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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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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.
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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
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12.

13.

14,
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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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—_— 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 / /
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