DCCT Data Set Documentation; Form 3.4

Form 3.4: Close-Out Medical History and Physical Examination
Used only in the close-out period, December 1992 - April 1993

Purpose; Collect final updates on physical characteristics, lifestyle, diabetes management,
adherence to the assigned treatment regimen, medical history since the last clinic visit, and
family medical history.

Collection Schedule: Once per paticnt. during the close-out period.
Data Set Name: F0034

Structure: One record per patient evaluated during close-out.
Size: 1423 observations of 501 variables.

Known Anomalies: Instructions to skip certain sections of the form under specific conditions
(e.g., the detailed smoking data on pages 3 and 4) were not universally followed during form
completion.

The quarterly visit number given is that for which the annual examination was targeted (QV 4,
8, 12, etc.), even if the visit was actually held outside the annual-visit window.

Recreational exercise variables on page 5 are coded as a single number of up to four digits
representing the time spent each week (in hours and minutes) in activities of that intensity. A
value of "215", for example, would represent 2 hours and 15 minutes per week.

Some observations contain internal inconsistencies in the variables on insulin doses collected on
page 7. In some cases, the total number of units reported does not equal the sum of the
individual doses; in others, one or the other block of variables is missing. The form’s
instructions direct that basal units infused to patients on insulin pumps be excluded from this -
total, then given in a separate variable on page 8. These instructions may not have been
followed in every case.

Many female patients who missed menstrual periods did not undergo pregnancy tests due to
established histories of amenorrhea.
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DIABETES CONTROL AND COMPLICATIONS TRIAL

Close-Out Medical History and Physical Examination

Thie form fa to he complated during the close-out ctinic vialt, The visit pumber that you should use 18 the nesxt quarterly
visit number in ths petiant‘°s asquence of acheduled visits, At the tima of the visit, data wil) ba collected on this form te
document madifications of therapy and to update informatian on the atatus of patients an deviatiaons from mssignad treatment and
transfars to inactive status. Also there are guestlians that aca used to update information that was tollected at screening.

Unisss otherwisa indicatsd, questions on this form refer to
clinic vigit (1.9., spproxtmately the tast 90 days).

the patlent's experience since the tamst completed quarterly

If in completing thie evelustian 1t 48 found that tha patient thas
NHaot4fication of Intsrcurrent Evant (DCCT Farm 020) and, if applicable,
Form DB3) and Further Detai)s of Hypoplycemic Event (DCCT Form 92,2).

expariencad sn {ntarcurrent event. complete tha
tha NHotification of Hypoglycemic Intercurrant Event (DCCY

Send the original of thia form to the Coordinating Cantar in

the waekly forma malling, rataining a copy {n the clinic’s
files,

A. IDENTIFYING INFORMATION B. DEMOGRAPHIC AND GENERAL INFORMATION

1. beCT Citnic Number CLINIC ‘. @irthdate
- Month Oay Yoar
2. patient 10 Number PATIENT .
e o T T T T T Male Femnlse
/ “, 3. Patfent's Initimia INITTALS o 2. Gendar OCGENDER (IR} « 2}
Ll S :
FSBSDRTT 1, pue or vistt ., FORMDATE I 3a) Marital status of patlent: (CHECK OHLY ONE) OCMARRY
" ‘-_."“m,‘”vﬂv_,“ux“7 Month “Day " Yaar
| 5 ) v . w " . hadul IZESCH Never marriad 1)
3 o S g - as neceseary to raschedule
\ Dot S 2¥ the patient for this viatt ac No Yoa Married ar remarried ( 2)
R for eny reason? 1) t2)
Separated [ Q< D ]
Mow many timesz __ __ | OCRESCHN Divorced « o
s wWidowed { 5)
8. what is the follow-up vigit number? OC,VSlT'NO .
— ©) 1f married, how many times? OCMARNGC S
7. Enter the date af the LAST COMPLETED guartaerly
visit. Unisas otherwine spacified, a1l quantions c) If married, remarriad, separsated, OCMIZDAT-E
on this form rafer to tha patient’'s experiencs divorced or widowed, when did o — e
since this date. marite) status 1ast change? Month VYesr

OCLSTVST

#onth “Day Vesr




.Pathmt 1D MASK-PAT

4, Occupation of patient and household providers,

{CHECK ONLY ONE BOX FOR EACH PERSON DESCRIBED, SEE CHAPTER & OF THE MANUAL OF OPERATIONS,
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If THE PATIENT IS MARRIED,

INDICATE THE OCCUPATION OF HIS/HER SPOUSE, IF NOT MARRIED ANO IF LIVING WITH PARENT(S5)}, INDICATE OCCUPATION{S)

PARENT({S). IF  LIVING WITH GUARDIAN OR FRIEND WHO PROVIDES ECONOMIC SUPPORT
OCCUPATION OF GUARDIAN/FRIEND. ALWAYS THDICATE OCCUPATION OF PATIENMT. IF ANY OF THESE ARE RETIRED OR CURRENTLY
UNEMPLOYED, CHECK CATEGORY CORRESPONDING TO THE TYPE OF OCCUPATION WHICH THE INDIVIDUAL DID OR COULD DO ALSO CHECK THE

CORRESPONDING BOX MARKED "UNEMPLOYED OR RETIRED.*)

OCPATJOB ACMOM IO B Ctvardiond
Patisnt Spouse Mother Fathar Friend

a}) Profaanionml, technics) or atmitar workar ( 01) 1F;l) ( Olfyztﬁﬁgagt)Eg( ot}
Mansger, offlcal, or propristor ( 02) ( 02) ( n2) ( 02) { 02}
Craftaman, foreman, or similar worker { 03) ( 03) { 03) ( 03) { 03)
Cterical or similer worker { 04) ¢ 04) ( 04} ( 04) { 04)
Sales Worker ( 05) ¢ 0%5) ( 05) ( 05} ( 0%)
Oparative or similer worker ( 086) ( 06) ( o8) ( o8} ( 08) *
Sarvice workar ( 07) { 07) ( o?) ( 07} (.07)
Laborer ( 08) { oB) ( 08) ( 08) { 08)
Farmer ( 09) { 09) ( 09) { 08} ( 09)
Homamaker « 10) ( 10) ( 10) { 0) ( IDI)
Studant ( 1) { 1) (1) { 11} ¢ 1)
Gther or unhnown ( 12) ( 12) (12} { 12) ( 12)

QCPATNGT OCMOMNOT OCFRINOT
b) Unemployad or retirsd (1) (1N (1 cn (1}
: OCSPONOT OCDADNOT

O or tbi ahove reprasenta 8 chamenin 1he OC PIOBCH OCMJCBCH  OCFJOBCH

occupation category during the past year (1) () { 1} { 1) { 1)
OC 6 JoBCH OCDJOBCH .

T0 THE PATIENT'S HOUSEHOLD,

INDICATE




%

6. €ducation of patient

Patlanﬁn

and household providers,

GIVEN IN QUESTION B.4.)

Proceed to Section C,

7. HNote currant lteve? in achool:

OCGERADE a)
OCTVEAR »)

oCcCNEAR ©)
OCGYEAR

If in slamsntary or sacondary school, grade:
I in trade school, year:
if in collage, yesar:

It In graduate schopl, year;

8, Hes the patiant ceassd attending
schoo!l durtng the past year for
ANY resason other than gradustion
{e.g., droppad out, eapstled,
moved to & new city, could no No

longer afford school)?

OCEXPELL‘ If YES, sxplaini

(1)

Yan

(

2)

(CHECK HIGHEST LEVEL

DCCT Form OOJICLOSE Page 3 Oi la

COMPLETED BY EACH PERS0N FOR WHOM CGCCUPATION IS

OCPATED  OCMOMED  usratens
patient Spouse Mothar Fathar Frisnd
Graduats School ¢ OC’?P‘?&D ( )OCD[A'I?GD (10
Callage gradunta (2) «2) ( 2) {2} 2
Soma college or trade achool (M (D {3 € 3) (3)
Sacondary achool praduats ( 4) ( a) ( O { 4) {4
Some secondary schocl ( 5} {5} { 5) ( 5) ( 5)
Elementary school { 8) { 8) ( &) { 8) ({ 8)
None (" (7 (" {7) T
Unknown (&) ( 8) (8 ( 8) (8)
OCSTUDNTS. Has the patiant bean s full-tims or Na  Yas
part—-tima studeant ducing tha past year? (1) (2) !

C. SMOKING STATUS
1.

During the past 12 months,
has tha patient ever amohed
clparettes or cigaridloa?

Proceed to Question C.5

OCSMOKE|

No Yeas
{1} ( 2)

Doen the patient currently
smohe cligarettas or cigari)iosa?

Procesd to Queation C.4

OCSMNMOKE2

No Yea
L 2

How tong haa it hesn ainca
the patient guit smoking
cigarattes or cigarillioa?

Ouring the pariod in. the past

12 montha whan the patient
smoked cigarettes or cligacrilios,
on the avarage, howx many
clgarattas and cigariliios a

day did he/sha amoke?

months

OCS5MOKES

ocsMoKE U

cigarettea or
cigariltos
per day



Pattant (D
G, During the past 12 months, OCSMOK&S
has the patient evar No Yes
amoked plipea or clgare? 1) (2}
Procesd to Question C.9
OCSMCKE Lo
6, Doss the patient currently No  Yes
smoka pipaes or cigars? 1) ( 2)
Procead te Question C.8
7. How tong has 1t bwen ainca ; —~
the patient quit smoking OC’S'\AOKC‘_I
pipes &nd cligara? months .
8. During the period in tha
past 12 manths when the
patient smoked pipes or o
cigars, on the averspge, OQSMOK,GS&
how many plpefuls and — s —
cipara per woash did thes pipafuls or
pat{ant smoke? ciparas par waeh
9a. During the paat 12 months has
the patisnt 1ived in a rest- OCSMOKC‘]A
dance whars there were indivi-~ Ho Yeon
dunls who amoked? (1) (2)
b. During the puat 12 months haa QCSMOoOKY B
the patient worked in sn envi- No Yan
ronment where co-workera smoksa? 1y (2)
D. DRINKING STATUS
t. During the paat 12 months, Q@DZINK i

has the patient consumed an

average of at lamat one No Vas
alcoholic bevarags per waehk? (1) (2
Proceed to Section E

How many 12-ounce bottles of beer (sx- QCDRINKZ

cluding "!ight” baer) did the patient {A)

consume during ths past 7 daye?
(LF THE PAST 7 DAYS WERE ATYPICAL ——
CHARACTERIZE A TYPICAL WEEK_)} Bottlaen

How many 12-punce botttes of “light” QOCDEINK 3
bear did the patient conaume during (a)
the past 7 days? (IF THE PAST

7 DAYS WERE ATVPICAL, CHARACTERIZE

A TYPSCAL WEEK.) BottTes
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How many #-ouncs giasses of wine did
tha patient consuma during the past

1 daya? (IF THE PAST 7 DAYS WERE
ATYPICAL, CHARACTERIZE A TYPICAL WEEK,}

How many | 1/2-ounce ahota of stralght
hard 1iquor and | 1/2-punce mixesd
drinks «id the patient cansumu during
tha past 7 daysa? (IF THE PAST 7

DAYS WERE ATYPICAL, CHARACTERIZE

A TYPICAL WEEK.)

Does the total wmount of alcohol
coniaumed by the patient in the
past 7 days {(OR 1H A TYPICAL WEEK)
exceed 560 grama?

Use this table if neces=ary)

Amount X Grams

(AY X113~

(B) ___ X to =

ey ______ x 12 = ‘
(n) X 15 = '

TOFAL GRAMS
OF ALCOHOL

E. EXERCISE AND ACTIVITY

which of the following best describes
the patient s levae! of activity on the
jub, st achool or, for homesmahers, In
homemak {ng?

Sedentary (auch as office work with
occastonal intar-office walking, etc.:
&#.9., secreatary)

Modarate activity {requires conalder-
able, but not conatant, 11fting,
walking, bending, pulling, stc.|
homemahker with family and without
domastic sesiatance, policeman, student
taking physical education course)

0.,

Stranuous activity {reqguires almost
canstant t'ifting, bending, pulling,
acrubbing, etc,.; e.9., furniture mover,
heavy domastic work)

{c)
ocheINLY
GTE:E?a
OCDRINKS
(o}
QCPREINK
No Yasx
(1Y t2)
OteEXER |
(1)
{ 2}
[ 3)

@



Pat lo.l)

2,

buring tha past seven days, how many hours
and minutes did the paient spend In the

following types of leiasure tiwme activi
(1Ff THE PAST SEVEN DAYS WERE ATYPICAL,
CHARACTERIZE A TYPICAL WEEK,)

Light activity

(Examplesa: billiards,
buwl ing, balliroom dancing,
golf with powar cart, nhon-
compatitive volleybull}

Modecats activity

(This tevel is marked by
modest incrasses in heart
rate antd braathing. Most
healthy individuals fing
these activitiss comfortasbia
and can continus them for a
fow hours without undue fatigua,
Eramptes: laisure cycling
(5.5 mph}, frishes playing,
horseback riding, ssiling,
table tennias, croquet,

go!f without powar cart)

Hard mctivity

{(When exarcising at this
intansity, most pecple will
11kaly parapirs. Mopt wuhn~
trained people could not
erercise at this {ntenaity
without taking fraquant rest
perioda, Examples: cycling
(2.4 mph), half-court basket-
bal), water skiing, downhil)
skiing, karsts or judo,
doubles tennie, roller
skating, gymnastics)

very heard activity

{(Includas strenucus sports
involving & tot of movemant
or romning., Only & well-
trained individuml cen
porform mt thia intenaity
for extended pariods of time,
Examples: racing cyctling,
fFoothalt, fuli-court basket-
ball, rapid marching, sguash,
cont inuous, madersts to Fast
swimming, rope Jumping, cross
country running, singles
tennisa, flald hockey)

tles?

OCEXER Z

Hours Minutes

OCEXERZR

Hours Minutes

oOC EXER Y

Hours  Minutes

OCEXERS

fours  Minutes

DCCT Form DOJCLOSE Page 8 o
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F. FAMILY MEDICAL HISTORY

OCFAM| t. Numher of parscns living in tha patient’s household; {INCLUDE THE PATIENT)

2, 1a thers & femily history of diseanas of the following types? (Conalder parents, grandparents, etbiings, chiidran)

Parants Grandparants Siblings Children
Not Mot
Un=~ Un- un~- Applice Un= Apptic—~
Yes No 1] n Yas Mo knaown Yas known abl Yea No known abla
S— Qe M MocPAmaE T SLRARELTD T SrARET T
a ypartansion 1
OLFAMZ2E OCFANAZA OCFAMZO EEEAr
b} Myocardiat infarction (1) (2) { 3) (1 (.2) {_3} ( 1) { ( 4) { v (23 { 1 L 4)
OCFANI2 OCFAM33 OCF—AMBL} QCFAM 35
(i) 1t YES, betors mge 407 (1) 2) (3 1y (2} ( 3) c1) (2) C3) (4) cy (2 { 3) { 4)
(31 IF YES to (¥), n & O CFAMB QC FAMDBT OCFAM3 D CCFAM3IS
diabetic parson? {1) (2) ( 3) (1 2) {3 (1 (2) {2 (4a) 1y 23 QD { 4)
¢) Autolmmune OCFAMYOD QC.FAMUYE | OCFEAMY2 QCFA™M U3
endocring diseanse (1 2) ( 3) c1y (2) ( 3} {1 (2) ( 3) 9 () () { a) ( 4)
d) Sericus eys disease OC!'/'\M‘-P-I— OCFAMUS QCFAMMYL CCFAMYT
ar blindness {1ty (2) 1y (2) { 3) (1Y (2) { N { 4) 1y ¢2) ( 3) ¢ 4)
OCFAM ? QCFAM L] OCFAMEO OCFAMS]
(1) IF YES, dus to disbetas? { 3) (1Y ¢2) és:” (11 ( Z‘L' { 3) () (ty (2) [ 3) { a)
OCFA OCFAM OCFAM ?CFAMSS
o) Renal dissass { ”C)C(F-f\)M ( ) N Z) Mts%) {1 ( 2) (52 ( 4) (1) OIC)F/’(( a)q { 4)
(1) 1f VES, dus to diabstes? (1) ( 2) 5\3 3) 1 <:)(C'i:'),‘( ¢ 3) (1) Qcéi)'kN} 3) ( %) 1y (2) (N}J? { 4)
MO OCF wl OC FAMWZ OCFAMUV 3
f) Psychiatric disorders ¢1)y (2) (3} C1y ¢2) () 1y 2y (33 (4) (1) 23y (3 (41
M4 o) MuS QCFAMUGL OCFANLM
©) Naurcloglc dissess tn (FQM( ) tv 2 M{.d%) (]’ écz) (3 ( 4) 1y (2 ( 3) {4
(1) If VES, due to disbetes? ( !%C(Fn L‘f:ﬁ) (N o(c.f:)AM(*‘l%) SN :';'Nv}-'% (N € P%F:N}A;}'ls ( 4)
h} Hypariipidemia (1) [’%Mq( - ¢ 1y (2) { 3} (V) Q%EAM‘!% { 4) (1 p%FAI(\A:H ( 4)
QCFAMAN - n OCFAM T : QCFAM 19
1) 10DM ¢ 1 CEFZ/LMéCE’)) «n O( 2) ai) Cn 2),\'\5‘5)2 {4 ‘n é)é)__f“(wa)g (4
O M OCF AN
$) NIDDM {1y (2) (3) «cn (CZFJA (83) {1 (2) {3 { 4) {1 (2) ( § ( 22



P-ti!'ll!n

G. DIABETES MANAGEMENT

Answer Section G for ali petiants except where spacified.

Do not complate this assction at the randomizatlon visit.
when completing this section, refar to the previous day’‘s
insulin dosage only, However, if {n your judgement the
previous dsy's dosaga was atypical of the patient’'s regimen,
use another recent day that you would conszider typicatl,

1. Specify typea of tnauiins uned by this patient;

(CHECK ALL THOSE THAT APPLY)
SCC:ISL:JSEEEG( Human reguler { 1) Pork Regular {9 oCPOREG
oc-,HL\NP% Human Semilente ( 1) Pork Semilents ( 1)OCPOSGMI
ULEN Human NPH { 1) Park HPH ( MNoc PoN PH
Octiuuu_ Human Lente ( 1) Pork Lents { Voo poLEN
act Human Uitralente ( 1) Park 70/30 tn 2
OCHUMIO80 Human 70730 (1) O PO1030
Bno:lpnrk :loulnr { 1) OCBPREG
* Baaf/pork Semitente { ')OC/BPSGMl
Baaf/ k NPMH [ G |
oefls::k Lcnl ( l} CN P
PBEr7poTK U OCE P fhiddegl \UL-T

2. To what group wse this patient randomized? O CGRAUP
Standard (1) Experimentat {2)
4, a) wWhat insulin regimen {s currently being QCINSREG
used by this patient?
thaulin infusion pump 1)
three or more deily injections (2]
one or two dally injections (3)
others (4)
(describe the regiman tn Question Humbaer 5)
QCIREGPR b) 1 this tha regimen prescribsd by tha Ho Yas
OCECT clinic? (1) (2}

OCCY Form OQ3ICLOSE Psge 7 nl 23

Pleonse summarize this patient's usua!?
hare. {Refer to the previcues dJay’e inaulin doaage only.
Howaver, if the previous day's dosaps was atyplical, use
the mast recant day that you would consider typical.
Round aff to the nesrest whoie unit.)

fnsulin regimen

Tota) numbtier of unlts per day: —
Number of :
Untts Usdd Break¥ast I Lunch Supper Badtims
OCREGBRK OCR %&u’

pe— QUAN__ OCEE
QCSEMBRK
Semijente

OCN PFBEZO
OCLENBRK
ac

ocULTBRK OCULTSU
Uitralsnte 32_ OCULTLUN iTs_iPCI‘,L_.\_LT_B_éb
: QCo3054
0cT030BR o asa P benosote

wWhen fi{11ing out this teble, consider all Insulin
given between hreaktast and lunch as part of ths lunch
dose, All insutin betwesen tunch and supper is part of
tha mupper dose. Al} insulin batwgan suppear and besdtime
snack 1o part of the snack dose. If & patient glves a
prascribed mealtime dome which happenad to be zrero on
the day racorded, recard "0" {n the appropriate space.
If no dosa was prescribed for a glven time of day,

laave the spaca blank. If a patient {a on s pump, do not
reacord basal here. Meal! fnsulin only refere to bolue
dosea. Captura besat In number 6 following.

Other
OCREEOTH

OCSEMOT H

OCSEMBED __ ___ A
QCNPHOTH

NPUBED __

Regular

NPH

Lente

SCNo500T

70730

NOTE

If the Ynsulln regiman used by this bati-nt on & typical
day cannot accurately be recorded on the table (question- 4)
plaase leave the table blank and describe the regiman herns:

Anawer 3Ff ¥4 §a blank:
i am describing the {nautin regimean herw:

No VYaa

(1) {21 OCLPME

If yas, apeci{fy:



pretels
Rectangle
var=OCBPULT

pretels
Rectangle
var=OCREGBRK


Pat it 1D

Do you suspect that this patient’s raportsd plucossa OCDMB
(urine snd/or blood} moenitoring results are
inaccurats or fictitioua? Mot
No VYas Sure

{1 2) ¢ J)
Explain:

bCCT Form 0D3ICLOSE Pages 8 of 23

8. COMPLETE ONLY FOR PATIENTS USING AN INSULIN INFUSION H. DEVIATIONS FROM ASSIGNED TREATMENT
PUMP /
CCDM A 1. Stnca the tast visit, has the patient ocbv4
Yotal numbar of UNITS BASAL {nsulin infused per day: ___ ___ bean on a “"deviation from trsatment* (as No  Yes
OCOMER defined in Section 12.5 of the Pcotocol) {1 2
Totat number of differsnt BASAL RATES used per day: _ _ _ at sny time? o
, OCPVIA
Haa ths patient had any technical problems with the a. If yes, s the patient currently on No Yas
\nsulin Infusion pump? oML deviation from traatment? C1y 2
No vas
1) ( 2)
(1) If NO, entar date of _E)C_P_Y_ﬂ'f_l_ﬁ —
1f YES, specify, termination of deviation: Month Day Yaar
{i1) IF this s » naw (aterted
: since 1aat QV) daviation:
7. COMPLETE THIS QUESTION ONLY FOR PATIENTS CURRENTLY ON enter dats of DCCT Form 022, QOCDVIAZ
ONE OR TWO DAILY INJECTIONS: Notification of Devistion
: from Assignad Trestment; Wonth “Day ~Vvear
a) Have you prescribed a changas {n tha insulin ceglmen
or dose since the Yast visit? OCDMTA I, TRANSFER TO INACTIVE STATUS
No VYeas OG\Si
t {2 1. Sincs the [aat viait, has the patisnt No Yes
If YE5, plsass indicate tha resaon, been ot inactive status st any time? C 1} ¢ 2)
No Yanm (as defined 1n Ssction 12.?7 of thae Protocol)
Symptomatic potyuria/polydipsia/necturin t 1) 22O0CIPMIAY OCiS1A
Unacceptable dagrea of hypoglycemia (1) ( 2)JCCIPMTAZ a, If yas, ia the patient currently on No  Yas
:ecun'-r;r'\t :ntnnurla 0 - ( 1} ( 2)1QCIPMVMTAS transfer to inactive ntatua? { 1y { 2)
amoglobin A1c above tha action m ( 1y ( 2)OCIDNMTIAH
Prepnancy {1y ( Z)OQ[>M‘IQ5 . (V) 1F NO, entar date of return O_CL,I_S_"J._A:I; _
Uther, €1} ( 2)oc bmTaw to active status: Month “Day Vear
Spacify .
{11) 1 this is a new transfer to
b) How {s this pattent monitering his/har disbstas? inactive stetus, anter datwe
ot DCCT Form 0t6, .
No Yes Uncertain Application for Tranafer <3€35§jE{§32_” —
Setf blood glucose monitoring ( 1)y ¢ 2) ({ 3) OCPMT] Bl to Inactive Status: Manth “Day Year
Urins glucose monitoring (1 {2) ( 3YscomMBZ :
J. MODIFICATIONS OF FOLLOW-UP SCHEDULE FOR ENDPOINT
B. COMPLEYE THIS QUESTION FOR PATIENTS IN BOTH GROUPS; A SMENTS

(See Manual of Operations Chapter 11) OCMDPF4
1. Since ths last visit, has the patient No Yas
baen on & modifiad foa)loaw-up echedule {1y ()
at any time? . :
1f YES, {ndicate which asssssmants:
OCMPDPFZ
2, 1!s the patient currantly on a modified Mo Yeas

follow~up achedule?

1) {2y




P-Ifnnliln

K. MODIFICATIONS OF THERAFPY FOR PATIENTS RANDOMIZED

TO THE STANDARD GROUP ONLY

acMmpYlL
1, Since the Tast vigit, has the patiant No  Yes
tean on m modified therapy at any time? C1N 2
lﬁProceed to Question L.1 1

) Since tha laat visit, hes this patisnt
used plucosa monitoring at greater
fraquency than spacifiaed in the Protocol

{urine teating 4x/day or self blond OCMDT1A

glucosa monitoaring once par day) at No VYes

your diraction? v (2)

IF YES, record fraguency) SAGH _’d"YOCMDTl
UGM _fday M DT

b} Since the last vigit has this pattlent usad
more than two Iinjections of {nsulin par day
ar used an insulin pump ta achieve first or
sacond piriority standard traatment group goals

at your dirsction at any time?

(NOTE: PERMISSION OF THE TREATMENT COMMITTEE

1S HEQUIRED PRIQR TO INSTITUTING THIS OCMDT1RB
MODIFICATION OF THERAPY) Na Yas

(v ()
Procewd to question d |

If this moditication was started aince the fast visit;

{1} Eontar date psrmisaion was
received from the Treatment oCMDTARL
Committas to institute the
ragimen {n this patiant Menth Oey Yaar
{11) Entar date that new oCMDTIRZ
regimen was started Month “Day ~Year
c) 1Ia ths patiant

currently using maore
than two ({njactions per day or en

tneutin pump to schleve first or OC‘MDT:LC’

sacond priority treatment gonls for No Yas

the standard treatment group? (L2
If MO, anter date of raturn to one _OS_IV_‘__D‘_j'&]'__
or two injections of {nsulin per day Month Day Year

If this patient {8 using more then two Injactions per
day or an insulin pump for reasons other than inatructed
by vou to achieve Firast and mecond priority goal for tha
Standard Group, this repressots a daviatton from assigned
treatment, and should be recorded in Section H and on
Form 022,

DCCT Form O03CLOSE Paga 9 t!)

No Yes
vy ( 2)

OCMBTLD

d} Other modification; spacify:

FOR PATIENTS RANDOMIZED TO THE EXPERIMENTAL GROUP ONLY

2. Since tha jast viatit, has thes patient basn

an & modiflied treatment protocaol?

HNo VYas
(1 20CMDTZ
[Proceed to Quastion .1 |

8} Since the Yast viantt, have you instituted =

A plannad cut-patient viailt schedule on a lsas
1 frequent basis than the required monthly vistt OCMDTZA
AZ schedula? No Yes
%) (2}
b) Have yau instructed this patisnt to parform
anlf hlood ptucose manitoring on a
less fragquent dally schedule than .
the raguired minimum of four times oCcMPTZB
8 day, incCluding thras pre-prandia) No Yes
and one badtime sampla? (v (2)
1t yas, record freguency __ 7 day QCMDTZRB1
) Have you instructed this patisnt to No vas OCMDTZC
usa lass stringent goals of tharapy? () c2)

(1) Spescify tha new goalat

HbAlc (range) — e YO
Bilood glucvse {range):
Preprandiat —_ -t __ _
Postprandiat __ __ __  to ___ ___ ___
3:00 a.m, to

(1) Spacify the
of goals of

reason and situstion for modification
therspy in this patient:

oOCMPTZC3

— e e —_— — ——

(411} Specify the dete that tha new
ponl(s) becama effactive:




Patiant 10

(1v) Acra the stated goals {n
wffact at present?

If NO, anter the date that the
patiant resturned to the goals

of tha expsrimental treatmant
group set forth in the Protocot:

OCLMDTZ2CY
No  Yes
t 2

OCMDTRET
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d) Other modification; specify)

Na Yes
t 1} 2) OCMDTZD

L. DIABETES MONITORING - ANSWER FOR PATIENTS CURRENTLY ON 3 OR MORE INJECTIONS OR PUMP

1. Summarize the patient’s psrformance of glucose monitoring.
The "number atould heve done” ia the number of tests you lnatructed the patient to do.

this,
these prescribed tests oniyy do not record extra tests parformed.
BLOOD
Tasting Number Number
Requirad Actumdly Shoulgd
by Protoco!) Done Have Done
Before breakfast OCDM3BRBRD OCPM3IRBES
Betore Junch OCOMBLUD OCDMILUS
Before dinner QCDMI3DID ocpMm3apisS
Badt ime QCDMIBED ACDMIBES
3:00 s.m, ocbm 3BAD OCDMBBAS

2, Is the patient performing more sslf blood glucoss monftoring than preacribed?

. No
(1)

Yas
(2)

M. DIABETES MONITORING - ANSWER FOR PATIENTS CURRENTLY ON ONE OR TWO INJECTIONS

1, Summarize the patient’s parformance of glucase monitoring.
Tha "number should have dona" e the number of tests you inatructed tha patient to do.

thine,

thass prascribesd tasts only; do not racocrd extra testa performed,

URINE

Numbar
Actually
Done

Testing
Required
by Protocol

Before braakfast OCDMIUBD OCDM | UBS

Befors tunch

Badt ime

OCPMIULD OCDMIULS
Bafora dinner, OCDMIUDRD OCDM {UDS
OCDM WUED OCPMIUES

2, 1s the patient performing more plucoss monitoring

{urins or Hlogpd) than prescribad?

(1 2)

Use the patlent’a “Dally Disbetas Monlitoring Record” to do

Racord performance of

Uncartain

( 3) OCDM32Z

Use the patisnt’s “Dally Disbetes Monitoring Record* to do

Racord parformance of

8LO0D
Numbar Number Numbrer
Should Actually Should
Have [ona Done Have Done
ocom |BBD QCDMIBBS
acbDmM|IBLD OCDMIBLS
ACRMIEDD QCRMIBDS
QCPMiBED OCDMIRES
OCCDMI'Z
No Yos Uncertain

3}
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N, INDICATIONS OF NON-ADHERENCE TO TREATMENT PROTOCOL,
1. Anewer a) - §) for a!l patients,

a) How often has the patisnt claimed to havae followsd the meal

b)

d)

Not mpplicabila

Naver fo)lowsd mea! plan

Vary infregquently (less than 10% of the time}
Infrequentty (10-44%X of the tima)

About half the time (45-55% of the tima)

Most of the time (56-80% of the time)

Almost al) of tha time (more than 90% of the time)

Always followed meal plan

(11) During how many of thesa {1)inessax hse the patient been known
to have faflaed to mdjust the fnsutin dose ss prescribed?

Has the patient uasd m type of ineulin which has not been prescribed?

8) Haa tha patient basn roteting the alts of injsction

L}

9}

h}
1)

{or, in pump patiente, the site of infusion)?

(
(
(
(
(
(

(
(

How many 1itnesasen {intercurrent eventa or not) has the
patient sxpertenced? (1f none, enter D0 end procaed to 1.d)}

plan? OCNALA

o)
1)
2)
3)
a)
5)
6)
7

Haa the pattiant followed a pattern of sating supgestive of an
enting disorder (w.g., hlstory of builtmis, vomiting, anorexia)}?

c) ()

Has the patient completed tass than al) seven of the capillary

blood collections required for the Profilset?

(1) How many Intercurrant avents (a3 defined in Chapter 10 of the
{If nons, enter

Manual of Opsrationa) has tha patient expariencad?

(11) How mmny of thess intercurrent eventsa haa the patient failed
te report in the appropriate time window? (If none, enter 00)

Has the petisnt fatled te bring Iin his/baer dsdly record?

Ooes thae petisnt perform seif blood glucoms monitoring?
{If no or uncertain, procesd to Question N.2)

If yeas

(¥) Has the patient baen using setf blood glucose monitoring

to adjust hia/her insulin dosnge?

{11) Ooss the patient perform sslf btood glucose menitoring
more than once per day?

DCCY Form OO3CLOSE Page 11 o

QCNAIB
No  Vax  Uncertuin
1 (2 )

OCNAICI

OCNAICZ
(1) (20 (3 OCNAID

{2 ( HIOCNAVE

Sty (D { DOCNAIF

a0) __ __ OCNAIG]

— . Nmel
(1 (2 { 3) OCNAIR

(1 (20 ¢ 3HOCNAITI

(1) (2) ( 3 OCNAVI 2

€1} (2) ( 3) OCNAII3



Patient ID

2. ANSWER (n) - () FOR PATIENTS RANDOMIZED TO THE

STANDARD TREATMENT GROUP

On how many days has the patient . , .

8} takan more than the presceibsd untta
of 1asulin (ercluding sick days)?

b) tmhen extra injJections of insutin?
c} taken fewar injections of Insulin?

d) failed to take his/har preacribed
inautin done?

) tafted to parform and racord at
least two urine tests or one
blood glucoas test & day?

f)(!) baan 1117

{i11) falitled to tast and record
urine acaetone during an {1iness?

OCNAZA
OCcNAZB
ocnNAZC
acNA2ZD

OCNAZE
OCNAZE|

OCNAZFZ

3. ANSWER (a) - (d) FOR PATIENTS RANDOMIZED TO THE

EXPERIMENTAL TREATMENT GROUP

a} On how many days has the patient
not follogwed the preascribad
algorithm for insulin deslivery?

b) How many times has the patlent
feiled to de the prescribed
3:00 m.m, blood testa?

c) How many timas has the patisnt
fallsd to promptly report a low
3:00 a.m, blood glucose
to the clinic?

d) How many times hss the patient
fatled to monitor urine acetons
whan blood glucose was >240 mg/dl
or during sn {linase?

OCNABA
OCNA3R

OCNABC

QCNA3ZD

4, ANSWER (a) - (c} FOR PATIENTS RANDOMIZED TO THE
EXPERIMENTAL TREATMENT GROUP AND USING INSULIN

INFUSION PUMPS

a) How many times has the pstiant
faited to follow inatructions
for changing batteriesa?

b} How many times hes the patient

ftalilad to follow itnstructiona
for chenging cathetere?

OCN AUA

OCNAHB
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c) How many timea hms the patient
falted to folltow Instructions
for changing syringss?

OCN_A‘-FQ/

O. DIABETES CONTROL - ANSWER FOR ALL PATIENTS

1.

Symptoms of hyparglycemia (Std pta priority | goale)

&) How many nights in the past week did
the patient wakhe up ONCE to urinate?

b) How many nights in tha past wask did
the patient wake up TWQO OR MORE tima3
to urinate?

¢) On the avérnga. how many 8 ounce
glaases of fluid did the patiant
drink per day? -

d) How many times did tha patient
axperience DKA?
(As dafined tn Chapter 10 of the
Manue) of Operations) |

If the patient has had DKA, complets
the Notification of Intercurrent Event
(Form 020) {f it hams not previocusly
baen completed for this svant.

a) Did the patiant experience othar
symptoma of hyperglycemin?

If YES, spscify:

OCDCLA
ocpelp

ocpc1e

OCRC1D

oCCiE
(

No  Yaa
1) ( 2)

How many days has the patient had
modarats or large ketonuria?

{}f none, entar 00 and procssd

to Question 0.3.)

How many of these wars . , .

a} avplained by change in routina?
b) due to 1iness?

c) due to madical ethpmant falture?

d) spentaneous or unexplainad?

ochHC

OCDCZA
oz’
ocbcaC
acpeab

Y\\,

N

o
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3. a) Ia the patisnt female?

OCDC3A
No Yes
(1) C2)

|Proccud to Question 0.4

b)({1) Has the patient bad any
vaginal 1tching or
atacharga?

I Procesd to Quastion 0.3.c|

(§4) Was the patiant treated
for thia?

(111) Specify tematment

oce3Bl

No VYes
1)y (23

oChC3BZ
1 C2)

c)(1) Ooas tha patient manstruste?

I Procead to Queation 0.4'

(14) Enter date of atart of tast
menatrual perciod:

oCDesaC2
Wonth “Dey ~Year
d) (1) Was the last menstrual periad
more than five washks mgo?

Iﬁrocood To Guastion 0.4‘

{i11) wWas a pregnancy tast
performed?

If no, why not?

QCDC3CH
N0  Yes
vy {2)

ocbe3pl

Na Yes
€1} € 2)

|
ocbe3DZ

NO Yeou
(1) ¢2)

If yas, did the teat indicate
pregnency?

Complate the Notification of

intercurront Event (Form 020)
4f {t has not previously baen
complated for this pregnancy.

oCDCAD3
No VYes

(1} (2)

4, Symptoms of hypoglycamia since Taat QV

a) Number of hospitalizations for

hypogliycemia,

overnight sadmission to the hospitsl,
an emargency ward visit that did not
rasult in hospitalization does

not apply.)

{Hoapitalization implies

DCCY Form OD3ICLOSE Pape 13 ol 23

OCDCU A

1f the patisnt has bsen hospitatized for
hypogtycemia, complete Motiflication of
Intearcurrent Event (Faorm 020), the
Notiftcation of Hypeglycamic Intsrcurrent
Evant (Form 083), and Further Ditalls
(Form 092) IF not previously complmted
for this hosplitalization.

If any hospitsiizations, give apecific reassonn,

b) How many times did the patient experience
hypoglycamin of such saverity that the

patieant , , ,

(88

(1)

loat consciousnsss
without s&lzura

lost consciousness
with seizure

c) How muny timsa did the patient
anparisnce hypogiycemis of such
severity , . .

(1)

()

(11y)

that the patient required
prafassionat madical aasiatances,
including placement of an IV or an
intravansus Injection of gtucose?

sa to require the sasistance of
anathar parson, such as the
administration of glucagon, but
did not reguice any of the
naxistance described in (1}7

as to require the assistance of
anothac person but did oot raquirs
any of the help dascribed in (1)
ar (11)7?

QACDCH B

OLDLHBZ

ocbeHcl

oebgHe?

ACDCYC3



Patiant 1D

d) Complete only {f sevare hypogiycemia which
the patient could not treat himaelf/heroelf
has occurrad;

(1) How many timas haz the

patient received glucagon? GQ_D_C_L_‘_D‘

(i) How many timas has thas
patiant recetved IV glucase OC—RCiDZ
to treat bhypoglycemia? .

(411) Oid any apisoden resuft QOC CHD3
in Injury to the patient No Yas
or others? (1) <2)

if VES, mpacify:

If the patient has experisnced severe hypopiycemis
which he/she tould not treat himae!f/heraslf,

pleass complieta Notificetion ef Intercurrent Evant
(Form 020), Notification of Hypaglycemic Intercurreant
Event (Form Q83) and Further Datails (Form 092) for
for any episades for which thias has not previcusly
beean done,

o) fosn ths pattent have a history of
racurrent (mors than one) hypogly-
cemic episodes resulting in cerebrat
impairment (8.g., coma, sevare con-
fusion, selzurs, loas of conaciousneans)
of such sevarity that hs/she was unsble

to help himeseif/herse!f bafors ths ¥ e )
development of warning symptoms of hypo- OCDCHE-N
plycamia (#.0., adrenargic symptoms or No Yas
swasting)? 1y (2}

) Doas tha patiant have s history of
racurrsnt (mors than one) hypoglycemic
apinades rasulting in cersbral im-
pairmant [e.p., confuston, lethargy,
bizarre behavier, etc,) that the
patiant recognized end wes mhis to
traat himaself/harselt, but occurred

bators the davelopment of warning OCpbCidF- N
symptoms of hypogiycemia (.e.9, No Ves
adrenergic symptoms or swaating)? {1y (2)

@) How many times in ths past seven
days did the patient sxparfence
hypoplycamia which was miid

enough for the patient to QACDCHG

treat himsalf/haraatf?
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h) If the patiant has sxperianced
hypoglycemia in ths paat
snevan days which was mild
pncugh for the patient to

traat himself/harself,

ANgwWar

ftems (1) through (114} below,

Otherwlse,

ship to Section P,

{1) Did mild hypoglycamis occur: OCDCUH |

whiles the patient was awaks

(14)

(11

While the patient wes asiesp

Both

what was the ususl reason for ths mild
hypoglyceamia? (CHECK ALL THAT APPLYV]}

Wiasad meal or snack OCDCYHZA
Bacreased food intaks OcphciUdH 2B

at meal or sneck

Increased susrciss lavel oCOCU H2C

Too much 1nsulin teken

OCDCHHZ D

Luck of early warning sipnse OCDCUHHZE

of low blood glucoss

Other; spacify:

Unesxplained

OCDCHHZG

what symptoms doas the patiant have with
mitd hypopiycemia? (CHECK ALL THAT APPLY)

Adranergic warning symptoms QCDCHH 3A

Diaphoresis (swenting)
Altared mentm) status
Other

None

OCDCHH3B
ocheHHge
QCDCHHBED
OCDCHHBE

1
1)

3)

1)

1)
1)
1}

L}
1) OCDCH H2F

1)

A}
1)
1)
1)
N
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P. DIABETES RELATED COMPLICATIONS AND/OR CATEGORY 3
INTERCURRENT EVENTS

If the patient haa bean hospitalized {overnight) to

treat any of the following disbetea-related complicationsa
or Category 3 events, the Notiflicstion of Intercuresat
Evant {Form 020} musat be completed for each hoapttaliza-
tion (mee Chapter 10 of the Manum! of Oparations),

I1f no hospitatization occurred, Category 3 Intarcurront
Events are reported on this form onty; Form 20 i3 not
required,

1. OPHTHALMIC

Right Left
Eve Eya
n) Has :;h. pationt = J—OOECJ-"
had blurred or Hoa Yaa Rg VYe=n
reduced vllinnTOOKClAK ( 1) ¢ 2) { 1) § 2)
It YES, sxplaing
b) Has tha patient -
anxperisnced OC;‘ZCA—B R OcRCIBL
flostere or HNo Veas No  Yes
fleshing lights? {1 2y (1) (2)
c) Has tha patiant OCRLCICR oCicCciC L
had any other No Yen No  VYes
eys probliema? (1 {z) ()
1t YES, specify:
d) Wil] the patient be sent to OCRCLD
tha gphthalmologist for a No VYexn
specisl visit? (1) (2)

a)
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NEURDLOGIC
Has the petient had any of the Following? OCRCZA
Parenthesias (paln or numbnass) No VYes
in hands or feet (Y (2
(1) 1t the patient has pain, s Np Yon
he/she taking medication for ( 1 ( 2) OCRCZAI

b)
c)

d)

e)
f)

a)

h}

1)

»

L))

the pain?

(11) What s tha medication?

Unenplained muscle waaknesp (1) ( 2)QCRC2B
Vomiting or bloating after waals (1} ¢ 2)OQCRCZC
Bouts of parsiastent or
racurrent diarrhes ¢ 1) ¢ 2) QCRC2ZD
Bouts of urinary retentlon ) (1) 2YoCcrCZE
Dizzinass or lightheadadness (D (DoCrRC2F
{not assoclated with hypoglycemis}
Fainting (N { 2DOCRC2E
(not mssocimtad wigh hypopglycemin)
Selrure {not due to hypoglycemia) (1) ( 2]OCKC2H

I¥ VES., complets tha MHotification

of Intercurcent Events (Form 020)] _

it 3t has not already besen

complated for this condition,

' Not
N Yen Appticabls
Impotence €1 2) (3 OCRCZT
No Vasa

Has the patient developed symptoms (1) £ 2)0CRC2ZT

compatible with a focal neuropathy
{describad s sudden onsel, asymmeirical
and aalf=-1imited, {.8., cranial mono-
neuropathy, proaimsl motor neuropathy,
truncal neurcpathy)?

Ho Yes qCReZK

Other neuroliopic problem 7 C1 2

If YES, apecify:

Will the patient be sent to the
neurotogist for a spacial viatt?

M 3 ocrezL
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3.

RENAL

Hou the patient had any of the following?

Yas

Mo
n) Edema (of rena) ettotogy only) OCECSA (13 ( 2)

Yaa

No
1y C2)

b) Cthar recsl probiem OCrCdB ( 1) { 2)
I1f YES, specify:

VASCULAR

Hes the patient had any of the following?

a) Shortness of brssth OCRCYA

D At Y ocrCuB

{1 {2

c) Othsr symptoma suggestive of IOCRCH’C.O( 1) ( 2)

suspected non-acute Ml
(as defined MO0 Chepter 10)

It Ves to ¢) complety the Notlfica-
tion of Intercurrent Events {Form
020) 1f 1t baa not already bean
completad for this condition,

d) Symptoms suggestive of QCRCHD-C ¢ 1y ( )

transtlant {schamic attack{s)
(An dafinad in Chaptar 10 of the
Manua! of Opermtions}

#) Other vascular prob!em OCRCHE QO
It YES, specify:

(v (2)

INFECTIONS

Has the patisnt had any of the following?
(As dafined in Chapter '0 of the Manual of

a) Urinary tract infaction (e.9.,
cystitis, pyslonaphritis,
parinephric abacsesa)

b) Upper or lower respiratory tract
infactlion

Oparstions)

OCRCSA

Ho Yas

(N ey

OC RSB
BINEY)

c)
d)

a)

f)

9)

h)

MIKOR OQUTPATIENT SURGERY OR INCIDENTAL

OCCT Form 003CLOSE

Gastroenteritis with fever

Cutaneous (non—Infusion asitel} or
mucocutsneous (e.g., Candide

Paga t8 of 23

No Yes

( 1) ( 2)OCRCSC

vulvo-vagintitis, furunculomsis, OCRCS5D
dental abacess) infectlon 1y (2)
1f YES, specify:
Post-oparative or desp wound OCRCEE
infection ¢ v €2}
SCRCs -
Gangrens ( ¢) { 2)
Other infectioos not spacifically
definad in the Manual of Opsrations )
(t.8., mononuclieosis, spididymitin, QCRCSE
mensles, chicken pox) (1) ¢ 2)

If YES, specify:

ANSWER THE FOLLOWING ONLY FOR PATIENTS WHO USE
AN [NODWELLING NEEDLE 0R CATHETER FOR INSULIN

ADMIN[STRATION,

Has the patiant had Infection at
tha tnasertion site (e.@.. >t.5 cm
erythema and purulence)?

Complete tha Notificatfon of
Intercurrent Event (Form 0240) )

TRAUMA (e.g4., simple fracture,
uncomp!icated Jacesration).

If

YES, specify:

OCECSH
Na Yas
(1)} ( 2)

OCRC Ul

Na VYes
{1y ¢ 2)
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2. PSYCHIATRIC
7. INTERCURRENT ENDOCRINE EVENT v
OOKC(? a) Doea the patient have a history of
f{e.n., hypothyroidism, Grave‘s diseane, (No, \("es} any of the following? No  ¥Yena
Cushing’'s diaease) { 2 ,
° {{) Narvousness or anxiety OCPSYC[—H_( 1) ( 2)
IF YES, spacify; .
[{$4}) Unrensonabis fears (X‘/PSYOHZ {1 { 2)
(11%) Eating disturbance (1) (2}
B8, ADVERSE PSYCHOSOCIAL REACTION Na Vas z OC’PS\IC’HS
( 1) 2) OCRC8 (1v) Affective dleorder Qcpsycid ¢ 1) ¢ 2)
1f YES, mpecify, (v} Suilcide attampt OCPSYCHS €1 ()
(vi} Criminal conduct OCPS\/CHLp (1) ( 2)
9. OTHER (vii) Paychiatric houpitatization or
y . R . o outpatient psychiatric traat-
a L 13 e pationt eaxperianced any other ment which included the use of
medical probiems or difficulties in Occh tranquilizers such ss pheno- OC’PS\/(“Hq
carrying aut the diabestes tresatment No Yeaa thinzines (1} { 2}
ragimen (includas imprisonment)? t1) (2 .
It YES, eaplain: : OCPSYCHE
h) Other significant paychiatric conditian? ( 1) 2}
1¥ YES, specify:
Q. REVIEW OF SYSTEMS
1. SKIN 3. FEMALE/REPRODUCTIVE
{SKIP TD QUESTION Q.4 IF THE PATIENT IS MALE)
#) Does tha patient have » history
of any of the following? No Yas a) Daes tha patient have s hiatory
of any of the foltowing? No Yeou
Eruptive ranthoma OCSKIND (1) (2 _ "
(1) Noduiss 1n bresst OCFEM A (1 (2
Xanthslesma OCSKINZ 1y 2y . -
" b4 (11) Breast cancer QCFEM2 (1 2)
ecrobioais : 1)y ¢ 2)
OCSKIN3 ) (111) Breant discharge QCFEM3SB (1) (2)
Shin spot (diabstic dermopathy) OCSKINY( 1) (D)
) (4v) Irregulsr menses O CFEM (1) (2)
b} Other significant skin condition? QCSKINSC 1) ( 2)
{v) Dysmenarrhea OCFENMS (B 2D
It YES, epacify:
(vi) vaginitis. OCFEMU (N 2
6] Other atgnificant gynecoteopic
condittion? OCFEM {1y (2)
1f YES, apecify;
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¢) Has the patisnt sver used
oral contruceptives?

1* YES, (i) mpecifty typa
of drug wnd use duration:

(11} Ie the patient currantly
using orat contraceptives?

d) Ooes the patisnt uae any othar
form of birth control?

If YES, specify:

CCFEMI2
No Ven
(1) ( 2)
OCFeMiF
No Yen
1y ¢ 2)

ocFemMid M7y %3

#) Hum the pestient gxparisnced any diffi-
cultfes with ssxuat function?

4. CHEST PAIN ON EFFORT

a) Have you ever had may pain or discomfort
in your cheaat?

SEFEMIv
(1 {2
OCPAINTL

No Yes
(Y (2

(4} 1Ff “NO* have you sver had any pressurs OCPAINZ

or hsaviness in your cheut? 1)y (2)
If "NO" proceed to Section 6, Clauvdication,

OCPAINS

b) Do you get this paln when you walk No Yos N/A

uphill ar hurry? {1y (2) (3)
OCPAINH

€) Do you get this pain when you walk at No Yan

an ordinary pace on a teval surfaca? {1y (2)
, d) When you get this pain, what do you do? OCPAING
i " Staop (1)
; Stow down t2)
; Continus at the aame puace ( 3)
8) What happens to 1t {f you stand atitt(? O CPAINU
Reileved {1

Mot relfeved ( 2)

")
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ochN?
1

How 8o0on dose the pain go away whan you
stand atili1?

10 minutes or tess { 1)
More thmn 10 minutes { 2) i
g} Pledss ahow whara the prin was [
{record at! areas mentionesd); !
Na Yes /
(1} Sternum vpper or middle (1) ( 2)QCPAING
(11) Stacoum (low) {1y (2 AING
(i114) Left Bntarior chast (1Y (2) CPAINIO
(iv) Left arm (1) 2 CPAING |
(v) Other, spacify { U ( YA~ AN 12
'y .
CLAUDICATION OCLAL(D:L :
Ho Yas \
8) Do you get pain in sither leg on watking? ( ¢} ( 2) }
It “NO" praceed to Section R, MEDICATIONS. !
b) Doas this pain sver begin when you are CCLAUDZ
standing still or sitting? 1y (2)
) In what part of your lag do you fesl 1t? Jl
{
OcLAUD
(1) Patn includes calf/calves ¢ 1ty ( 2) |
d) Do you et it if you walk uphil} Ho Yes N/A dc)__/\ups
or hurry? (1Y 2y (3
@} Do you get §t 1f you walk st an " MNa Yas : N
ordinary pace on thas level? { 1y 2)04?4-/'“‘”)‘0

t)

9)

h)

1)

Doas the pein gver disapprer while you
arg walking?

(1 D0CcLAUDT

What do you do {f you get thia pain when

you are walking? OC‘—'—AUDQA
Stop { V)
Slow down (2)
Continus &t the same pace (3
What happens to 1t 1f you stand sti)|? OCLAUDY 1
. Rellgved { 1} i
Not relieved ( 2) .
How spon? oCciAUDIO

10 minutas or fess (n
More than 10 minutes (2)
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R. MEDICATIONS

1.

4,

On the sverage, how many aspirin-contalning
tablets or other proastaplandin inhibitaors
does the patient use easch manth?

{IF NONE, ENTER 004Q)

Has the patient used or Is he/shs
currently using asny prescription drug
on & reguiar basite othar than {nsulin?

Spacify)

Has the patient used any
ovar—the-counter druga?

Specify:

Doss the patignt use vitamin
supptemants on 8 regulier basis?

Spacify:

OCRX 1

QCRX2

No VYes
1) (2)

OCRXS

Ho Ves
1 0 2)

ocrxH
Mg Yean
{1} ¢ 2)

DCCY Form DOACLOSE Page 18 , 2
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Patlant 1D

§. PHYSICAL EXAMINATION (A COMPLETE PHYSICAL EXAMINATION SHOULD BE DONE.)

OCADOLES ®*

6,

Date of taat physice) examination OQ%E_A'IE_
Month “Day  “Year
Current waipht (kg) _O;C_WE'C_’L_.}.T
{To convart pounds to kilagrams,
muitiply by 0,454.)
Changa in waight alnce praviocus + TCH
@nam (kg)  (CIRCLE + OR -) - O_Evi . __A
What s the patient’s dealred
walight (kg)? _QQD—("_-:ST—!V‘T
NHo Ves
Is the patiant less then 18 years old? 1y oz
If NO, axip to Queatfion §.7.
Has petient feiled to maintain
rormel growth and davelopment OCG’ROWTH
(see Manua!l of Operationa Chapter No Yes
for definttion)? 1y 2)
Current height (cm) _Qcﬁe__‘_@”_‘}"r
{To convert inches to cantimetsrs,
multiply by 2.54.)
Pulse (bpm) oCPULSE
Sitting blood prumaure [RIGHT ARM} .
a) Systotic (mm Hg) OCéiST_E
b) Blastelic (mm Hg) QC D ASR
c©) Hes hypactension besn prov!nusly'
documeanted and has the Notification
of Intercurrent Form besn completsd OC["}XPDOC
and sent to the Coordinating Cantar? No [ 11

(N c2)

[s"“b‘m TO QUESTION 5.10 | 1

Is tha current systolic or diastolic
blood pressure so high as to be above
ths normat range as stated in

d)

Chapter 10 of the Manuat of OCHIBLP
Oparations {.s.,> 140 aystolic NDo  Yes
or > 90 disstolic? (13 (2

I1F YES, PATIENT SHOULD RETURN OGN ANOTHER DAV WITHIN
OHE MONTH FOR A SECOND DETERMINATION OF BLOOD PRESSURE.
COMPLETE ITEMS w} THROUGH p) AY THAT TIME.

OCCT Form DOJCLOSE Page 20 of 23

OCEENIT

@) Date of second aitiing biood OQ_B_\"EDF_‘T_“
pressurae determinstion Manth Day ~Vear
f) Sitting blood prassure:
Syatollic (mm Hg) O_Qé.y...s..r‘zz
Diastolic (mn Hg) CCIDIASR 2
o) Does the syatolic or diastotic blood OCHVPEKT
prassure indicate hypertenation as No Ves
dafinad {n the MOD, Chapter 10 {.m, { 1Yy ( 2)
> 140 systotic or 2 890 diastolic?
Comptate tha Notlification of
Intarcurcent Evant (DCCT Form 020).
. Gengral Examination
a) Examine the patiant for sbrorma)itias
of the following aites.
Normal Abnormsal
Ears, Nose and Throat OCENT (1) ( 2)
Thyrold OC‘T‘H\IKD (1 ¢ 2)
Lungs OCH“\IGS t 1) {2)
Breasts OCBRREAST (1 (23
Abd 1) (2
oren OCABDOM.  \ !
Abasnt Present
¥} Hepatomsgaly C1) {2 CCHEPATO
11) 1f present, haw imrge (span)? — __cmn QCSPAN
Normalt Abnormal ’
Lymphatic system QCLYNMPH (N {2)
Mot
Done
Rectum OCRECTUM tn (2) ( 3)
Palvin ‘OCPELVIS { 4) (Y ()
Genitalta (1 {2)



Pa
11,

12,

Cardiovascular Examinetion

#} Examine the patisnt for

abnormal itias,

Rhythm

Venous Prassure

Cardiomsgaly
53 Gatlop
S4 Gallop

Syatolic Ejection Murmur

Diastolic Murmur

Othar Murmur:

If PRESENT, specity,

Rub

Other Cardiac Abnormality:
It PRESENT, specify:

ths Tollowing cardinag

OCRHYTHM

Regular Irregular
(1) ( 2)

SN ' Ab \
OCNENPRS orma norms

OCME@AL\/ Absent Present
(t) ( 2)
OCESIGALP ¢ 1 2}
OCSUGALP ( 1) 2
QCSMURMR( 1) (2
OCPMuRMR ¢ 1) € 2)
OCOMURMR ( 1} (2)
Ocgupe " ( 2)
CCCARDAB U 1) (2)

Paripheral Pulme Examination

#) Indicats the grads of tha pecipheral pulses using the
following acate for the right and left puise,

RIGHT SIDE
Dimin-
Normal lshed Absent
Carotid OCPPULL( 1) (2 (&)
OCPPULS
Brachial {(mn (2) (93
ocep .
Radta) (Y« 2)“"?3)
QcrPUuLT
Femoral ("N {2) é‘ 3)
(S
Ponttteal ( 0O oy
Posterlor oclPPULIL
Titial (1 { 2) ( 3y
borsalis aclPPULIZB
Padis (%) t 2) {3

b

Normal jahed Abaesnt

{
(

{
{
{

1)
N
1)
1)
1)

1)

1}

ocm;)uué
QCPPULB

LEFT SIDE
oimin- OCPPULY

2] &_3)
oCcppPuUL
fz] {3

( (3

(2) {m

ocrPpPuLio
(2 (3

ocPPULLZ
2y (3

QcPpUuL Y
(2) (3

| 2nd

14,

te,

DCCT Form GU3CLOSE Page ﬁ 23

b} Indicate the presence or absence of brults.

RIGHT LEFT
Ab t B t Abaent P t N
Femora1  OCBRUIT *7°%5° PT1°3) CH(2) OCBRULTZ
tarattd  OCPRRULT3 ( 1) {2) (N ( 2)CCBRUITY
Other: OCBRUTTS (1) ( 2} (1) ( 2)0OCBRULT
1f PRESENT, specify:
. Extremities and Skin Examinationa
RIGHT S1DE LEFT SIDE
Absent Present Absent Prasent
Uiceration QCEXTRL ( 1) (32) (o'%;e:xn(z 2) OCEXTRZ
Skin discoloration (OISIEXTR( 2) {n { 2)
QCEXTES OCEXTRY
Gangreng 1) {1) { 2)
QCEXTRT oOCEXTRG
Charcot joint 1) 4 2 tn  2)
OCEXTRA JCEXTRIO
Deformity (1) 4 {1 [ 2)

If PHESENT, mpecify:

Injection sites (TNCLUDING CATHETER SITES):

a) Lipoatrophy &t(m:f;t p‘{“;;néCL‘POKT
b) Lipohypartrophy () { 2)0CL\POHY
¢} Inframvation (1M 2OCINFLAM
Faoat«

a) Ulcers - A?s:')ﬂ P'(m;:nOtCFOOTUL
b} Infection (1) {22 CCFOOTIN
c)} Abnormal toanaila (N ( 2) oc ABNTQE
Wars any othar nbnorm.nHtll. notad on No Yaa

physical examination? ¢ 1} ( DOCOTHABN

Specify:




Patient 1D

OCCT Form O0JCLOSE Page 22 of 23

T. BLOOD GLUCOSE PROFILE, HEMOGLOBIN Alc, LIPID AND RENAL STUDIES

oCcRrGPL
No Yen
1. Witl the Profilsst be mallad to the Centrat Biochamistry Laboratory? 1) t2)
Z. Why oot? (CHECK ALL THAT APPLY THEN SKIP T0Q QUESTION 1,9} |
K1t damaged aftar collection ( NOCBGP2A
Patiant forgot to do collection ( NocBgpP2B
Patiant lost Wit l Vo pep2c
Patient rafused to do cotlaction ( ‘)%%pzp
Othar or unknown ( ”OC%P2€
3. On what date ware the collactions performed? ___os‘_ CE_O;L_Df_Tm
Month ~Day Yaar
4. On what date will tha Profilaet be mallad? _O_C_’_PEFE_ALT_
Month Day Year
5., What accession numbsr witl ba used on the Profiiset? BGP1 thru BGPY? - __ -
OCBGPMA
6. ma, Was thia proﬂlnet supposed to have been gquality-controlied? Yas
t 23
(V) If yes, which stickh number did the patiant duplicate? OOBGPMAJ
{1t not dons, answer U1} atick
Nao Yan i
{11) Was this the correct stich numbar? 1 (2) OCBEGPULAZ
If the patient ls randomized to the Experimaental Treatment
Group, answar Questiona T.7 and T.8; otharwine, proceed
to Question T.8.
oCBe P
7. Did the patiant perform self blood giucose monitoring on No Yen
the dasy hes/she obtatned tha Profilset spocimens? {1y 2)
Proceed to Question 1.9 1




®
Pat! 1D

DCCY Form O003CLOSE Page 23@23

8. Using ths patient’'s “Daily Diabetes Monlitoring Record", spacify
tha resulta of the ss!f blood glucose monitoring perfarmad on that day;
Prebreakfast OCRPEGPEBA  mgral
80 min. p.c. OCBSPRP ma/dl
Preiunch OCBGPAC,  mg/sat
90 min, p.c. ACBGPa P ma/di
Prasupper OC-EC-’_:}_’8_§ g/ dl .
90 min. p.c. OCBSPBE  mgrat
Sedt \me aCB&P8Se  mard) ,
8. The guarterly blood sample is to be taken for HbAlc measurement,
a)} HbAlc accaszton number: L
b) Date spsciman co)tlected: _S*Ejij?EZf\TTZ
ont Day Your
13, wWill 1{pid specimens be matled to the Central No Yes
Blochamiatry Leboratory for annual vistt? (N (2 QCLUIPID
[ﬁrncnnd to Question T.l§1
11, On what date witl the spscimens be drawn? _j?f}%;f’fﬁ“j[?i_
Month Day Yeanr
12, What accassion number wili be uaed? L o e
13. Wi} rens! studies spscimens be mallad to the Central No VYes y
Bilochemintry Laboratory for snnual viatt? . (1) { 2) OCKENAL
lProcoss to end of form and sign ] . i
14, On what date will the specimens bas collected? _ScfiN_DfT_—
Month Day Yoor
15, What sccassion number w111 be used? seamuVu -~ __
Certificatian
Name of person responsibia for information on this form: Humber
—_—— .
REMINDEA: The Notiflcation of Intercurrent Event (DCCT Form 020) must be completed If tha patient has experienced

any of the intercurrent svants Categary 1 or Catagory 2 1iated in Chapter 10 of tha DLCT Manual of Oparations
For hypogiycemin eptsodes, complete the Notification of Hypoglycemic Intercurrent Event (DCCT Form DB3) and
Further Ostails of Hypoplycemic Event {(Form 092} as well,
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