Protocol for

alterations in the phosphorus prescription. Examples for
each diet follow.

TREATMENT OF HIGH SERUM PHOSPHORUS

Diet M

Phosphorus intake (from most recent Three-Day Food

Record as analyzed by the NCC)

> 20 mg/kg/day:

1. Reduce jintake to 16-20 mg/kg/day

2. Prescription does not change.

3. Note action taken on the Action Item Response Form
(23) and Summary of Counseling Plan (Form 76).

4. Continue to monitor phosphorus intake and serum
phosphorus levels.

Phosphorus intake 16-20 mg/kg/day:

1. Reduce phosphorus intake to less
than 16 mg/kg/day (new goal depends on serum
level, patient's ability to reduce intake,
physician's recommendation).

2. Do not reduce protein intake to less
than 1 g/kg/day.

3. Complete Special Dietary Considerations Form (72)
to record new prescription.

Phosphorus intake <16 mg/kg/day:

1. Add phosphorus binders (physician prescription).

2. Reduce phosphorus prescription to
<16 mg/kg/day:; complete Form 72.

3. Monitor phosphorus intake with the goal of
maintaining intake at < 16émg/kg/day without
reducing protein intake to less than 1 g/kg/day.
(Primary treatment is addition of binders).

2.204
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iet
Phosphorus jintake > 10 ma/ka/day:
1. Reduce jntake to 5-10 mg/k3y/day.
2. Prescription does not change.
3. Note action taken on the Action Item Response Form
(23) and Summary of Counseling Plan (Form 76).

Phosphorus jntake < 10 ma/kg/day:
1. Add phosphorus binders (physician prescription).

2. Prescription does not change. Maintain intake at
5-10 my/kg/day.
3. Camplete Special Dietary Considerations Form.
Diet K
Phosphorus intake > 9 mg/kg/day:

1~ Reduce phosphorus intake to 4-9 mg/kg/day.
. Prescription does not change.
3. Note action taken on the Action Item Response Form
(23) and Summary of Counseling Plan (Form 76).

Phosphorus intake g 9 mg/ka/day:

1. Add phosphorus binders (physician prescription).

2.__ Prescription does not change. Maintain intake at
4-9 mg/kg/day.

3. Complete Special Dietary Considerations Form (Form
72).

Item 10:Altered Calorie Prescription
a) Enter either 1=Yes or 2=No. If "2" is entered, 10b and

10¢c may be left blank.
b) Refer to the most recent Dietary Information Summary
Report and enter the current calorie prescription in kcal/day.
c) Enter the mmber code describing the reason for the
calorie adjustment in the blank. If "other" is selected, up to
20 characters may be used (including letters and spaces) to
note the reason.
d) Record the altered prescription in kcal/day.

2.aLSs
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Item 11:

V00N E WK -
o nwnunn

10 =
11 =
12 =
13 =
14 =
15 =
16 =
17 =
18 =

Item 12:

Instructions For Form 72
Page 7 of 9

1 i i

a) Enter either 1=Yes or 2=No. If "2" is entered, skip to next item.
Otherwise, indicate reasons for change by answering each of the next three
questions. '

b) The recommended intake may be less than 1300 mg or greater than 1700 mg
based on the clinical judgement of the physician.

) Enter the estimated calcium intake in mg/day using the most recent NCC
analysis value.

d) Record the altered prescription by:
1. Subtracting 11c from 11b or
2. By entering another adjustment.

¢) Enter the name of the calcium supplement and code as listed below:

Name lemental Calci

BIO CAL 250 ' 250 mg

BIO CAL 500 300 mg del 7-10-89
CALTRATE 600 mg

CAL sSUP 300 mg

OS CAL (also chewables) 500 mg

TUMS - REGULAR 200 mg

TUMS - EXTRA STRENGTH 300 mg
ROXANE (GENERIC) 500 mg
Calcium Citrate 200 mg

Tums Liquid 400 mg per tsp.
OsCal 250 mg
Calcium glubionate (liquid) 115 mg
Calcium citrate (effervescent) 500 mg

Rolaids 130 mg
Phos-Ex 250 mg
Phos-Ex 125 mg
Phos-Ex 167 mg
Phos-Ex 62 mg

f)  Enter the dosage of elemental calcium per tablet (mg).

g) Divide the calcium supplement prescription (11d) by the dosage per tablet
(11f) to determine the altered number of calcium tablets prescribed per day.
if the result is not a whole number, usual rounding rules may not apply. You
may need to round up or round down to best meet the prescription; either
method is satisfactory.

h) Enter the amount of calcitriol (ug/day) prescribed (for patients with a
persistent adjusted serum calcium <8.5 mg/dl and phosphorus <4.5 mg/dl).
See Protocol, Section 13. ‘

Note: Changes in source of calcium (e.g., a change from calcium carbonate
to citrate) need only be recorded on Form §. Form 72 does not need to be
completed in this case.

Altered Sodium Prescription

a) Enter reason for adjustment (1-4). If "4" is entered, 12b-d may be left

blank. Discuss sodium adjustment with the physician. 2 A la




Item 13:

Item 14:

Item 15:

. Rev. 2-8-89 INSTRUCTIONS For Form 72
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b) If the adjustment in the sodium prescription is to be
the recommended 30% reduction in intake, enter the
average urine sodium excretion (mEq) from the last
three visits and calculate as noted on the form. An
adjustment other than 30% may be used if clinically
appropriate. 1In this case, follow this example:

mEq x 23 x O\7 = __
Average Urine Sodium Atomic T constitutes
Excretion from the Weight raduction of 30%

Last Three Visits

0.80
This constitutes
a reduction of 20%

There is no data entry range check on the
number of milligrams of sodium per day.

c) If a different adjustment is to be implemented, enter
up to 20 characters to note the reason example:

(comment:or 20% reduction used)

d) Enter the altered prescription (mg/day) from either 12b
or 12c. The prescription should not be below 1200 mg
per day.

Altered Alcohol Intake

a) Enter l=Yes or 2=No. If "2" is entered, 13b may be
left blank.

b) Enter the altered number of alcochol equivalents per day
as recommended after consultation with the physician.
Two alcohol equivalents are recommended however there
is no data entry range check on the number of drink
equivalents that you determined.

One alcohol equivalent=
1 1/2 oz. 80 proof distilled spirits
4 oz. dinner wine
12 o0z. beer

Altered Dietary Potassium Prescription
a) Enter 1=Yes or 2=No. If "2" is entered, item 14b may

be left blank.
b) Enter the altered potassium prescription (physician
prescription) in mg/day.

Altered Magnesium Supplement Prescription
a) Enter l1l=Yes or 2=No. If "2" is entered, item 15b may

be left blank.
b) Enter the altered magnesium supplement prescription in

mg/day.

Q2L
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Item 16; Vitamin A Prescription

" a) Enter 1=Yes or 2=No. If "2" is entered, items 16b-d may be left blank.
b) Indicate if a supplement is being prescribed (1=Yes, 2=No).
¢) If a supplement js being prescribed, enter the amount in IU/day. If a
supplement js not being prescribed, enter "0".
d) Code whether the patient has been counseled to increase Vitamin A intake

solely from dietary sources, rather than from a supplement, by entering
1=Yes or 2=No.

" Item 17: T n lemen i :
a) Enter I=Yes or 2=No. If "2" is entered, item 18b may be left blank.
b) Enter the altered iron supplement prescription in mg elemental Fe/day.
¢) Code and enter the type of iron supplement:
' = ferrous sulfate
2 = ferrous fumarate
3 = polysaccharide - iron complex

Item 18: lter rcent of Ii

: a) Enter I1=Yes or 2=No. If "2" is entered, item 18b may be left blank.
b) Enter the altered percent of calories from fat. The altered percent should be
. as low as feasible while keeping in mind protein and calorie goals.
Recommended is less than 45%.

Item 19: Itered Percent of ries from h
a) Enter 1=Yes or 2=No. If'2" is entered, item 19b may be left blank.
b) Enter the altered percent of calories from carbohydrates. Recommended is
45% to 60%; assess diagnosis and ability to maintain study goals with altered
prescription to determine percent.

Item 20: r Di Adjustmen
a) Enter 1=Yes or 2=No.

b) If dietary changes other than those noted above were made, enter up to 20
characters to describe.

2 da
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. Modification of Diet in Renal Disease Study
Special Dietary Considerations Form

Purpose: To provide a calculation and summary of any changes to the Study Diet, Dietary
Supplements, or Prescriptions.

To be completed by the dietitian ONLY for patients who require changes in diet
prescription due to Action ltems or additional dietary considerations at any time during
Foliow-Up. (Note: This form should be entered into Datalex)

When medications are changed be sure to indicate on Form 5.

To complete this form you will need the DCC Flow Sheet, the Nutrient Summary Report
from the NCC and the Dietary Information Summary Report.

PAtieNt NAME COB.....uiimiiieiiiicieeiieeeeieeeeeeeeeeeeeieeneeeeeeaseseesaseansnnesssssennnnnnns

.......................................................................................................

I

Clinical Center

. Do VIS TYPC ettt ettt e s s e e s sete s ste e s e e stbesenrae s esnneesennean E

¢. Visit Number

a. Date of visit at which this prescription is given..............cccucu...... / /

............................................................................................

.......................................................................

Randomization Diet Assignment from DCC (K, L, M)

........................................................

Blood Pressure Group Assignment

................................................................................

® N o o

Altered Protein Prescription .

For patients with Action Items for serum albumin or transferrin. Also for Diet K patients not
taking keto acids whose unadjusted EPI is <0.40 g/kg/day. (Must be reviewed by
Compliance Committee.) See Protocol Section 13 and Instructions for Form #72, for
calculations.

a. Is protein prescription being altered? (1 = yes, 2 = NO).....ccevueueerrrereeeeeceereeeeeeennnne,
if no, skip to item 9.

b. Altered Protein Prescription (@/Kg/day)........ccocererrrrerererrerresesesuenseanes

c. Portion of Altered Protein Prescription that must be High Biological
Value. I NoNe, BNLET 0" ..........ccueeeeeieeieeeeeeeereeecereeneeesessneeeseanee

9. Altered Phosphorus Prescription o

For patients with an Action ltem for serum phosphorus > 4.5 mg/di or < 2.5 mg/dl - See
Protocol Section 13.

‘ a. Is phosphorus prescription being altered? (1 =YeS,2 = N0)..cc.cccceceeeviriecreernecneeeennes L
i no, skip to item 10.

PWO 1683
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10.

11.

Patient ID Number Form # 72

Rev. 4 7/15/91 Page 2 0f 5

Modification of Diet in Renal Disease Study
Special Dietary Considerations Form

(Continued)
Altered Phosphorus Prescription (mg/day)

b. Mg X - e
Lower range Std body wt. (kg)
of Altered
Phosphorus Rx
(if applicable)

c. ____ Mg X —
Upper range Std body wt. (kg)
of Altered
Phosphorus Rx

—— ——— ——— ——

Altered Calorie Prescription

For patients with these Action Items (See Protocol Section 13): undesired weight loss or
weight gain, recommended weight loss or weight gain, declining or low serum albumin or
transterrin, or other reasons noted below in 10c. :

a. Is calorie prescription being altered? (1 = yes, 2 = no)
if no, skip to item 11.

................................................

b. Review Study Diet Calorie Prescription - See Form 71 (item #5f)
i.  Minimum Diet Calorie Prescription (kcalday) ...........

ii. Maximum Diet Calorie Prescription (kcalday)..........

c. Code reason for calorie adiUSIMENt .............o.eeueeeeeveereereeee e
1 = Recommended weight loss 5 = Diabetes management
2 = Recommended weight gain 6 = Low serum albumin
3 = Recommended for weight 7 = Low serum transferrin
maintenance 8 = Other (Specify)
4 = Blood pressure management

(20 characters_ maximum)

d. Altered Calorie Prescription (kcal/day) based on above considerations and clinical
judgment.

i.  Minimum Altered Diet Calorie Prescription (kcalday).....................,
ii. Maximum Altered Diet Calorie Prescription (kcalday)....cccceereernrennnen,

Altered Calclum SUppIement' Prescription

For patients with Action items for low or high serum calcium, low dietary caicium intake, or
other reason.

Note: Changes in caicium source (e.g., carbonate to citrate) need only be recorded on
Form 5. )

a. s calcium prescription being altered? (1 =ye8, 2 =N0) ...cc.eueevvrereveeereerrerereeeresesnns
if no, skip to item 12.

i.  For patient with action items for low or high serum calcium or low dietary intake
(1=¥85, 22 N0) .ottt ettt ee e ee e e e se e



11.

12.

Patient ID Number Form#72
Rev. 4 7/15/91 Page 30t 5

Modification of Diet in Renal Disease Study
Special Dietary Considerations Form

a. (Continued)
ii. For serum phosphorus or bicarbonate control (1 = yes, 2 = no)

............................

iii. Preference (1 =yes, 2 = no)

..............................................................................

b. Recommended MDRD calcium intake is between 1300 and 1700 mg per day.
If serum calkcium is above 10.5 mg/dl, (adjusted for serum albumin) the recom-
mended intake may be less than 1450 mg/day. Intake may be greater than
1700 mg/day if calcium is being used for phosphorus control.................

c. Estimated calcium intake (mg) from Study diet (based on most recent
NCC ANAIYSIS) ......cceecrririinrierreiecrcres ettt e s aeesaeseneeeeenesnesan

d. Cakium Suppiement Prescription (Subtract 11¢ from 11b) or
adjustment made for low or high serum calcium levels................cccu.......

e. Calcium Supplement Code NUMDET.........cccooueere et eeeeeeeee e e eeee s e e e

Name of Calcium Supplement

f.  Dosage of elemental calcium per tablet (mg)

g. Altered Number of Calcium Tablets calculated by: (If decimal obtained, round up to
the nearest whole number.)

— — i . —_— e —

Catt divided dosage/tablet
Supplement by (11f)
Prescription

(11d)

h.  Calcitriol SuppIEMENt (UG/D) .......ccooeviiiieiireceeeerer et s eesee e eese e eeesssesaa
For patients with Low Serum Calcium. See Protocol Section 13.

Altered Sodium Prescription

a. Is adjustment necessary for blood pressure management or other medical
CONGILIONS? ...ttt ettt et et e e e e eeeeeee e es e e eseneson

1 = BP 3 = Both , T
2 = Qther 4 = No further reduction necessary

if no adjustment necessary, skip to item 13.

b. Recommended reduction for blood pressure management calculated by:

- ____mEq X 23 =
Average Urine Sodium Atomic
Excretion from the Last Waeight
Three Visits
AND /OR
¢. Other adjustment (Comment: )

(20 characters maximum)

PWO 1683
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12,

13.

14,

15.

16.

17.

Patient ID Number Form# 72

Rev. 4 7/15/91 Page 4 of 5

Modification of Diet in Renal Disease Study
Special Dietary Considerations Form

(Continued)
d. Sodium prescription (MG/day)............e.eeeeeereeeeeeeereerereesseseeeeeees oo,

* Sodium prescription should not be below 1200 mg per day.

Altered Alcohol Intake

a. Is reduction necessary for blood pressure management or other conditions? (1 =yes,
2 = no)

if no, skip to item 14.

...................................................................................................................

b. Hf yes: Number of alcohol equivalents per day

...........................................................

Limit intake to two or fewer alcohol equivalents per day (see Instructions for Form #72)
or as recommended by physician. .

Altered Dletary Potassium Prescription
For patients with an Action Item for high serum potassium. See Protocol section 13. Also
il there is a specific physician prescription for potassium.

a. Is potassium prescription being altered? (1 = yes, 2 = no)
if no, skip to item 15.

..........................................

b. Altered Potassium Prescription (mg/day)

Magnesium Supplement Prescription
For patients with an Action Item for low serum magnesium. See Protocol section 13.

a. s magnesium prescription being altered? (1 = yes, 2 = no)
if no, skip to item 16.

........................................

b. Magnesium supplement (mg/day)

..............................................................

Vitamin A Prescription

For patients with an Action ltem for low average daily dietary intake of vitamin A and
carotene (<3300 IU/day). See Protocol and Manual of Operations Chapter 1.

a. Is Vitamin A prescription being altered? (1 = yes, 2 = no)
if no, skip to item 17.

...........................................

b. Is a supplement being prescribed? (1 = yes, 2 = NO)....veeeeceereeeerreereeeeseeeeeeee oo,
c. If yes, indicate IU/day

...........................................................................

d. Is patient being counseled to increase intake via dietary sources? (1 = yes, 2 = no)

Altered lron Supplement Prescription

For patients with an Action item for low serum iron or other reason.
See Protocol section 13.

Note: Changes in Iron source (e.g., sulfate to fumarate) need only be recorded on Form
5.

a. Isiron supplement prescription being altered? (1 = ¥€S, 2 =N0).ccciiiiieraneniinnnreenrenene,
If no, skip to item 18.
b. Altered iron supplement (mg/day elemental Fe).........ccoevveeevueeevereeeeronnnn




17.

18.

19.

20.

101.
102.
103.
104.

Patient ID Number Form # 72

Rev. 4 7/15/91 Page 5of5

Modification of Diet in Renal Disease Study
Special Dietary Considerations Form

(Continued)
C. SOUICE Of IFOMN..........ceiiriririeiesecere et es st eee e e eeee s eresese e e e s e s et es e e e
1 = Ferrous Sulfate 3 = Polysaccharide-lron complex

2 = Ferrous Fumarate

Altered Percent of Calories from Fat
For patients with Action Items for high LDL or triglyceride levels. See Protocol section 13.

a. Is percent of calories from fat being altered? (1 = yes, 2 = NO)...ccveueeerevereemsreerennn,
If no, skip to item 19.
b. Altered percent of Calonies froMfat................oeveeeeeeeeeeeeeeeeeeeeeeseeeese e

Altered Percent of Calories from Carbohydrate

For patients with an Action ltem for high triglyceride levels or meal plan adjusted for
diabetes. See Protocol section 13.

a. Is percent of calories from carbohydrates being altered? (1 = yes, 2 = no)

if no, skip to item 20.
b. Altered percent of calories from carbohydrate ..............eeeeeeeeeeeceeeeeereevesseen,

Other Dietary Adjustments For patients with other Action ltems or other dietary
changes as prescribed by the physician.
a. Were other dietary adjustments made? (1 = yes, 2 = no)

b. Specify:

(20 characters maximum)

Date this form completed.............cocveeeeeeeeeeereeeeeeeeeseereeeeseenens / /

Certification number of dietitian completing this form

.............................
— tr— o S——————n  ——

Date fOrmM eNtEred.........c.ovueeeeeeeeeeeeeeeeeeee e oeeeeeeeeeeeeesesssesseeeans / /

Retain a copy of this form for your files. Send the original to the MDRD Study Data

Coordinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1683
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Rev. 2 4/15/90 INSTRUCTIONS for Form # 73
Page 1 of 2

Modification of Diet in Renal Disease Study
PILL COUNT FORM

This form is used to record keto acid supplements given and to evaluate
adherence to prescriptiaon.

Pagelofthisfomstmldbeoaxpletedbyeiﬂ;erthemwedmician, study
Coordinator, Data Entry Clerk or Dietitian.

Page 2 may be campleted by any noted above but, preferably, by the Pharmacist.

Careful review of this form is very important. At time of data entry, Datalex

will calculate all figures in the EQUIVALENTS column of item 6 and all parts of
items 6c, e, amd f£. -

If a visit is missed completely, DO NOT camplete Form 73. Wait until the
patient does came and camplete the form then.

If a patient cames and does not bring in his/her pills you must still camplete
the form, indicating this occwrrence by entering -9 for items 6a or b, as
appropriate.

Page 1 of FORM:

IIEM INSTRUCTIONS

4a Enter the date of the last scheduled monthly visit which

: patient attended. Enter corresponding visit mumber.

5d Enter the mumber of days between last visit patient
attended and this visit. This should be the mmber of days
percent adherence is calculated from. If this visit is
held in the morning, then be sure it is not counted as a
day to have taken pills. You may have to adjust for half
&ys- :

Page 2 of FORM:

ITEM 6: Item 6 consists of three colums, ane for each of keto acid packets,
tablets, and equivalents. All values in the equivalents colum will be
calculated autamatically by Entrypoint and will be skipped during data entry.

Camplete BOTH of the packet and tablet columns, handling each subitem as
follows:

IIRM INSTRUCTIONS
6a Enter the mmber of packets/tablets the patient had in

their possession at the end of the last visit. This will
equal Item 6b plus Item 6g from last visit’s Form 73, plus

2.274




. Rev. 2 4/15/90 INSTRUCTIONS for Form # 73
’ Page 2 of 2
Modification of Diet in Renal Disease Study
PILL COUNT FORM

ITEM INSTRUCTIONS

any packets/tablets dispensed between the visits for
patients who run out. If the patient is not prescribed one
type, enter 0. If the patient forgot to bring the
tablets/packets, enter -9. These values are required.

6b Enter the mumber of packets/tablets the patient retirmed at
this visit. If the patient is not prescribed one type,
enter O. If the patient forgot to bring the
tablets/packets, enter -9. These values are required.

6c The difference between packets/tablets in possession at end
of last visit and returned at this visit will be calculated
(a - b). This value is calculated by Entrypoint and will
be skipped during entry. If a or b = -9, c will equal -9
also.

6d Enter the mumber of packets/tablets prescnbed to be taken
. : by the patient per day. If the patient is not prescribed
one type, enter 0. These values are required.

6e The goal will be calculated as the daily prescription times
the number of days between this visit and last visit (d x
Item 5d). This value is calculated by Entrypoint and will

6f Percent adherence is calculated as the nmumber of
packets/tablets taken divided by the goal, times 100 (c/e x
100) . Adherence is calculated for keto acid egquivalents
only. This value is calculated by Entrypoint and will be
skipped during entry. If the mumber taken is -9, adherence
will be =9 also.

6g Enter the mumber of packets/tablets pewly dispensed to the
patient at this visit. Do not include any packets/tablets
that are reissued. If one type is not dispensed, enter 0.
‘nmevaluesarereqm.red




l | Form# 73

E__
For DCC Use Only vV___ Page 1 of 2
Rev. 4 4/2/90 T___

o MDRD

Moditication of Diet in Renal Disease Study
Pill Count Form

Purpose: To record dietary supplements given and evaluate adherence to prescription.

To be completed by Pharmacist, GFR Technician, Study Coordinator, Data Entry Clerk or
Dietitian.

This tonn is to be completed at follow-up visit 2 and each visit thereafter except follow-up
visit 2a, for Diet K patients only.

Questions 1 - 4 and 6 are to be completed at each follow-up visit (referred to here as the
"last visit"). The remainder of the form is to be completed at the next follow-up visit
(referred to here as "this visit").

Note: This form should be entered into Datalex.

-h

Patient Identification Number

R R — eeene cesm— S ——

Pationt NamM@ Code.........cccooiviriieiiriiceieeieiieeeeeeiercssssssssseasssssmnnessesaneessese e

2.
. 3. ClINICAI COMBI ......ccviiinieiiierre et s s e et sr e besabeseneeesrsesrsennessseasnnesnnes -
4,

A Date of 1ast ViSit.........eeiccetrere e er e sessessie s snnnnnnnsssnseene / /

D. VIS Ty PR i e ceceieeree et ecsessabibe e e s b b br s er b ba bt st st ae et et teereeeeneeeeeeeeeeseeaenan E

PWO 1684
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Patient ID Number Form#73

Rev. 4 4/2/190 Page 2 0f 2
Modification of Diet in Renal Disease Study

. Pill Count Form

Keto Acid Keto Acid Keto Acid
PACKETS TABLETS EQUIVALENTS
6. a. Inpossession at end
of last visit...........c........e. S, e -
b. Retumned at
this visit.......cccoevvevrennrennns

¢. Taken between last
visit and this visit (a- b)....._

d. Prescription perday........

e. Goal: Number of days
(tem 5d) x d....................

f. Percent adherence: (c/e) x 100

...............................................................

g. Dispensed at this visit

101. Date form completed...........c.ccoveeeevemievrreccveennverensrenenvescnennenvsriin_ 4
. : 102. Certification number of dietitian completing or reviewing thisform.........___

103. Date form entered

104. Certification number of data entry person

............................................

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1684
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Rev. 3 7/91 - INSTRUCTIONS For Form 74
Page 1 of 3

Modification of Diet in Renal Disease Study
Instructions for campleting Form 74
DIETARY SATTSFACTION QUESTIONNAIRE
PURFOSE 1. To assess and monitor changes in the degree of satisfaction
with the quantity and quality of foods in the patient’s
diet. To assess and monitor problems in planning and

Preparation of the diet, attitudes toward the diet, and
acceptability of the diet.

2. To serve as a basis for evaluating changes in the patient’s
dietanitheeffectthesehavehadmthemjoymntof
eating.

3. To provide a gpecific opportunity for the patjent to
sumarize his/her feelings about his/her diet.

‘ OOMPLETED BY: The patient at Baseline Visit 0, Follow-Up Visit 6,
Follow-up Visit 12 and anmially thereafter. In addition to
visit types B and F, use K for post stop point Study C
visits. Visit numbers must end in .0.

INSTRUCTTONS :

1. To reduce the possibility of bias, it is suggested that
the study coordinator, (or sameone wham she/he designates),
rather than the dietitian review this form with the patient.
Explain the form by using the example at the beginning of
the form.

2. The study coordinator, or designate, will ask the patient
to camplete this form as honestly as possible based on
his/her current feelings about his/her eating habits over

3. Suggest that there are NO right or wrong answers to these

4. Inform the patient that he/she will be asked to camplete the
form at Baseline Visit 0, Follow-Up Visit 6, 12 and anmally
thereafter.

2 3d7R%



. Rev. 2 4/15/90 INSTRUCTIONS For Form 74
: Page 2 of 3

5. Ask the patient not to put his/her name on the form for
reasons of confidentiality. Spaces for the patient ID
mmber are included.

6. Ask the patient to notice a few questions in particular:

a) Questions 6,7,8,9 - check the appropriate blank
if they do not eat that meal.

b) Question 20 - write in the mmber of hours per
. day spent in meal planning and preparation.

c) Question 21 and 22 - give the patient an example
of a special food product the patient might use,
such as "light" mayonnaise or low calorie salad
dressing. Ask the patient to write in any special
food products and to ignore the coding section on
the right.

7. Code Special Food Products in questions 21 and 22 using
the following codes: (only code low protein food products)

. LO-PRO Imitation Dairy Drink Mix......... cees01
Kingsmill Unimix Baking MiX....ccceceececceces 02
Wel-Plan Cream Filled Vanilla Wafers...... ees03

LO-PRO Rice Starch Bread Pre-baked. cesesesess04
mm &lla MMix.....l........l...l..os

Wel-Plan-—-pasta (spaghetti, macaroni)........06
Med-Diet Chocolate Chip CockieS...ccececeesss.08
- Med-Diet Spice Cooki€S.eceseceeccsscscsceness09
Ratatouille (R & D IabS)eeeevecsescccccssssssll

Aproten pasta (tagliatelle, ditalini, rigatini,
R+D Labs Creamy Iemon SaUCC..ccecssccccscccces 12
R+D Labs Garlic Herb.veeeeesseosssscsoeseaessld
R+D Labs Tomato SaUCC..ecsescccccscccsscssscald
other low protein SauCE...cceeeccccceccccenss 15

other low protein bread..ccceecesecccesccceseclb
other low protein pasta...cccecevscecccceaeesl?
other low protein baking miX..cccceeeeeceeees18
other low protein cookieS.eeeeceesssessecasseld

2.979
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Page 3 of 3

other low protein gelled dessert mix.........20
low protein crackers...ceeeececccscecscasesse2l
low protein wheat starch.....ceeeeeeccceeses 22
low protein rice floUr..ceeeeceeeccececcasees23

Non-dairy liquid creamer (any brand).........24
Non-dairy powdered creamer (any brand).......25

Non—dairy imitation ice cream...c..veeeeeeee..27

other non—dairy substitutes...ccoeeeeeccecss 28
Apple du.ps/peadeearBO
Low protein rice..eiececececcceccecosasncnseseldl
Low protein porridge...cesecccsscecescecssesa3d
Country stew with beef...ccceeecervencecneeseell
Pasta alfredo with bacOn..cceeceeecceccsneeeea3s
Oriental Style riCe....eeeeeeeeecesossscceses3b

GOutttveceensnccssesosocccccacnsansensonannes 37
Carnation Instant Breakfast......cceeeeeee...38
Pasta&lita'li... -------- .............‘........39

8. At the Baseline 0 visit, ask the patient to caplete
the form only up to question mmber 24. After
randamization, at Follow-Up Visits 6, 12, etc., ask the
patient to camplete all of the form including questions 24
through 30. Only Diet K patients need to camplete questions
26 through 30.

9. For question mumber 25 regarding out of pocket costs of
foods, ask the patient to circle the mmber which best
correspands to their current sperding for food. Write their
numerical response in the blank in the right margin for DoC

coding.

Example: Ifyouspentmore. . . « . . . . 2
1. up to $5.00 per week more
2. $5.01 to $10.00 per week more
3. . $10.01 to $20.00 per week more
4. over $20.00 per week more

a.d80
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101.
102.
103.
104.

L | E___ Form # 74
For DCC Use Only vV___ Page 10f5
Rev. 4 10/4/90 T

MDRD)

Modification of Diet in Renal Disease Study
Dietary Satisfaction Questionnaire

Purpose: To assess and monitor changes in the degree of satisfaction with the quantity and
quality of foods in the patient's diet. To assess and monitor problems in planning and preparation
of the diet, attitudes toward the diet, and acceptability of the diet. To serve as a basis for
evaluating changes in the patient’s diet and the effect these have on the patient's enjoyment of
eating. To provide a specific opportunity for the patient to summarize his/her feelings about hisher
diet.

To be completed by the patient at Baseline Visit 0, Follow-Up Visit 6, 12 and annually thereatter.

Procedure: The form is to be explained to the patient by the designated reviewer using the example
at the beginning of the form. The form is reviewed for completeness.

FORM# .o ctestee ettt er e e saes e e staeshessenesnrs cantesabse s s ab s e sabeee s resaeasbe e b aessaenans 14
Patient Identification NUMDEr..........oovviierveeoreeieieieeeeneveeencsvisineenen o
Patient Name COGB.....civeirieriiiriiiiiiiieiniieseiiseisesisessseseenriensssinsssseseanes S
(o] [T TTo- 1R -1 1 | (- SO U OSSP PPRO Y e
2. Date Of VISI......cccovvveerrreierreeeierirnssrnrier e eennrars e esesen e R A
b. Visit Type (B = baseline, F = fOOW-UP) .....c..everreerserersesessssssrsssrssssssensssssssessssessssnens .
C. ViSit NUMD T ..ottt eee e e st s e s s aa s e abanaes .
Diet assigned (1 = Diet K, 2 =Diet L, 3= Diet M, 4 = Baseline) .............coeveiiriiiiinnn.., _
Date this form completed.......ccooviiiiiiiiiieiiieiiieeree e neneeeneee [ !
Certification number of person reviewing form ......cccceeveveevveveniviimnnnnene
Date fOrm enered....... ..o e e e ee e e ee e i
Certification number of data entry Person .......ccccecevervnvinienivniinnen

PWO 1685
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PatientIDNumber ___ Form#74
' Rev. 4 10/4/90 Page 2 of 5
Modification of Diet in Renal Disease Study
Dietary Satisfaction Questionnaire

Please answer these questions to help us leam more about how you feel about what you
eat.

In general, to what degree do you like the taste of spaghetti?

| Disikeextemely | 1 | 2 | 3 | 4 | 5§ | Like very much |

Below is a list of questions to which there are no right or wrong answers. Please circle the
number which best corresponds to your current feelings. Consider your eating habits
over the past four months before answering these questions.

1. Rate your overall satisfaction with the way you are currently eating: .

| Dislike extremely | + | 2 | 3 |1 4 | 5 | Like very much |

2. How often are you hungry?

(____ Hungry often [T+ T 2 T3 [ 4 | 5 | Amostneverhungry |

®

How would you describe your appetite?

. | r Foor T T2 T3 T 2 1 5 ] Exceliont 1

4. In general, are you satisfied with the taste of the food you are currently eating?

I Not satistied I+ 7T 2 1] 3 | 4 | 5 | Very satisfied |
5. Ingeneral, are you satisfied with the amount of food you are currently eating?
[ Not enough [+ T2 1 3 [ a4a | 5 | Too much |

6. a. Check here if you do not eat Breakfast and goontoquestion 7. ............cccoieeninnnnes
Are you satisfied with the amount of food you eat for BREAKFAST?

pom—

Not enough '+ T 21773 | 4 ] 5 | Too much |

7. a. Check here if you do not eat Lunch and go onto question 8. .........ccccevveeeeieniiennnns
Are you satisfied with the amount of food you eat for LUNCH?

o

-

Not enough T 1+ 7T 2 T 37T 4 | 5 | Too much 1

8. a. Checkhere if you do not eat Dinner and goonto question 9. .......cccceeeiiiiiiininnnnnnns _
b. Are you satisfied with the amount of food you eat for DINNER?

l Not enough T 1+ T 27T 3 T 4 | 5 | Too much ]

PWO 1685
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PatientIDNumber ___ Form # 74
Rev. 4 10/4/90 Page 3 of 5
Modification of Diet in Renal Disease Study
Dietary Satisfaction Questionnaire
9. a. Check here if you do not eat Snacks and go on to question 10. eeeveeseeeeesee e e _
b. Are you satisfied with the amount of food or beverage you eat for SNACKS?
C Not_enough [+ 1T 2 [ 3 ] 4 [ 5 [ Too much ]

10.

11.

12.

13.

14.

15.

16.

17.

18.

How ditferent do you feel your eating pattern is from what other people eat?

| Very ditferent | 1+ | 2 | 3 | 4 1 5 1 Not different at all ]

How do you feel about other people knowing you will be or are currently changing your
_ eating habits? :
| tbothersmequitealot | 1 | 2 | 3 | 4 | 5 | idontmindatalt . |

Do other people seem to be bothered by the fact you may eat differently than they do?

They seem to be 1 2 3 4 5 They don't mind at all
bothered quite a lot
Does eating out in restaurants cause you difficulty?
it causes me a lot 1 2 3 4 5 It is not difficult
of difficulty .
Does eating out at someone else's home cause you difficulty?
it causes me a lot 1 2 3 4 5 It is not difficult
of difficulty

How much does how and what you eat interfere with other activities in your life?

[ ttinterferesalot | 1 | 2 | 3 | 4 |

5

| tdoesnt interfere at all |

How much do you think what you eat affects your health?

r No affect [+ T 2 1T 3 1 4]

5

1 It affects i a lot |

To what degree do you feel that making changes in your diet helps to improve how you

feel?

[ Doesnothelpatall | 1 | 2 [ 3 | 4 |

5

| Helps a ot 1

How difficult do you (or whomever does the shopping) find food shopping?

[ Very difficult ' 1+ T 2T 3 7T 4 |

5

I Very easy |

PWO 1685
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Patient ID Number Form # 74

Rev. 4 10/4/90 Page 4ot 5

Modification of Diet in Renal Disease Study
Dietary Satisfaction Questionnaire

19. How difficult is it to plan and prepare your meals?
{ Very difficult | 1+ | 2 | 3 | 4 | 5 1| Very easy 1

20. How much time, on average, is involved in planning, shopping, and preparing your meals?
(hours per day)

------------------------------------------------------------------------------------------------------

21. Are there any special food products which you currently use and enjoy? (Staff person
needs to enter the f00d €0AES.) (Y/N).....occurrreiiirrerneeriinrcrreterecrneesseseeeeaneesesessseannns

if no, skip to item 22. If yes, specify:

...........................

b.

c.

...........................

22. Are there any special tood products you have tried but do not enjoy? (Staff person needs
to enter the food codes.) (Y/N)

......................................................................................

If no, skip to item 23. If yes, specify:

a.

...........................

b.

...........................

C.

23. Are there any specific problems, additional comments or suggestions you would like to

make about your current eating pattern, -nutritional supplements, or special food
products?

For patients who have been randomized into the MDRD Study Foliow Up:

24. How do you enjoy eating now as compared to how you ate in the past (before you joined
the MDRD Study)?

| liked my | like my present
previous eating 1 2 3 4 5 eating pattern
pattern much better much better
PWO 1685
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Modification of Diet in Renal Disease Study
Dietary Satisfaction Questionnaire

. Since you began your MDRD Study diet, do you spend more or less out of your own

pocket on food than you did before beginning the diet (excluding any supplements you
might receive from the clinic)? iIndicate the number which best corresponds 1o your
current spending

---------------------------------------------------------------------------------------------------------

2 = |spendless
3 = | spend about the same

a. |If you spend more than you did, indicate the number which best corresponds to your
CUITENE SPENKING. ......covceeiiiniieericrnernienaesieraessesresessestessseneneesssasiessessesssessesssesssss e -
1 = Up to $5.00 per week more
2 = $5.0110 $10.00 per week more
3 = $10.01 to $20.00 per week more
4 = Over $20.00 per week more

b. If you spend less than you did, indicate the number which best corresponds to your
CUITENE SPENAING.......couiiiieiiiiieeninenieerereresrcsbessbeessesse s neeesensessneesssesessessssssessseens o
1 = Upto $5.00 per week less
2 = $5.0110 $10.00 per week less
3 = $10.01 to $20.00 per week less
4 = Over $20.00 per week less

If not on Diet K, STOP.

For patients on Diet K only:

How difficult is it for you to remember to take the keto acids?

[ Very difficult L 1+ 1 2 T 3T 4T5 17 Very easy 1
. How difficult is it for you to actyally take the keto acids?
L Very ditficult | 1+ 1 2 T 3T 4T 5 1 Very easy |

. How important do you think the keto acids are to your health? .
L_Notveryimpotant T 1 | 2 | 3 | 4 1 5 | Very Important

. How much do you think the keto acids help to improve how you feel?

L_DOonothepatal | 1 | 2 | 3 ] 4 | 5 1 Help a lot ]

In general, are you satistied with the taste of the keto acids?
L Not satisfied at all 1 2 3 4 5 Very satisfied 1
PWO 1685
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Instructions
for
Counseling Summary Form
(Form 76)
ur and Overview orm Use
Purpose
» To summarize patient progress, problems, and strategies.
« To plan goals for next visit.
« To report compliance strategies and counseling activities used by distitians.
« To document the action taken to remediate adherence problems.

To focus intervention on compliance to the protein prescription with secondary emphasis on
compliance to other interventions: sodium, supplements, calories, high biological value protein, etc.
To inform the NCC of action taken to maximize compliance. :

+ To provide information and background to the NCC and Compliance Committee when their

consuttation is planned to help remediate out-of-range Four-Month EPI(UNA) values or aminogram
data.

Overview of Form Use
(Following is a brief overview of how the form is used; specific instructions start on the next page.)

. This form is completed by the dietitian at each Follow-Up visit, including dietitian-only visits (1A and 2A).
In_preparation for a visit or contact, review the following:
___Urine Report ___Pill Adherence Data (Pill Count Form,
___Fast Report Form (amino acid data) ~Supplement Calendar, other)
___Food/Nutrient Intake ___Compliance Flowsheet(s)
(Self-Monitoring, Three-Day Food ___Counseling Summary Form (Form 76)
Record, or Nutrient Summary Report) ___Counseling Summary Report
___How Is It Going? graph ___Counseling Assessment Report
___Waeight changes since previous visit ___Special Dietary Considerations Form (Form 72)
___Biochemistry Flowsheet(s) ___Dietary Satisfaction Report

___Action item Flowsheets

For Follow-Up Visits 1, 1A, 2, and 2A, complete items 1-6 and 8-12 only. At these visits the form is
used during/foliowing the visit (in contrast to other visits where it is initiated before the visit-see below).

-~ ...  Beginning with Follow-Up Visit 3 (and for each visit thereafter), use the form in this manner:

. Review Urine Report and aminogram data from last visit (within 5 to 7 days of the visit), and use
data to complete items 7a through 7h. Complete 7d for patients on Diet K only.

. Within 12 days after the last visit contact the patient if the EPI(UNA) and/or aminogram is out of

range as described in Manual of Operations, Chapter 1, Section 9. Summarize contact in item
7h.

‘ « If the visit is missed, hold the form and complete the remaining items at the next visit.

« The form is entered into Datalex after the visit.

2. 9806
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mpl Form

13, Enter the patient's identification number, name code, and clinical center.
4. a. Record the date the vistt is held with the patient.

Visit or Contact Code

— —0 A whole number, such as 3.0, is used to designate a_regular Follow-Up visit held at the
center.

Use the codes 1.5 or 2.5 when a 1A or 2A visk, respectively, is held at the center.
Use the code xx.7 to designate a group visit.

Use the codes 1.9 or 2.9 when a 1A or 2A visk, respectively, is conducted by
teieghong.

5. Code diet assignment using 1=K; 2=L; 3=M.
6. Code (1) for moderate MAP goal or (2) for low MAP goal.

o N kn

Before the Visit (Do not complete at Visits 1, 1A, 2, or 2A)

7. Use item 7 to summarize patient compliance based on data from the last visit. You will need the
Urine Report (and aminogram data for Diet K patients) from the last visit to complete this item.

a. Percent Agreement of EPI (UNA) with Protein Prescription: EPI(UNA) (%)
(Leave blank if urine not collected.)

Enter here the degree to which the EPI(UNA) agrees with the protein prescription based on the
urine returned at the last visit. The following equation should be used:

EPI (UNA) x 100
Protein Rx (gm/kg/day)

b. Percent Agreement of Reported Protein with Protein Prescription: Reported Protein (%)

Enter here the degree to which the reported protein (mean protein from the three-day food
record) agrees with the protein prescription. Use the value reported on last month's

Compliance Flowsheet (see row labeled *% agreement with study n* on flowsheet). When
values for reported protein are unavailable (for example, at even-numbered visits), the percent
agreement should be calculated using an estimate of protein intake based on analysis of the
most recently available data (self-monitoring records, 24-hour recall, or three-day food record). If
not possible to determine, leave blank. The following equation should be used:

Reported Protein (gm/kg/day) x 100
Protein Prescription (gm/kg/day)

c. Adherence Categories

Enter the number of the adherence category that best describes the patient’s current or most
recent level of adherence. (See Manual of Operations, Volume 1, Chapter 1, Section 9 for
definition of Adherence Categories.) Refer to the most recent Monthly Compliance Flowsheet for
the adherence category. (if necessary, determine the adherence category from locally derived
or NCC report of protein intake.) If it is not possible to determine the category, leave blank.

A.-287
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- d. (Diet K only) Evaluate aminogram end pill count (and/or records of ulf-lpnitorim such ss Keeping
‘ Track, Supplement Calendar, etc.) _for consistency between the data. Lesve blank if not on Diet K or
dats not available.

e¢. Code 1=Yes or 2=No if last visit was missed. If yes, record the resson for the missed visit (such as:
fliness, "no show”, vacation, etc.).

f. Code 1=Yes or 2sNo if patient wes discussed at study team meeting since the visit.

8. Code whether a telephone contact was made in response to an EP1 (UNA) or aminogram out of range. (isVes,
2sio)

h. Ielechons Contect Summary

1f a telephone call wes made since the last visit, summarize the discussion with the patient fncluding
problem(s) identified and strategiss developed. Complete Action Item Report (Form 23) {f EPI (UNA) or
aminogram is out of range. (Leave blank if call wes not mede.)

At the Visit
8. Patient Achievements

During the visit encourage the patient to discuss successes, achievements, and progress in working towerd or

meintsining dietary goals since the last visit. Refer to the phrases below and use up to four codes to

generally describe the patient’s perception of his progress. Include your sssessment of the patient's

schisvements (even if they are not specifically stated by the patient). Additional lines for listing
‘ specific achievements and comments are included on Form 76.

Achievement Codes

1. Patient is pleased with progress.

2. Patient met or partially met goals set at last visit or contact.

3. Patient has not made any progress.

4. Other (list other positive statements in comments section of form).

9. gelf-Monitoring Activities

The “standsrd MDRD technique* of self-monitoring (coded in item 9 below) asks the patient to keep 8 written
record of what he has esten and to use the Protein Counter to look up the nutrient content of foods. Later
in intervention the patient msy need different, simpler, or more streamlined methods of self-monitoring, such
as checking foods esten from preplanned menus or food group Lists; recording foods esten and, with the
dietitian st the clinic visit, using (DDT to analyze intake; using the MDRD Daily Food Guide; or using other
means of keeping track of intake. These sbbreviated methods of self-monitoring (coded in item Sb below) are

not considered the “stendard MDRD technique.® See Menual of Operations, Dietitisns Chapter, for a complete
discussion of self-monitoring.

8. Enter patient’s use of the “standard MDRD technique® to self-monitor protein in days per week ranging from 0
to 7. If patient is using the standsrd technique to self-monitor less regularly (for exasple, only tuo or
three times & month), enter the code 9. If patient {s not self-monitoring at all, enter 0.

b. Enter patient's use of other methods to self-monitor protein in days per week ranging from 0-7. Plesse

describe the method(s) used in the comments section below. If patient is using these methods infrequently
(for example, two or three times a month), enter the code 9. If patient is not self-monitoring, enter 0.

o). 2271
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c. Indicate the average grams of protein per day as recorded by the patient or calculated by the
dietitian from the self-monitoring tool (Keeping Track or other self-monitoring tool). If this is not
possible to determine, enter the code -9 (minus 9). '

d. Code other nutrients being self-monitored. List codes in the blanks on the form starting from the
left (for example: 2, 5, _, _,...). Blanks not used may be left empty.

0 = No other nutrients being sel--monitored

1 = sodium 5 = cholesterol

2 = calories 6 = potassium

3 = phosphorus 7 = high biologic value protein

4 = fat 8 = other (specify in comments section)

Instructions for item 10

10.

® »

1. A general question is given on the form to help direct your assessment.

2. Circle the number which best describes your assessment of the patient according to the scale

on the form. Circle 1 only if the patient has no problems in that area; then go on to the next
question.

3. If you circled 2, 3, 4, or 5 on the scale, list the possible patient problems within the assessment

area by entering in the blanks on the form the code(s) that correspond to the possible problems
listed below. Limit to 10 codes.

4. Additional lines for comments are included on Form 76.

Sklil/Knowledge Assessment

Do you have evidence to suggest that the patient has sufficient skilis and knowledge at this
time to meet study goais?

a. Using the scale on the form, rate the degree to which the patient has sufficient skills and

knowledge to meet the protein prescription and other study goals. (Go on to item 11 if *1° is
circled.)

b. List possible problem areas by entering in the blanks on the form the code(s) that correspond to
the phrases below. Enter codes starting from the left; blanks not used may be left empty.

Possible Problem Areas At This Time

finds diet too complex 10. has problems with weight gain

has problems keeping records 11. has problems with sodium intervention

has problems weighing and measuring foods 12. has problems with protein intervention

has difficulty determining actual intake 13. has problems with cholesteroi/fat
intervention

has difficulty meeting high biological value ,

goal 14. has problems complying to
supplements

has difficulty shopping for and/or preparing
foods 15. has problems with phosphorus
intervention
does not keep his own records
16. has problems with potassium
has difficulty with reading, writing, and/or intervention
using language

17. other (specify in comments section)
has undesired weight loss

2.987.3
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‘ 11.Dietitlan Counseling Activities

10.

11.

i2.

13.

14,

15.

16.

17.

18.

Instructions for Form #76
Page 5 of 8

Summarize counseling activities that you included during this contact or that you plan to use in the
next month. List counseling activities by entering in the blanks on the form the code(s) that
correspond to the phrases below. Enter codes starting from the left; blanks not used may be left

empty. Limit to 10 codes.

Counseling Activit

introduced or reviewed the Study Diet
Prescription

provided counseling regarding pill compliance

provided feedback based on self-monitoring
and/or Three-Day Food Record

_ reviewed nutrient values of foods

reviewed Compliance or Biochemistry
Flowsheet(s)

introduced or updated How Is It Going?
graph

chose not to discuss EPI

provided new or more low protein food
products

provided new or additional recipes
provided additional menus

reviewed how to use Counter

reviewed label reading

reviewed math skills

reviewed weighing and measuring skills
included a food tasting session

called restaurant for more information

provided guidelines for protein modification

provided guidelines for sodium modification

19.

20.

21,

24

25.
26.

27.

28.

31.

8

provided guidelines for cholesterol/fat
modification

provided guidelines for phosphorus
modification

provided guidelines for potassium
modification

provided guidelines for increasing
calories

provided guidelines for decreasing
calories

provided guidelines for increasing
high biological vaiue foods

provided exercise guidelineé
conducted role-playing session

provided guidelines for relapse
prevention

worked, or will work, with
family/significant other

planned a special group activity

planned for increased telephone
contact

will send reminders by phone or
postcard

used, or will use, CODT
referral made

other (please specify in comments
section)

23873
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12. Progress Notes

In this area on the form you can summarize in your own words anything about the contact or visit
that was not included elsewhere on the form. This is a good place to include your assessment of
the contact, your impression of the patient’s attitude, and ideas of what you feel should be included
in the next contact. Also include information that other dietitians will need to know.

Please be sure to conclude your note by listing in the section labeled *Plan® on the form goals
set/strategies developed for the next month or next four-month period. Keep strategies developed
measurable (so you can determine whather or not they worked), accomplishable by the patient, and
significant enough to produce the desired effect. This section must be completed for regular Follow-
Up visits and dietitian only visits.

' Clinic progress notes with confidential information deleted may be substituted for this section; if so,
a copy should be attached to the form sent to the NCC. (Please include in clinic progress notes a
section similar to the "Plan*® described above.) This section is not entered into Datalex.

* % * &k * % * * *k k *k k *x *x *x * * %k * % *x *x * *x *x * * *

Items 13-16 completed at formal compliance assessment visits only '
(F5, F9, F13, etc.).

General Instructions for items 13 through 16

Use items 13 through 16 to record your assessment of the patient in four areas: attitude,

environment and social support, health, and socialization. A general question is given on the form for
each assessment area to help direct your assessment.

For each assessment area:

1. Circle the number which best describes your assessment of the patient according to the scale

on the form. Circle 1 only if the patient has no problems in that area; then go on to the next
assessment area. -

2. i you circled 2, 3, 4, or 5 on the scale list the possible patient problems within that assessment

area by entering in the blanks on the form the code(s) that correspond to the possible problems
listed below.

-3 Additional lines for comments are included on Form 76 for each assessmemnt area.. |
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13. Aftitude Assessment
How does your MDRD eating pattern fit into your lifestyle at this time?

a. Using the scale on the form, circle the number which best describes your assessment of the
patient’s attitude regarding his MDRD eating pattern. (Go on to item 14 if *1* is circled.)

b. List possible problem areas by entering in the blanks on the form the code(s) that correspond to the
phrases below. Enter codes starting from the left; blanks not used may be left empty. Limit to 10
codes.

Possible Problem Areas At This Time

1. perceives diet as being too difficult or time- 6. does not wish to discuss condition,
consuming exhibits possible denial

2. has inconsistent food intake 7. is unwilling to self-monitor

3. is unwilling to complete assignments or carry 8. is overly compulsive about diet
out strategies 9. is unwilling to use low protein foods

4, ;e:ao:d/states only what dietitian "wants to 10. resists eating up to or down 1o

prescription

5. has given up 11. discouraged by increasing complexity

of dietary regimen '
12. other (please specify in comments
section)
14. Environment/Soclal Support Assessment
Please describe the help and support you get from your family, friends or people at work at
this time.

a. Using the scale on the form, circle the number which best describes your assessment of the
patient's social support. (Go on to item 15 if *1* is circled.)

b. List possible problem areas by entering in the bianks on the form the code(s) that correspond to the
phrases below. Enter codes starting from the left; blanks not used may be left empty.

Possible Problem Areas At This Time

1. lacks support at home 4. has crisis/stress within the family

2. lacks support of employer/coworkers/friends 5. has financial concermns

3. has had a change in primary food 6. has stress at work
preparer/shopper

7. other (specify in comments section)

7.

Ve A
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16.
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Health Assessment

Please describe how your overall heaith has Influenced your appetite or eating pattern In
recent weeks.

Using the scale on the form, circle the number which best describes your assessment of how the
patient feels his health influences his appetite and eating pattern. (Go on to item 16 if *1* is circled.)

List possible problem areas by entering in the blanks on the form the code(s) that correspond to the

phrases below. Enter codes starting from the left; blanks not used may be left empty. Limit to 10
codes. :

Possible Problem Areas Al im

is frequently hungry ' " 8. has deteriorating kidney function
has a low energy level 9. has had a change in taste
experiences early satiety/poor appetite 10. has had weight loss
feels food/calories prescribed excessive (*too 11. has had weight gain
much food")

. 12. is not taking keto acids/supplements
is anorexic as prescribed
Is depressed 13. interfering blood pressure symptoms
has had a short-term iliness 14. has problem related to another

medical condition

15. other (specify in comments section)

Soclalization Assessment

Please tell me how your eating style at this time affects your motivation to attend soclal
functions, to eat out, or to travel.

Using the scale on the form, circle the number which best describes your assessment of the
patient's management of social situations. (Go on to item 101 if *1* is circled.)

List possible problem areas by entering in the blanks on the form the code(s) that correspond to the
phrases below. Enter codes starting from the ieft; blanks not used may be left empty.
Possible Problem Areas At this Time |
drinks too much alcohol
avoids eating out
weekend eating interferes
other (specify in comments section)

dines out frequently
has interfering vacation/travel

has had a change in frequency of social
events

N o o b

101-104. See Form #76.

Retain a copy of this form for your files. Please send original to the NCC.
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Modification of Diet in Renal Disease Study
Counseling Summary Form

FORMZ .....riececrtrectrecternee st eeseesesnessnaesess e e ssesssessesstesassecnssanssnesssssseransessssesnnsnesans 6
1. Patient Identification Number............cccoeuvvrienveneivvesesorenssansnnn
2. Patient Name Code...........cocreceerereccrnrresrsienenencnneesnesssesssesesssssasssssnsaresnaes e
3. CliNICAI COMET .......eiveueiierenreeiienieeerenirsesisassaaeesnesssnessanessssessnsssnsssssessnnssessnsssnnasens e
4. a. Dateof visit or contact ..........cccceeccurerrrreerrnnerensnnessenneensssnnessnns ) .

b. VisnType .......................................................................................... E

C. Visit number or Contact Code...........ccccevuerreemurceenrenrensesseneneesiseesseessessenns

— .0 = Regular Follow-up Visit

— .2 = Regular Dietitian Only Visit

- — .1 = Group Visit

— .9 = Dietitian Only Visit conducted by telephone

5. DietAssignment (1=K; 2mL; 3= M)...ocoeiieirinriniininrecieneeieseeeresssesesseessesssssesssesssnes

6. MAP Goal (1= mMOCErate; 2 = IoW) ......ccocervurririreerirenseessiesrirsnressssesesseesosesssesessssessessnes _
' PRIOR TO VISIT;
’ . 7. Compliance Monitoring (Based on data from last visit.)

Do not complete at Visits 1 through 2A.

a. Percent Agreement of EPI (UNA) with Protein Prescription:
EPI(UNA) (%6) .eeioetieeniinniinnieresirirnressesressseessssssssssessssesssonssessssnsens —_— e

b. Percent Agreement of Reported Protein with Protein Prescription:
RepOrted PrOtBIN (%) .....cveeieeeeiineeesieeeereeeeessesesssesaseeessessssasessnnes e

¢. Adherence Category

---------------------------------------------------------------------------------------

d. (Diet K only) Is aminogram data (see Fast Report Form) consistent with pill count
and/or other records of keto acid use? (1 = Y8, 2 = NO).......ccceeveevrierveeeesnnsnnecrenessens

€. Was last visit missed? (1 = Y@S, 2 = NO).......ccccovrerrrmrrnnreereseninssesnesessesesssssssssssessssonsas -
If yes, please record reason (not entered in Datalex)
f. Was patient discussed at team meeting since the last visit? (1 = Yes, 2 = No).............. .
g. Was follow-up phone call made during the past month in response to EP| (UNA) or
aminogram out of range? (1 = YeS, 2 = NO) .........ccceeerrererrenrereereerenereesnssessosesseseosssens —
h. Telephone Contact Summary (This section is not entered into Datalex)
PWO 1687

2.289




Patient ID Number Form#76

Rev. 6 4/2/80 Page20f5

Modification of Diet in Renal Disease Study
Counseling Summary Form

Af FOLLOW-UP VISIT:
8. Patient Achlevements

During the visit, encourage the patient to discuss successes, achievements, and
progress in working toward or maintaining dietary goals since the last visit. Refer to the
phrases in the instructions and use up to four codes to describe what the patient has
discussed. Include your assessment of the patient’s achievements (even if they are not
specifically stated by the patient). _

Code achievements using codes listed in Instructions..............cceeeincennes

Comments: (Not entered into Datalex.)

9. Self-Monitoring Activities

a. Number of days per week patient uses “Standard MDRD Technique” (See
Instructions) to self-monitor Protein (Bnter 0-7).........cceeviviiimnininnisinesnssssiscssenees —

b. Number of days per week patient uses other method(s) to self-monitor protein {See
INSIIUCHIONS); (BNEF 0-7) c..ervrirriiiriiterirriterienisatesatsstessates s sats s s s sane st bt ssassanaes

c. Grams of protein per day as recorded on self-monitoring tool ................

d. Code other nutrients being self-monitored
(See codes list on Instructions for Form #76) ..................

Comments: (Not entered into Datalex.)

10. Skii/Knowledge Assessment

a. Do you have evidence to suggest that the patient has sufficient skills and knowledge
at this time to meet study goals?

Has sutficient 1 2 3 4 5 Lacks sufficient
skills and knowledge skills and knowledge |}

b. If 1is circled, go on to Question 11; if 2,3,4, or 5 Is circled, code possible problem
areas using corresponding codes listed in Instructions to Form 76.

Comments: (Not entered into Datalex.)

PWO 1687
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. Modification of Diet in Renal Disease Study
_ Counseling Summary Form

11. Dletitian Counseéling Actlvities

Enter counseling activities that you included at this contact or that you plan to use in the
next month. Use codes listed in Instructions to Form #76.

——— N Y cvmmm— 3 e e e— P cm— 4 '] —r

Comments: (Not entered into Datalex.)

12. PROGRESS NOTES: Please summarize session here. Be sure to conclude your
note by listing in the section labeled “Plan” below Goals set/Strategies developed for the
next month or next four-month period. (Clinic progress notes may be attached as a
substitution for this section, however, please delete patient name and other confidential
information.) This section is not entered into Datalex.

PLAN: Goals se/Strategies developed (See Instructions)

" PWO 1667
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Q Modification of Diet in Renal Disease Study
: ~ Counseling Summary Form

Patient ID Number Form # 76

items 13-16 are completed at Four-Month COmpl‘Iance Assessment visits
only: FS, F9, F13, otc. Please summarize major goals identifled at four-

month visit in Progress Notes (#12). Other visits go on to item 101.
Comments are not entered into Datalex.

13. Attitude Asseasment

a. How does your MDRD eating pattern fit into your current kifestyle at this time?

[ Very positive attitude_ | 1 | 2 | 3 | 4 | S5 | Verynegative attitude ]

b. If 1is circled go on to Question (14); if 2,3,4, or 5 is circled, code possible problem
areas using codes in Instructions

Comments:

14. Environment/Social Support Assessment

a. Please describe the help and support that you get from your family, friends, or from
. people at work at this time.
Excellent 1 2 3 4 5 Very iittle
social support social support

b. If 1is circled go on to Question (15); if 2,3,4, or 5 is circled, code possible problem
areas using codes in Instructions

Comments:

15. Health Assessment

a. Please describe how your overall health has influenced your appetite or eating
pattern in recent weeks.

. [ Rasveryimieefiect | 1 1 2 | 3 | 4 | 5 | Has great effect ]

‘b. If 1is circled go on to Question (16); if 2,3,4, or 5 is circled, code possible problem
areas using codes in Instructions

Comments:

PWO 1687
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Modification of Diet in Renal Disease Study
Counseling Summary Form
16. Soclalization Assessment

a. Please tell me how your eating style at this time affects your motivation to attend social
functions, to eat out, or to travel.

Eating pattern 1 2 3 4 5 Eating pattem
does not interfere with interferes greatty with
social activities social activities

b. If 1is circled go on to Question (101); if 2,3,4, or 5 is circled, code possible problem
areas using codes in Instructions

Comments:

101. Date this form completed...............ccveveveeiirereereeneeeerenressanenen. / /

102. Certification number of dietitian completing this form

103. Date fOrm @NtEreQ.......cocveieeeiieereeecireeiecesnesesesesssinnesessessesssnnsnnn / /

104. Certification number of data entry person

Retain a copy of this form for your files. Send the original to the MDRD Nutrition

Coordinating Center. Do not send this form to the DCC. Please use MDRD Study maliling
labels:

MDRD Nutrition Coordinating Center
Department of Epidemiology
Graduate School of Public Health
University of Pittsburgh

130 DeSoto Street

Pittsburgh, PA 15261
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Modification of Diet in Renal Disease Study
Counseling Summary Form

SQCIALIZATION ASSESSMENT

Please tell me how you feel your eating style affects your motivation to
attend social functions, to eat out, or 10 travel. -

a. Patient indicates he/she is able to manage most soclal situations or dining out. (1 =
yes, 2 = no) Go on to 10b...

---------------------------------------------------

Does the patient indicate or do you perceive that the patient has a problem in any of the
areas listed below. Additional spaces are included for you to write in other problems.
Limit each to twenty characters. (For the following: 1 = yes, this is a problem area, 2 = no,
this is not a problem area. Leave blank ¥ not discussed.)

POSSIBLE PROBLEM AREAS
D. diNES OUL frEQUENLIY..............cemmereeeeereeneets e eeeeeeeeeeeseeee st e eeesee s S
c. has iméneﬁng VaCAtONATAVEL ............coeereeetreeeeeietce e et e e —
d. has had a change in 1reqQUENCy Of SOCIAl @VENIS...................vverveosoooooooooo _
€. drinks 100 MUCK AICONOL............ccmrrrnirnreseeaeceeereeseesesessses e e -
I @VOIdS aHING OUL.............oooeeceeeceeeete st eeee —
Q- OhEr PrODIBMS ..............voeeviceeeeeereeee e es s ee e e eee oo S
Describe:
D Other PrODIBMS ..............coeoveeereeeieceasceeeceeesess e sees e S

Describe:

SKILL/KNOWLEDGE ASSESSMENT

In your opinion, as a dietitian, do you feel the patient has sufficient skillis
and knowledge to carry out study goalis?

a. Patient has sufficient skills and knowledge. (1 =yes,2=no) Goonto 11b.................
Do you perceive that the patient has a problem in any of the areas listed below. Additional
spaces are included for you to write in other problems. Limit each to twenty characters.

(For the following: 1 = yes, this is a problem area, 2 = no, this is not a problem area. Leave
blank if not discussed.) :

POSSIBLE PROBLEM AREAS
b. finds dietary restrictions 100 COMPIEX..............ccooumrrreereresresesssssssessssssses s eeseeoens. S
¢. incomplete or inaccurate record KBBPING...c.cvveeiecrctinctctiinettntein e eaese st S
d. incomplete or inaccurate SEH-MONMOMNG ......c.coveveerrerriitiirrieneeeceneeeeeereessesenssenee s ons _
e. weighs and measures f00dS INACCURALElY..................eeeeeeeeeeeessreemmsesoeooooooeoeoeooo S
2.294
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Patient ID Number Form # 76
Rev. 1 3/22/89 Page 7 of 11

Modification of Diet in Renal Disease Study
Counseling Summary Form

(Continued)

f.  refuses to weigh and MEASUre 00DS.....................oevermmmeerersesmneossssssssose oo -

g. does not record recipes completely or BCCUTAtBY ..........coeeeireeereecneeerrennnecsnaeeesnneossns —

h. discriminates protein values POOMY ..ttt seerenesssesennessesesssssesens s -

L. underestimates Protein iNake ..............uwuueeevencronseeeseeemeeseessesessoeseoeeeoeeesseesesn —

I 12CKS UNAEISIANING..............cooeeemesensceeirssseee s eeeenseeees s oo e eeeeesoes e —

k. unable to modify recipes o 100d Preparation .....................eeeevenreesovenoooeosos oo _

l.  does not do his own record KBBPING ..ottt ettt —

M. Nas POOT 1@AAING SKIlIS..............uu.reeeeeeerresnitcsse e eeeeesese s sses oo es oo —

M. has POOr RANGWIIING.............ouueueeeereeeereseenineereesesseeeesess s s S

0. has 1anguage Of CURUTAI DAMIEN...........oovovve.vvvomeneeeeeenneeeeeeesess e oeeosseoeen S

p. Problems related to SOAIUM INEIVONTION..........cc.cvuverueereeeeeeeeses oo -
Describe:

q. Problems related to SUPPIEMENt COMPUANCE ...................coveeeeerererrreooossooeososeso S
Describe:

r. Problems related to weight loss or WeIght QaiN.......c.oveieeniiececee e S
Describe:

Se OB oot ae et se et sese s s ee e ss e -
Describe

Now that the patient has identified some factors that may be affecting his/her ability to
comply, encourage the patient to develop goals or strategies to remediate the problem
areas. Additional spaces are included so you can write in other strategies that the patient
develops. Limit each to twenty characters. Use the following code to identify goals or
strategies the patient currently uses or plans to use in the next month or until the next

contact: 1 = yes - plans to use this strategy, or, 2 = no - the patient does not plan to use
this strategy. '

PATIENT STRATEGIES
a. maintain frequency of SEH-MONIONING............cccerrerrerrrrennesrenrsnecesesseess e eeenen, S
b. increase frequency of SEU-MONKOMNG ........ccovereeereeerereeritieeeeeseeteeeese oot eeseas .
C. self-monitor Problem Meal(s) ONly....................ceveeemsseeemmeceernsesssssossssssesssesseonn S
d. 10CUS ON WEBKEN @ALING.................oe.oc oo eeeeee s _
e. focus on dining out/social events SUALRGIBS ....eeivrreeeieecntceee et ee oo ee e -
PWO 1687
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Modification of Diet in Renal Disease Study
Counseling Summary Form

12. (Continued)
{. increase lime available to focus on mea! planning/shopping..........cccccceevecrcnmeccneeecens

g. increase time available to focus on meal preparation..................ccccvereeeeeeeeeseneerererennnns
h. discuss goals and needs with spouse/significant other.............

I.  try additional low protein PrOAUCES ..........c.ociiiiiirercrerecrscssientererereesesesrasssssessesesensannanes

-

try additional/New FBCIPES .......c.uiviiertiiincniieiiissttntsttseetieseesssesesesssasssssessennessesnonss

K. try New CONVENIENCO fOOUS ........ccueiiiiiiiiiiiiinenenrsacsessssssensreeseeesnnssssssnsssssessessesensansanes

. try meatless meals

---------------------------------------------------------------------------------------------------

m. take lunch to work

...................................................................................................

N, CAL OUL IESS OftBMN........iciineiiireiiirreeerreteerttserstuesessssernnessssenneressssenesssessesesseressnsnssnsens

sodium specific strategies

0. Describe:

p. Describe:

tat/cholesterol reducing strategies
q. Describe:

r. Describe:

specific strategies to improve compliance to supplements
s. Describe:

t. Describe:

weight loss strategies (reduce calories)
u. Describe:
v. Describe:

weight gain strategies (increase calories)
w. Describe:
x. Describe:

PWO 1687
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Modification of Diet in Renal Disease Study
Counseling Summary Form

INTERVENTION MATERIALS

Indicate the code number of Intervention materlals used at this session.
This code Is found in the lower right hand corner of all intervention
handouts. Please limit codes to fifteen.

a_______ !/ | A SN k /

b. _ __ /e | /

c. __ _ /! h. _ /| _ _  m /.

d ___ /1 | Y A n I

e. _ _ __ [/ _ | A S o. _ _____ I _
DIETITIAN COUNSELING ACTIVITIES

Summarize counseling activities that you included at this contact or that you plan to use in
the next month. (For the following: 1 = yes, was included or is to be implemented, 2 = no,
not to be included.) :

o

o

COUNSELING ACTIVITIES

introduced or reviewed the Study Diet PreScription.................oeeeveeeeooooooooooooon -
provided counseling regarding pill COMPHANCE. ..........e.oeeerrererrrrevreseresseossosesssesen —
reviewed Nutrient SUMMAry REPOM(S)...............cueveereereerrenrererssioeeesoe et —
reviewed Corhpliance FIOWSNEOL(S).......c.crinieeeeteeeiiiee e e et e S
reviewed Biochemistry FIOWSHEE(S)..............cevevreeeeceerereereeeeeesoseseeee oo —
provided new or more low protein food PIOQUCTS.......couiicieecriiintececee et e e e e _
provided new or additional reCIPES................cceueeeeeeeceeeeeseeessse oo e eesesee e, -
Provided addIONAl MBNUS ................c..oueeieeeeeeeeeeneeceeeeeeseeeees e eeeeee e .
provided guidelines for SOdium MOGHICAtION................evereerereresereeees oo -
provided guidelines for cholesterolfat MOGIfICAtION..............evverereesreesseeseooeon, —
provided guidelines for phoSphorus MOGIICALION. ..............eeevereeereeeseeeeee oo, —
provided guidelines for potassium MOGIfICRUON. ..............evveeereeeeeeeeeeeeeeeeeeeseeon, S
provided guidelines for increasing calories .......... Ceeeeerertrrentetteaantesatrenentrntaesseeanrnnnnnns .
provided guidelines for decreasing Calories................ooveeeeveveeeeeeeooeoeoeeoeeoeoeoeoeoo S
provided guidelines for increasing high biological value f00ds .................oooveone......, .

PWO 1687
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Modification of Diet In Renal Disease Study
Counseling Summary Form

14. (Continued)

P. T8VIOWEA 1DOI BAUING -...svosvvvve s esstnssn s sesnseennssessss s sseeneees e
Q. had patient demonstrate SKills 10r YOU..........uuuuunueeveeeemmeererereeoesooeooooooooooooon —
. provided a00d tasting S88SION ..............ccereeuerurreneeeenseesssessosooeooeoooeseesoeo —

§. used a 100d demONSIration SBSSION ................ovvuerveueeeeereeerrsseeeeeeooooooooeoooeoo S

1. planned for increased telephone COMMACE ...................euuevemeesereoosroooooooooo -
u.  introduced or updated HOW is R GOING? ............c.uvveeeeeeememeeeseesese oo —
V. USBA CDDT AN VISH..........oovveeerveeecceeeeceeens oot es s oo -
W. Will uSe CDDT GHEI the VSH.............u..voeeemecerranseraeseeaeeeeeesses oo —

x. will send postcard reminders or other forms of mail contact........ccoeveeveerveenveeeeeeeeeen. S

y. Pplanned for a special meeting with Study teamM Or Pl ... .

z. planned for a special meeting with family/significant other.................ocovvvemiii, S
da.  planned a special QrOUD SBSSION.............couuvvverveesreeeenseseeenseoeosoeoooooo oo _
bD.  PIANNEd 8 NOME VISH .........voeeoeeereeeveism e eoes oo -
CC.  PIanned & reSIAUANE VISH.................cooeumerrrrraenseeeeeneseeseeseses s oooooeoooso S
dd. referred patient to another health professional/organization................. ..................... N
BB OMNEI oottt sstset s e ssss et oo s s oo e oo eee oo __

Describe
e ONOT et et S
Describe _
15. PBOGRESS NOTES: This section is not entered into Datalex.

PWO 1687
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Rev. 1 3/22/89 Page 11 of 11

Modification of Diet in Renal Disease Study
Counseling Summary Form

15. PROGRESS NOTES (Continued)

. Date this form completed..............ccoceovuerrveireriireereeresrecseneressesanens / /

. Certification number of dietitian completing this form.............ccccoeuen.....

Date 1Orm @MEred............coocoveieiiieccirrerreneeeeessssssereseesossesseesenmsnne / /

Retain a copy of this form for your files. Send the original to the MDRD Study Data
Coordinating Center and send a copy to the MDRD Nutrition Coordinating Center. Please
use MDRD Study mailing labels:

MDRD Study Data Coordinating Center MDRD Nutrition Coordinating Center
Department of Biostatistics & Epidemiology Department of Epidemiology

The Cleveland Clinic Foundation Graduate School of Public Health
9500 Euclid Avenue University of Pittsburgh

Cleveland, Ohio 44195-5196 130 DeSoto Street

Pittsburgh, PA 15261

PWO 1687
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For DCC Use Only
Rev. 1 11/30/89

Modification of Diet in Renal Disease Study
Patient Care Time Log

—_ Form # 77
—_ Page 10f 1

< m

Purpose: To log dietitian time spent in patient care activities preparing for and at each
visit. Time spent after the visit should be recorded on next month's form.

To be completed by the dietitian. (Note: This form should be entered into Datalex.)

FORM# ........oooovreeiiiiriateesineeeieessunsesssnassssssesttssssssnsnnasns sosssasssssasontossesesssssasssssseasssasnnas 112
1. Patient Identification NUMDET..........cccccivvcrmanccrcnreacesincssnssssnemnenenee oo
2. Patient Name Code.........ccocveecrermmeitnniiiiieniiisiiicsisirissmissomisseerssssesssssessnss S
3. CHRICAI COMIET.....c.coe e vrreereecreirerreceseernssessssstesississsratesseesesssssssssnsssssssesseessssessnnns -
4., @ DateOf Visit.......ccovreneiieiiiieeiecireereee e vsnerseee s et R S
D, ViSH TYPO ittt rte et s e st e et sb e s sabe st et s bbb e s b be s aa e s an s e st e sen s b b nene S
C. VISt NUMDET......ccoeeiieiieeciiririe et eeecerersanesesessssersassssnsssesiseessnsnsessansonnns e
Time in Minutes Subtotal

Preparatior/Follow-up (without CDDT) ....

Preparation/Follow-up (with CDDT) .........

. Actual Counseling (without CDDT)..........

. Actual Counseling (with CDDT)...............

o W 00 N O O

Food Record Doc. (with patient).............. -
10. Food Record Doc. (without patient)......... -
11. Charting in Patient Record...................... -
12. Phone Calls with Patient.................c...... -
13. Patient Conference.............c.ccocecverneene -
14. ANrOPOMELIICS.......ccocervveeneerrierronnnecnne -
15. Other (20 characters maximumy)............... —

16. TOTAL (Time in MINUEBS).........c.ccceeerereernrrrceserensessnsecnsteersissenss eveeesessrenrnans
17. TOTAL (hh:mm) (wili match time entered on Form #04 Q40 or #05 Q16)...___

101. Date this form completed.............ccccevmirreieeriniereeecsncutisenssnsinnans 1 / _

102. Certification number of person filling out this form........ccccocevccvvvevvennene

( 103. Date form entered.............ccccevvreeriiineeerreiinsecrerersesessenvensesossessonon_ 4 1
. 104. Cenrtification number of data entry Person ..........ccceevvvvnisininenninen
PWO 1816




Rev. 5-26-89 INSTRUCTIONS For Form 78
and Form 78-~P

Page 1 of 1

Modification of Diet in Renal Disease Study

NUTRITION HISTORY

PURPOSE: 1. To provide background information relative to
the social environment of food consumption,
such as where and when food is eaten, who is
involved in preparation, what facilities are
available for food storage and preparation,
whether the patient has particular food likes
and dislikes.

2. To assess the patient's experience with
food/diet related issues.

3. To evaluate the patient's willingness and
ability to follow instructions and record

information.

NSTRUCTIONS:

1. The Nutrition History Questionnaire Form is in
two parts. Form 78-P is completed by the
patient and is not coded. Form 78 is to be
coded from the answers provided by the patient
on Form 78-P and entered into Datalex.

Give Form 78-P to the patient at the Screening
Visit. It is to be completed by the patient
before the next visit.

Review Form 78-P with the patient to make sure
it can be understood.

Attach a stamped addressed envelope for
mailing to the Clinical Center or ask the
patient to bring it to the next visit.

When the patient returns Form 78-P, code and
complete Form 78 which is to be entered into
Datalex. Enter the codes, as answered by the
patient on Form 78-P, for questions 5, 6, 7,
and 8. NOTE for item 8a and b (Form 78): 1If
the answer to 8a (Does the patient live with
other family members?) is yes yet the other
member is, for example, an infant, item 8b is
then not applicable. In such instances, leave
item 8b blank.

Retain the Nutrition History Form 78-P in the

patient's file.
2.294.8
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L ] E___ ~ Form#78
For DCC Use Only vV___ Page 10t 3
Rev. 4 3/27/90 T_

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

This form should be completed by transcribing the patient's responses to Form 78-P.
(Note: This form should be entered into Datalex)

FORM # ....oooieieeeireerississsssessesessessssssssssssssssasesssssssessessesssssssssssssesssssstossassssssssesesssssaanas 8
1. Patient 1dentification NUMDEI.......cccccccreerrrrereninissessnssessssannarsesssss s o o s e e
2. Pationt Name Code...........cccervreeeemeecccsssssissscsssnssssessssnsasasnnsssssessssssssessasseses S
3. Clinical Center.......... rersssesnarns e S s e
4. a. Date form given t0 pationt..........cccecevvimnreeressnsessenesuesensacsnsse R A
B, VISH TYP .r-evuseeesseessnsssesssssssaessasmssssessssassssesssecsssesssssssssssosssssnssnssssssssssssnsssssasesssanss

C. VISIt INUMDEON....c..ooeeeoiiiiriiiireereerersstasnsssessseessssenmstrassssssssssnasssnsansasstsnassssstas

5. Has the patient followed a special diet in the past? (1 = yes, 2 = N0).........ccovurenrnseenasenenes

-,

It no, skip to tem 6. if yes, code which diet(s) were followed (1 = yes, 2 = no)..
i 2. LOW CAOM@, WOIGHL I0SS.......crueeerseeerensarsssmsssssassesssmasesssssssssssassasissssstsssasasssssssisssssases _
‘ ' b. Low fal/LOW ChOIESTEIOL......cccovneernrereereceieiiiiicicscsissnssssansses e ss e sassensistas et sssensanaanevanas -
€. LOW PIOTBIN.....cueeeiiiiiiiiintiitrecistnnr e steeesee e s sesaatts s rssaba st ts et s s sa st e aaas s suases sttt ssanes S
d. Lo SUQAr/DIBDELIC .....ccovriririiiiiiiericiteieriinente e sneessets sttt s e e e st e —
8. HIGNIDOF ......cveeeeiecrrciecereri sttt s b st s s b sa bt st sh st S
£, LOW SAM.ceeiiieiiicccetieeeeeressinresssrass s sssaratsssssesessssssassassossnsstssssssatsstsainisesssnsasssarss —
Q. LOW POIASSIUM .....cocviniiiniiiiitesirera e s ts sttt s s sn s sa s st sabssa e s s n b, .
h. Other: e _
Who taught the patient the diet(s)? (For the following: 1 = yes, 2 = no)
[T o 7 T +1 T O PRI UPP ST PIITSSTIPITIATRTEOROIILE S
Joo NUPS@...coceececeieeeserersers st et eessiesaneessaassanesssasssssassassassssnatassnanaanasssustesestassossnsansasens S
K. REIALVE......ccoreeee et errccsrecnetissees e sassnsasaosnrnssssttesasssssnanans eereeeeerranssnsensensrsrens -
. DIOUIAN. ...oiiiiiirnieieieeeeeeiesessinsererresessossssssnessatsosssnenisasassannrssssasssnsssssatsissassesassansasansen S
T INO OMrroeroeooeseseeseseesssess e ssssesssesssssensesessesssesasssass s sassasssanssesssssssessessessssasesss e
n. Other (example: Weight Watchers):___ ccceeeeennenn, -

( 0. What was the last year the patient wasonthe diet?...............ccceciuinnnnns
. p. How long did the patient follow the diet? (MONthS).......cccoceerieicninniiciicniens




Patient ID Number Form#78

Rev. 4 3/27/90 Page20f3

Modification of Dlet in Renal Disease Study
. Nutrition History Questionnaire

6. is the patient pow following (or trying to follow) any special diet? (1 = yes, 2 = no)..............

.l no, skip to item 7. If yes, code which diet(s) were followed (1 = yes, 2 = no)..

DR
; N Cuw @ LOW CAIONE, WEIGHE I0SS..rv..vveenremerremeesssessesenssserssessssssasssessasessssessssesssssssosin _

o b._ Low faULOW ChOIBSIBIOL ........c.cuvietrnriintssts sttt st s o
e gmL/:; (c) Low T _
%O\ d. Low SUQAr/DIabetiC .........cccviiieiriiriniinniiisitiisisinessiesessnnannessesesssnnsnesssssenssecssanassanans -
e. High ﬁbér ............................................................................................................... S
£, LOW St st eseraesre e e s ses s s b st e b s e et e bbb e bR e b sE e et —
Q. LOW POLASSIUM .....cciviiiiiiiieriiitiisitieteseeissssnsessitnesssssssssnanasasssssssasensnsnanasssessnns S
h. Other._____ OO —
Who recommended the special diet? (For the following, 1 = yes, 2 = no)
e DOCHOF. ... ieeeetceeririiereiveeerrtcnneereerireertrtnsenaseaseennsssansssssstsssrssssnnsssentssssesessssessenssseene —
‘ o NUPSE..cuiusitesisessesessess e ssessassbesaassssebesssss e sass s ssss st sasesas s s sesssenssusessssssssasasssesss _
K. DIBLHIAN.......ccoeeieeeeeeeieeeieeeeeeeeeeereereereesesemeneeaesesseasnsesseaseesessssessstesessssssnssssaserennnsnns _
[ - T« T T OO PUUPUIONUUTTCPP PRSP S
Who taught the patient the diet(s)? (For the following, 1 = yes, 2 = no)
D DOCRON..... .o ccireriinerereettntesesessesransttsosssernnssssseernsnsenansssssnsssserassstsanssnssssesssnnsnss -
M. NUPSE..c. ittt e s s rsec e sssres s s s anannessanasesanssesnatasatsstsesasosess —
0. ROIAIVE. ..ot e s s ae s s e s e s e a e s ne e —
P DIBUIIAN......aerii st ss s e se s s sesss st sbbas s s e ese s s sbrananasanenans .
q. No one .................................................................. —
r. Other (example: Weight Watchers): = .o —
s. Whendid the patient receive the instructions (approximate date)?___ / 1 -
t. Does the patient have difficulty following this diet? (1 = yes, 2 = N0).......cccceeeerrrenneen, -
If yes, please describe the difficulties:
PWO 1688
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Patient 1D Number Form# 78

Rev. 4 3/27/90 Page30f3

. Modification of Diet in Renal Disease Study
4 4 Nutrition History Questionnaire

7. a. Does the patient live with a spouse or significant other? (1 = yes, 2 = no)............ccccuce.

i no, skip to item 8a. if yes,

b. How supportive does the patient think his/her spouse/significant other/person(s) with
whom he/she lives would be if he/she were asked to make changes in his/her diet?
(Circle one number on the scale below.)

[ Not Supportive v+ 1T 2 | 3 1 4« [ 5 | Very Supportive |

8. a. Does the patient live with other family members? (1 = yes, 2 = NO).........cccceeeeernerneenae
if no, skip to item 101. ¥ yes,

b. How supportive does the patient think other family members would be if he/she were
asked to make changes in his/her diet? (Circle one number on the scale below.)

[ Not Supportive T 1 | 2 1 3 1 a4 | 5 1 Very Supportive |

101. Date this form completed..........c.ccovrverrrcmeercenrcirecrenseesseresasanns ___ /
» 102. Certification number of person filling out this form .........ccocecerrrnreernienns . -
. 163. Date form entered..............ccoeeeeceicivieriieeeeeeececreceesnnennennneeneenas I / -

104. Cenrtification number of data entry person...........ccccceeeveerereccrinneeenneneen.

Retain a copy of this form for your files. Send the original to the MDRD Study Data

NCOOEinating Center. Do not send this form to the NCC. Please use MDRD Study mailing
labels:

MDRD Study Data Coordinating Center
Department of Biostatistics & Epidemiology
The Cleveland Clinic Foundation

9500 Euclid Avenue

Cleveland, Ohio 44195-5196

PWO 1688
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Form # 78-P
Name: ' Page 10t 8

Rev. 3 1/15/89

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

This questionnaire will give the dietitian usetul information about your weight, occupation,
and eating habits. Your answers and comments will help the dietitian and you to design
an eating pattem that includes foods you enjoy.

Please mail the completed form to your MDRD center in the self-addressed stamped
envelope provided. In this way the dietitian can review the form before your next visit.

Please use a ballpoint pen - not felt tip - to complete this form.

. Are you:
___Employed, full time _—__Retired
___Employed, part time ___On disability
___A homemaker ___Other:
___Unempioyed

If you are not employed, skip to question 3.

. i you are employed: .
a. Does your job require that you travel?............cccoviricenncncinnineninnccnnn __Yes ___No
b. M yes, does travel involve ovemight 8tay? ..........ccceeeeecnininnineniininiiienns Yes No

c. How often does the travel involve an ovemight stay?___ Weekly___Monthly___Few/Year

. Do any of your business or social functions inciude meals or
TOF O SMENES 7. .cieeeiiiciiireiiierretertcrsrnrssssssesnnaesssrernasessssennsnsensassontasssses __Yes __No

if no, go on to question 4.
b. Hfyes, how many times @ MOMN? ....c..ciiiinriiniienininenenntisic e -

. Describe other work or activities you do at home or somewhere else (for example:
housework, yard work, or volunteer work).

. Have you followed a special diet in the past?..........ccceervnenccrnnrininiininineinan _Yes No

{Questions regarding your current intake follow)
if no, go on to question 6. If yes, check which one(s).

___Low calorie, weight loss ____High fiber
___Low fat/low cholesterol ___lLowsatt
__Low protein ___Low potassium
___Low sugar/diabetic ___Other:




Form # 78-P

Name: Page20f8
Rev. 3 1/15/89

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

. (Continued) .
a. Who taught you the diet(s)?
___Doctor ___Dietitian
__ Nurse ___No one .
___Relative ___Other (Example Weight Watchers)

b. When and how long did you follow the diet...........c.cccceurrecunucnes

c. When and why did you stop following the diet............ccceeeeeece.

. Are you now following (or trying to follow) any sbedal T T i SRR _Yes __No

if no, go on to question 7. If yes, check which one(s).

___Low calorie, weight loss ___High fiber
___Low fat/low cholesterol ___Lowsatt
___Low protein ___Low potassium
____Low sugar/diabetic __ Other:

a. Who recommended the spedal diet? (example: doctor, nurse, no one, started diet
on your own)

b. Who taught you the diet(s)?

___Doctor ___ Dietitian
___Nurse ___No one
___Relative ___ Other (Example Weight Watchers)

b. When did you receive the instructions? (approximate date).......

¢. When and why did you stop following the diet............c..cceeenneee.

d. Do you have difficulty following this diet?...............- ................................. Yes No

It yes, please describe the difficulties: ..........cccocveeieineiinnnnnees

. How supportive would your spouse/significant other be if you were asked to make
changes in your diet? (Circle one number on the scale below.)

Check here if this question does Not apPly 10 YOU ...ccccreiinimiiimiinnniiiiiiicnn et tesnanaes S

[ Not Supportive '+ T 2 [ 31 4 | 5 1| Very Supportive |

PWO 1725

2299




10.

11.

12.

13.

14.

Form # 78-P

Name: Page 3 0of 8
Rev. 3 1/15/89

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

How supportive would your other family members/people with whom you live be if you
were asked to make changes in your diet? (Circle one number on the scale below.)

Check here if this question does Not appPly 10 YOU ........ccceecmrieirinneririeirsrenisssseesssssesnesssnnes

T NotSupportive 1 1 | 2 I 3 | 4 [ 5 | Very Supportive |

Who usually prepares your meals at home

a. For how many peopie?

Who usually does the grocery shopping?

(relationship to you)
a. Do you or whomever shops have any problems shopping for food?.......... __Yes No

if yes, please explain:

Please kst the people with whom you live and indicate if they follow a special diet:
It you live alone, check here and go on to QUESHON 12..........eeeeeeeiiiniiiiiiiniiiieininiienenees

Name/Relationshi Tyoe of Special Diet (i applicable)

During the past year, has your weight:

a. __ Increased. By how many POUNAS?..........c.ceveieriiertssssnnensecessinannerassessssarasnsens -
b. ___Decreased. By how many pounds? ..........ccevirnrnniirnnnrinseninsinnsennnessanessansens -
c. __Remained about the same. |

What do you think is the best weight for you?...........ccceevevieeenncecanans pounds
a. Have you ever weighed your best weight?..........cccecvevvimnrnenrnicicinnennees ——Yes __ No
b. H S0, how Old Were YOU? .........eciiiiireiceiecineaceansessessssssnessssnessnnns years

What is the most you have ever weighed (not counting pregnancy)?.... pounds

2. How Old WEre YOUT?......c.coievuirinieriicnecscnesense st enes years

PWO 1725
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15.

16.
17.
18.
19.

20.

21.

22.

Form# 78-P
Name: - Page 40f 8
Rev. 3 1/15/89

Modification of Diet In Renal Disease Study
Nutrition History Questionnaire

What is the least you have weighed Since 8ge 207 ...........weeresseseccsss pounds
a. How old were you?........ cossasesenamsanssnasaseses years
Do you lose weight easily? —Yes __No
Have you ever tried 10 gain WeIgI?.........couevinriieiinnninneisanieseassessetennsnsnnaas —Yes No
Are you satisfied with your weight NOW?........c.ceiieinieniuiniesnnistssensesnsnenssnses __Yes ___No
Over the past year, how often have you begun a weight loss program? Number

OF LTI o eeeeererrieenrrnsniosessonserassoressasassorsnesssssssesssssssansnsssssssssnnrastonanessonss

How often do you use the following methods as a way to lose weight? Write one number
from the scale below after each method.

1 2 3 4 5
Never Rarely Sometimes Often Aways
a. Skip meals..........cccoeenarenen, S h. Reduce Calofes...........ccceecrnmnanannnns .
b. Fasting.......c.cccerrvinvnnninnnnes . i. Dietcamps/spas........
¢. Lowcarbohydrate............... - j Special diet programs
d. Lowiat.....ccoorvuerereciecninnns _ (such as Nutri-Med, Opti-Fast,
. Smaller portions..........c...eu.. _ NutriSystem)
f.  Quick weight loss diets........ k. High protein........ccoovemrmeviiincccnnnees —
(such as Cambridge, Herbalife) . Other:
g. Spedial products................. (please indicate what)

(such as Dexatrim, laxatives, etc. elc)

Have you ever had an "eating binge” (eating a large amount of food in a short period of
BMIB) 2. eeriecenre et s sstessasesuisae s bes e sssassaassanssnesransssansssesssbe s essnnsessassasansannas _Yes ___No

if yes, please describe

How many brealdasts do you eat in a typical Week?...........cceereecrnciensacssannsenanss
if you do not eat breaktast, write 'in *0". Go on to Question 23.

a. How many are prepared and eaten at home?...........ccveetivrinsnsnneneseneninnaess
b. How mMany are 8aeN OUL? ........cccecereimniinninesennsnessctstessnisnniesnnmasussssssasasssnsss

c. Using the list in the box, please indicate where you eat breakfast out by circling the
number(s) which apply:

1= Prepared at home, but eaten out (such as lunch at work)

.2 = Restaurant 5 = Cafeteria

3 = Fast food 6 = Vending machine

4 = Take out 7 = At relative's/riend’s home

PWO 1725
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Name: , Page 50f 8
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Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

. How many lunches do you 8at in @ typiCal WBEK? ..............eceesemeesersesseesecseassseness
If you do not eat lunch, write in "0". Go on to Question 24.

a. How many are prepared and eaten at hOMB?2.........ccucveiureeccnnsnssnssessasensessnes
b. How many are eaten out?..................

¢. Using the list in the box, please indicate where you eat lunch out by circling the
number(s) which apply:

1 = Prepared at home, but eaten out (such as lunch at work)

2 = Restaurant 5 = Cafeteria

3 = Fast food 6 = Vending machine

4 = Take out 7 = At relative’'s/friend's home

. How many dinners do you eat in a typical Week?..........cccceereirneinneeinnnneniieennnan,
If you do not eat dinner, write in "0°. Go on to Question 25.

a. How many are prepared and eaten at homeT?..........c.ccvevvvicsneennsenseessensesnnnes
b. How many are eaten out?

c. Using the list in the box, please indicate where you eat dinner out by circling the

number(s) which apply:

1 = Prepared at home, but eaten out (such as inch at work)

2 = Restaurant 5 = Cafeteria

3 = Fast food 6 = Vending machine

4 = Take out 7 = At relative'sAriend's home

. Do you eat snacks and/or drink beverages, other than water, between meals? __Yes ___ No
If no, go on to Question 26.

a. Howoften (example: twice a day, three times a week)?
b. What time(s) of the day/night?

c. What kind of shack(s) or beverage(s)?

PWO 1725
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26.

27.

28.

- 29.

30.

31.

32,

- 33.

Form# 78-P

Name: . Page 6018
Rev. 3 1/15/89 '

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

Do you ever drink alcoholic DEVErages?.............cwureresusuecssreccsnsusescsssssssones Yes No
If no, go on to question 27.

If yes, list the average amount of the following types of beverage and how often you have
them (tor example, 4 0z. of wine 6 days per week).

" Beverage Average Amount How Often

Wine

Beer

Mixed drinks

Has there ever been a time when drinking (alcohol) has interfered with your work, horne.
OF SOCIAI HIO7.cceeeereeeeieieeeieeeeieeeeuenrereriesetsersnee s nrensvanssnsnsasssnsssssesssessssssnsnanss __Yes No

How often do you add salt to your food at the fable?

___Never ___Rarely
___Occasionally ___Nearly aiways
At every meal

How often do you add a salt substitute to your food at the table?

—_Never —Rarely
__Occasionally ___Nearly always
___Atevery meal

Which brand do you use?

How often is salt added to your food during cooking?

__ Never ___Rarely
___Occasionally ___Nearly always
___At every meal

How often is a salt substitute added to your food during cooking?

__Never __Rarely
— Occasionally ___Nearly always
At every meal

How often do you feel you make healthy food choices? (Circle one number on the scale
below.)

“Not Often at All 1+ | 2 ] 3 [ &4 [ 5 | Very Often 1

DO YOU WEATr JENMUIBS? .....eeeeerereeienrerrererreressrerssnstmssassassesanssonesssssasansessarsrons Yes No



Form # 78-P

Name: Page 7 of 8
Rev. 3 1/15/89

Modification of Diet in Renal Disease Study
Nutrition History Questionnaire

34. Do you have any chewing problems? ................ eeeeeeee e eersseenenenns e Yes __ No
if yes, describe the problem (such as what you are not able to eat).

- 385. Do you have any swallowing problems (example: a problem taking pills)?....... _Yes __No
36. Which of the foliowing do you have at home or otherwise available for your use? Please
check:
__ Stove ___Refrigerator
___Freezer ___Food processor
___Blender __Toaster oven
. Hot plate ___Microwave
___Food scale ___Body scale
___Personat computer —__Calculator
VCR '

37. Are you now taking any vitamin, mineral, or other supplements (such as: multi-vitamin,
One-A-Day, fish oil capsules, vitamin E, medicinal herbs, etc.)?...................... —Yes __ No

if no, skip to item 38.

It yes, please list the supplement(s), how much you take, how often, and who
recommended the supplement(s). (Provide labels if available.)

Supplement Amount How Often Who Becommended It
Example:
Vitamin C 250 mg one per day friend

38. Are there any foods you don't eat because you are allergic to or can't
10187a1E tN@MT.......ceeiceeeecceeeerce e et eeesserssas s s e aessmr e essenanan —__Yes _ No

Iif yes, please list the foods:




39.

40.

41.

42.

Form # 78-P

Name: Page 8 of 8
Rev. 3 1/15/89
Modification of Diet in Renal Disease Study
Nutrition History Questionnaire
Are there any foods you don't eat because you just don't ke them?.............. —VYes ;_No
if yes, please list the foods:
Are there any foods you don't eat because of religious or other reasons?....... __VYes No
if yes, please list the foods:
What are some of your favorite foods?
Did you fill out this fOrm YOUSOH? .............c.ooueeeeeeeereereeeeeereeereeeeeeeenssssessses __Yes No
it no, who heiped you?
Thank you.
PWO 1725

2. 305



a)

b)

<)

q)

Rev. 2 7/91 Instructions for Form #79

Page 1 of 2

lbprwideamethodforthepatienttoorderSpecialFoodPrcdu:tsm
aregularbasisarﬂforthedietitiantorecordvmatfoodmsacually

To be campleted by the dietitian beginning at Follow-Up Visit 1 or 1a
vmenthepatiertmoeivesaSpecialFbodedntsintmdxmoxypadage
forﬂxefirsttimearﬂﬂwenateadxvisitvhenfoodpmductsare
distributed to the patient. The dietitian campletes the AMOUNT
columns to record which foods were DISTRIBUTED to the patient.

Pagcstwoandtlueeoftheformmaybegiventothepatientatame
visit to be taken home, campleted, and returned at the following
visit. Or the patient may be asked at each visit what special food
products he would like and the colums campleted at that time.

Qﬂytheannmtoffoodﬁntisacunllydistrimtedtoﬂ:epatiertis
to be recorded on the form. If the patient orders a food product
whidiisnotinstockorthemmberofpackagesacmallydistrihrted
isdifferentthanmatthepatientordered, the form should be changed
accordingly.

Please note that under Items 9, 21, 22, 23, 24, 41, 42, and 43, the
mmofpadagsofpasta,bakirgmix, cookies, gelled dessert
mix, GO, CamatimlrstantBreakfastarﬁmitmipastaistobe
totalled and entered in the AMOUNT COIIMN.

Instructions:

At Follow-Up Visit 1 or 1A, patients receive an introductory Special
Food Products package. The samples provided in the i
package are at the discretion of the dietitian.

'medietitiancmpletstheAmmtooltmsofpags2and3torecazd
which foods were distributed at this visit.

'mepatientmayalsoreceivearmcopyofpagszand30fthisform.
'IhepatientisencwxagedtotrytheSpecialFbodPruductsathaneani
return the form at his next visit. He is asked to return the form
withthehmmtcollmuofpageszarﬂacmpleted indicating which
foodproduetsardvmatammtshevmldlikeforthenexthth.

The dietitian distributes the Special Food Products that the patient
hasmmtedarﬂcmplet&sﬂ:emmtcolmofpaqszmm

o.305. 1



Rev. 2 7/91 Instructions for Form #79
Page 2 of 2

e) If the amount of food actually given to the patient is different than
the amount ordered by the patient, the form should be changed
accordingly. Thus the form will record the foods ACTUALLY DISTRIBUTED
to the patient.

f) The patient may choose not to take the form hame, but camplete it at
the visit. Or the dietitian may just ask the patient which foods he
would like. Again, the Amount columns are campleted for the amount of
foods actually distributed.

g) Please note that for certain products it is not necessary to enter a
specific flavor or type in the Amount column.

For the following item mmbers, enter only the TOTAL in the Amount

colum:
Ttem 19 - Other Low Protein Pastas
Item 20 - Other Baking Mixes
Item 21 - Other Cockies
Item 39 - "“Go" Mix Drink
Item 40 - Carnation Instant Breakfast
Item 41 - Buitoni Pasta
. h) Items 42-50 - As new products become available, they will be recorded

in these spaces with codes assigned by the NCC.

Blanks on this form will be treated as zeros. Thus no "missing" data.

D 320S. -




[ | E__ Form # 79
For DCC Use Only V___ Page 1 0of 3
T __

' Rev. 2 2/15/91

Modification of Diet in Renal Disease Study
Special Food Products Order Form

Purpose: To provide a method for the patient to order Special Food Products on a regular basis and
for the disetitian to record what food was actually distributed to the patient.

To be completed by the dietitian beginning at Follow-Up Visit 1 or 1A when the patient receives a
Special Food Products introductory package for the first time and then at each visit when food
products are distributed to the patient The dietitian completes the AMOUNT columns to record
which foods were distributed to the patient.

Page 2 and 3 of the form may be given to the patient at one visit to be taken home, completed, and
retumed at the following visit. Or the patient may be asked at each visit what special food products
he would like. ' -

Only the amount of food that is actually distributed to the patient is to be recorded on the form. I
the patient orders a food product which is not in stock or the number of packages actually
distributed is different than what the patient ordered, the form should be changed accordingly.

Please note that under items 19, 20, 21, 22, 39, 40, and 41, the total number of packages of pasta,
baking mix, cookies, etc., is to be totaled and recorded in the amount column.

(Note: This form should be entered into Datalex.)

Patient Identification Number

Patient Name Code

...................................................................................

.......................................................................................................

1
2
3. Clinical Center
4

a. Date of visit at which the food is given to the patient.............. / /

D, VISH TYP . vvveeeeeeeereeeeeeeeeesseeesessee e seeeesssesssseeseeenebeseeensessse e sessesanesesenesase s secenemesens E

C. ViSIt INUMDEL.....ceeeeiieeeeiiieeeierrereeee et rttsrceeesenasssessnraseesessssssassosssnsssssessons )

101. Date this form completed..........cccooevemiueeireiiiieecreicirerneeerenenennens 1 / _
102. Certification number of person filling out this fOrM ...............eereeecmseenene.
103. Date form entered..............oceiireeeeriierecssccrireereserecrsossesssesnsaneen / /
104. Certification number of data entry Person .........ceeeevveeceeeveennnerecssencosenoen
Retain this form for your files.
PWO 1817
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Patient ID Number Form # 79

Rev. 2 2/15/91 Page 20f 3

Modification of Diet in Renal Disease Study
' Special Food Products Order Form

Name:

Low Pr_otein Products

Please mark the amounts of the items you would like and give this order blank to your

dietitian.
Product Amount Product Amount
5. Altemna Lo Pro 19. Other Low Protein Pasta......... ——
Dairy Drink Mix (pkg)................ —_— (Total Pastas Listed Below)
6. Unimix - Kingsmill Aproten Anellini........... -
Baking Mix (pKg) ........ccoovveeee... -
Aproten Ditalini............. —
7. Lo Pro Rice
Starch Bread (loaf) .................. o Aproten Fusilli.............. -
8. Wel-Plan Cream-Filled Aproten Rigatini........... -

Vanilla Wafers (box)................. Aproten Spachetii
proten Spaghetti........ -

_ 9. Prono Gelled
Dessert Mix (pkg)........c..cu...... -
' } List Type
' 10. Wel-Plan Macaroni (box)........
20. Other Baking Mixes................. -
11. Wel-Plan Short Cut (Total Mixes Listed Below)
Spaghetti (box) ........ccuveennnn. -
Wel-Plan Baking Mix .....___
12. Wel-Plan
Spaghetti Rings (box)............ - dp Baking Mix............... -
13. Aproten Other Baking Mix........... —_—

Tagliatelle Pasta (box)............
21. Other Cookies..........oceevererenens

14. Aproten Rusks (box).............. o (Total Cookies Listed Below) ~
15. Med-Diet Chocolate Chip Med-Diet Vanilla Creme
Cookies (package)................. _— Wafers (package)......... -
16. Med-Diet Wel-Plan Sweet
Spice Cookies (package) ....... - Cookie (package)......... -
17. R & D Ratatouille (package)...._ Wel-Plan Chocolate Filled
Water (package)........... -
18. Other Low Protein Bread ....... - '
Wel-Plan Chocolate
List Type Cookies (package)....... -
List Type
PWO 1817
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Patient ID Number Form#79

——— —— —— e e, et

Rev. 2 2/15/91 Page 30f 3
Modification of Diet in Renal Disease Study
' Special Food Products Order Form
Product Amount Product Amount
22. Other LoPro Gelled 40. Camation Instant Breakfast...... —_—
Dessert Mix........................... — Reg. or Unsweetened (Circle Type)
(Total Flavors Listed Below)
List Type
23. Wel-Plan LoPro Crackers (bx).___ _ List Flavor

24. dp Wheat Starch (package)....____
25. Low Pro Rice Starch (Pkg) .....

List Flavor

41. Buitoni Pasta.........................
26. Kingsmill Cake and (Total Types Listed Below)
Cookie Base (package).........

27. R & D Creamy Lemon List Type
Herb Sauce (package)........... -
28. R& D Garic List Type .
Herb Sauce (package)........... - .
29. R & D Tomato Sauce (Pkg).....___ List Type
' 30. Polycose Powder Other Products Code #
OR Liquid (Circle Type)......... -
42, — e
31. Med Diet Cheddar List Type
Cheese Sauce (pkg)............ -
43. —_— e
32. Apple Chips (package).......... - List Type
33. Low Protein Rice (box).......... - 44, s
List Type
34. Low Protein Porridge (box)..._
45, —_
35. Baxier Beef Stew (package)..__ List Type
36. Baxter Com Chowder (Pk@) ... 46. — e
List Type
37. Baxter Pasta Alfredo (Pkg).eocc
47. —_—
38. Baxter Oriental Rice Pkg)eeeee List Type
39. “GO" Mikk Drink (package)...... —_— 48. — e
(Total Flavors Listed Below) List Type
: ——__ 49. e —
List Flavor List Type

—— 50. o —
. List Flavor List Type




103.
104.

L ]

For DCC Use Only
Rev. 2 10/4/90

—_ Form # 80
—_ Page 1 0of5

MDRD)

Modification of Diet in Renal Disease Study
Low Protein Entrees Acceptability

-<m

Purpose: To assess the acceptability and convenience of Baxter Low Protein Entrees
being introduced to the study. To determine the use and acceptability of other low
protein food products. To investigate other types of food products that would be
acceptable to MDRD patients.

To be given 1o the patient when he/she receives his/her first sample package of Baxter
Low Protein Entrees. The patient is asked to taste each of the four entrees, complete the
form and retum the form at his’/her next visit.

Procedure: The form is to be explained to the patient by the designated reviewer and
reviewed for completeness when returned by the patient. ‘

Patient Identification NUMDET........ccooviviiieerneeeerceseesssnnansmneseasenssere oo o

Patient Name Code

...................................................................................

Date form entered.........cccoooiviiiiiiennninsennneeresenneniieninneraeressseens___ [ /

Certification number of data entry person.........c.ccceeniereenineenniennnnsaeones

Send the original to the MDRD Study Nutrition Coordinating Center. Please use MDRD
Study mailing labels. :

PWO 1817
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Patient ID Number Form # 80

Rev. 2 10/4/90 Page 2 of 5

‘ Modification of Diet in Renal Disease Study
Low Protein Entrees Acceptability

Baxter Low Protein Entrees
Taste Test

Thank you for taking the time to answer this Questionnaire
Please fill in the blanks or circle the most appropriate response.
CONVENIENCE AND HANDLING
1. Please write down the date you received these products. Y S S
2. What was the condition of the carton when you received it?
Poor Condition 1 2 3 4 5 Excellent Condition

3. Please indicate with an X" the meal at which you ate the entree. (Please circle the “X" if
the entree was not prepared at home.)

I Breakfast

Country Stew

Weekda Weekend

Breakfast Lunch Dinner

Dinner

Corn Chowder-

Pasta Alfredo

Vegetable Stir

4. It you prepared any of these meals outside your home, list where you most often
Prepared theM........ccvuiviiiiireeseseniie st st sessrens e b s e eSS s _

1 - Work 3 - Home of friend or relative
2 - Travel 4 - Other

TASTE AND APPEARANCE

Please rate and provide any comments on the taste, texture, and appearance of the four
different meals. Circle the number below which most accurately refiects your rating.

5. COUNTRY STEW WITH BEEF - If you did not taste this entree, skip to the next

entree.
a. Taste
Poor taste 1 2 3 | 4 5 _Very delicious
b. Texture
b Unacceptable 1 2 3 4 5 Acceptable

PWO 1817
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Patient ID Number Form # 80

Rev. 2 10/4/30 Page30f5

Modification of Diet in Renal Disease Study
Low Protein Entrees Acceptabllity

c. Appearance

Unappeiizlng 1 2 3 4 5 Very appetizing
d. Comments (up to 60 characters):

_ HEARTY CORN CHOWDER - If you did not taste this entree, skip to the next entree.

a. Taste »

Poor taste 1 2 3 4 5 Very delicious
b. Texture

Unacceptable 1 2 3 4 5 Acceptable

c. Appearance

Unappetizing 1 2 3 4 5 Very appetizing

d. Comments (up to 60 characters):

. PASTA ALFREDO WITH BACON - If you did not taste this entree, skip to the next
entree.

a. Taste
Poor taste 1 2 3 4 5 Very delicious
b. Texture
Unacceptable 1 2 3 4 5 Acceptable

c. Appearance

Unappetizing : 1 2 3 4 5 Very appetizing
d. Comments (up to 60 characters):

PWO 1817
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10.

11.

12.
13.

14.

Patient 1D Number Form # 80

Rev. 2 10/4/90 Page 4 of 5

Modification of Diet in Renal Disease Study
Low Protein Entrees Acceptability

VEGETABLE STIR FRY WITH PORK - If you.did not taste this entree, skip 1o the
next entree.

a. Taste

Poor taste 1 2 3 4 5 Very delicious
b. Texture

Unacceptable 1 2 3 4 5 Acceptable

c. Appearance

Unappetizing 12 3 4 5 Very appetizing

d. Comments (up to 60 characters):

For products which were consumed away from home, did you experience any difficulty?

a. Transporting 1=Yes 2 @ NO . cevneeeeeieainreeressnsrnesssarensesssrresssssrrnnnesrasssns _
b. Storage 12Y0S 22 NO..ccoiiicierriererreecssnerinssrersssnnessssan e o
c. Heating 1=Yes 2 BN ceececeiiieereenrte e eerrarsronssssssraertasaanressseses S

Did these entrees make it difficult to meet your MDRD protein goal?
Difficult 1 2 3 4 5 Easier
Overall, based on convenience and taste, how would you rate these entrees?

Poor . 1 2 3 4 5 Excellent

Do you currently use food products supplied by the MDRD Study? (1 =Yes, 2 = No)

If these products were available through the MDRD Study would you order them through
your diettian? (1 = Yes, 2 = No)

....................................................................................

it yes.vwhich products would you order and how many entrees would you order per -
month?

Number you would order
Entrees per month
Country Stew

--------------------------------------------------------------------------------------------------

o

Hearty Corn Chowder

---------------------------------------------------------------------------------------

24

Pasta Alfredo

...................................................................................................

d. Vegetable Stirfry

..............................................................................................

PWO 1817
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Patient IDNumber ___ Form # 80
Rev. 2 10/4/30 , Page 5ot 5

/ -
Q Modification of Diet in Renal Disease Study
Low Protein Entrees Acceptability

15. If these products were available after the MDRD Study is over, would you want to buy
these products? (1 = YeS, 2 = NO)....cceerirrserssiisiiisssansrsnesnsnsassisnsnssssssessismanesasssssssenens

16. Hf yes, how much would you be willing to pay for éach entree:
A COUNMIY SIOW ....ccooveiriiiiiiinriinnisicnescntnissenissesesenssosnnesssssassssansosanes - S
b. Hearty Corn Chowder...........ccccvnereevunvavensncnnes ............................... S _ . __
c. Pasta Alfredo..........c.cceecevuecnnernesnicenns SE— revesssiseasnsnsansesesararenas -
d. Vegetable Stirfry........ccccceveerveermcccescnenns rveeernrseannatt e ateaessamteebaraeaen L

17. What other food products would you like to see de\)eloped for your use? (Up to 60
characters)

THANK YOU for your valuable comments!
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