Attention - DO NOT enter patient data on this form if the header does not contain preprinted HALT PKD ID

number, clinical center 1D, and visit number.

Participant ID: haltid  Clinical Center: clinic Date of Report / /
dvm dvd dvy
SCREEN FAILURE FORM Form # 14

This form is to be entered within 3 business days of screen failure, defined as a registered participant who is not
randomized as planned. Check all reasons that apply.

1. Age at S Visit: <15 years or >49 years (Study A). <18 years or >64 years (Study B) sfage

2. Diagnostic Imaging Test does not reveal ADPKD per protocol sipkd

3. GFR out of targeted range: <60 ml/min/1.73 m 2 (Study A). <30 or >60 ml/min/1.73 m ? (Study B) sfgfr
4. Absence of hypertension or high-normal blood pressure per protocol sfbp

5. Unable or unwilling to give written informed consent, or withdrawal of consent sfcst

6. Females: Currently pregnant/lactating, childbirth within past six months, or plans pregnancy within five
years sfpreg

7. History of renal vascular disease sfrvd

8.  Spot urine albumin-to-creatinine ratio of 20.5 and/or findings suggestive of kidney disease other than
ADPKD sfokd

9. Diabetes, requiring insulin or oral hypoglycemic agents, or fasting glucose >126 or random non-fasting
glucose >200 sfdiab

10. History of angioneurotic edema or other hypersensitivity reaction with ACE-1 or ARB sface

11. Contraindication to B-blocker or other antihypertensive agents per ordered protocols for (Study A) or
(Study B) sfoeta

12. Past history of heart failure sthrt

13. Absolute indication for B-blocker or calcium channel blocker therapy sfblk

14. Systemic illness necessitating NSAID, immunosuppressant or immunomodulatory medications sfsys
15. Systemic illness with renal involvement sfsysr

16. Non-elective hospitalization for an acute illness within the past 2 months sfhspt
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17. Serious comorbid iliness for which life expectancy is <2 years sfdie

18. History of non-compliance or drug or alcohol dependence within the past year sfdrug

19. Psychiatric disturbance that would preclude successful completion of the study sfpsy

20. Known unclipped cerebral aneurysm 21 cm sfane

21. Total nephrectomy or congenital absence of a kidney sfkdny

22. Partial nephrectomy or previous renal cyst reduction within the past year (exclusion for Study A only)sfcrdt
23. Weight >350 Ibs. (159 kg) (exclusion for Study A only) sfbig

24. Cardiac pacemaker (exclusion for Study A only) sfpace

25. Contraindications to MR scan (exclusion for Study A only) sfmr

26. Participant has been treated on an interventional study within 30 days that would interfere with
HALT PKD sfint

O O odooofbooQoogodg

27. Safety: Concerning Lab Results per Pl discretion (Specify)

[] Hyperkalemia prior to use of study drug hypkd [] Hyperkalemia while on Ace-1 and/or ARB hypka
[] Alkaline Phosphatase alkph [INaina []Cl e []CO2irco2 [ 1BUNIbun [ Transaminases Irtrans
[ ] Albuminirai [] Calcium irca [ Phosphorus imphos [ ] CBC wW/PLT Irche

28. Other sfoth Specify: sfothr ]

29. Comments: sfcmt

30. Primary Reason for Screening Failure (Enter the number from above): sfprsn

31. s the participant eligible for rescreening? rseyn 0 [ ] No 1[]Yes
Time for rescreening: rselyp 5[ | Anytime 2[ ]24 mo 4 [ ]23 mollactation 3 [ | 2 6 mo/lactation

32. Is rescreening planned? rsplan 0[] No 1[]Yes
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