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FORM230
FSGS Novel Therapies (FONT-I1)
On-Line Randomization Form (Form # 230)

1. Participant ID number 2. Alpha code

PID ALPHCD CPEVENT/
VISIT_NUMBER/
SUBEVENT_NUMBER

Items 3 through 11 are generated automatically by the computer.

3 Screening Form (F210) supports eligibility? ... __ FSGSE1
4.  Cancer Screening Form (F211) supports eligibility?........c.ccoovvevieieiienireie e ___ FSGSE2
5. Visit Form (F216) COMPIEIEU?......ccviiieiie e e __ FSGSE3
6.  QOL fOrms COMPIELE? ....c.vveeie et ___ FSGSE4
7 Lab results support eligibility? ..o __ FSGSE5
8 Biopsy results support eligibDility? ..........ccooiveiiiieic e ___ FSGSE®6
9.  Medication Form (F244) supports eligibility?..........ccoooeiiiiiiiie e __ FSGSE7
10. Negative pregnancy test for a woman of child bearing potential?............c...c.co...... ___ FSGSES8
11. Date of consent <6 MONENS AG07........coiiiiiiieiieie e __ FSGSE9
12.  The participant is eligibIe?.........ccoov i ____FSGSE10

Questions to be answered at the time of randomization.
101. a. Do you confirm that this participant has a negative HIV test

results Within the 1ast Year?...........cccevv e ___NEGHIV
0=no 1 = central results <12mos, no HIV

2 = local results <12 months, no HIV 3 = low clinical suspicion of HIV, results <36 mos, no HIV

If this participant is found to have HIV, a form 271 will be entered.

b. Do you confirm that this participant has not taken immunosuppressive
medications in 30 days prior to randomization or
Rituximab in 90 days prior to randomization? .............cccceeevevenen. (0=no; 1=yes) ___ IMMRX
Refer to Protocol section 4.2 Exclusion Criteria)
c. Which drugs can this patient take?
0 =no, 1 = yes for each:
____ACEi ___ARB ___Atorvastatin (Lipitor)
DRUG1 DRUG2 DRUG3

d. Inthe judgment of the site PI, has participant been on a full and steady dose of

ACEi and/or ARB for at least 2 weeks, at the time of BO1 visit or later?
(0 =no, 1 =yes, 2 = yes, but on ACEi only, 3 = yes, but on ARB only) .........ccecvvvvevvevercrnnnnnn, ___ACEARB

102. Do you confirm that based on the best of your knowledge the participant
1S €HIGIDIEY .. (0O=no,1=yes) _ ELIGIB
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Make sure that you have the repository (bio specimen and DNA) kits for this participant
Before the WOO visit is scheduled.

103. Do you want to randomize the participant NOW? ............ccccvevvnee. (0=no,1=yes) __ RANDOM

RaNAoMIzed TrEALMENT: .....ociei et e b e e e reenaesneenneens RX
Adalimumab (Humira), Galactose, or Conservative Therapy
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