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Bona

Date log faxed to DCC:

CORAL

Site # |Site (f, 3)

Patient Screening & Enrollment Log

faxdt()

(mm/dd/yyyy)

PS: Screening

PT: Screening
Panel: Screening

List all patients who are evaluated for consideration of enroliment in CORAL. Fax to the DCC every Monday: 800-589-7692 or 617-632-1580

Patient 5
Screenin : Did patient sign | enrolled? t. _
Numberg Screening Is patient VE | consentpriorto | IfYes answer | Number Reason for Exclusion
o date Gender ST criteria diaanostic Pt. Seq. # Record Seq. #| Record the corresponding criteria # from the
&Exémp o 1 | (mm/ddlyyyy) minorit met? 9 If No, give only if the Pt. ist below. If code = other, specify
T <yesnoy> consent <yesno> r;z(ajﬁgkf;r was enrolled reas1 reas2 reas4
ot <exclerit1> | <exclerit1> | <exclcrit1> | <exclcrit1>
ScreenNo (vc, 4) / scrdt() mEY Q@ Yes Q@wYes | Q@Yes Q@ Yes ot (vc, 3) —
——  L14d@F Q. No Q@ No U@ No 0@ No Specify Other:_| specify (vc, 200) |
/ / ex <hcri_gender> ) Yes ie <yesno> 1) Yes enrolled <yesno> , , ,
—— | AQF d @ No d @ No d @ No T ) NO Specify Other.
/ / QoM d@Yes Qd@Yes | Q@ Yes d@VYes , , )
——— | QeF d @ No d @ No d @ No d @ No Specify Other:
/ / doM d@VYes d@Yes | A@Yes d@VYes ) ) ,
—— | AQeF d @ No d@ No d@ No d@ No Specify Other:
/ / doM d@Yes d@Yes | A@Yes d@VYes ) ) )
—— | AQeF d @ No d@ No d@ No d@ No Specify Other:
/ / oM Q@ Yes d@Yes | Q@ Yes @ VYes ' ' ,
——— | QpF Q@ No Q@ No Q@ No a© No Specify Other:

801.

Patient refused

810. Renal function too poor (Cr > 3.0 mg/dl)

802.

Physician preference

811. Diabetic (retinopathy/proteinuria)

803.

Restenosis >50% of prior renal artery stent or bypass OR renal stent in past 9 mo.

812. Kidney too small (< 7 cm)

804.

No history of hypertension req. 2/+ meds OR stage 3 or > CKD

813. Accessory renal artery supplying < % of the ipsilateral renal parenchyma

805.

Renal artery stenosis < 60%

814. Major surgery, revasc or MI within 30 days prior

806.

Fibromuscular dysplasia

815. Hospitalization for CHF within 30 days

807.

Blood pressure too high (> 200 SBP or > 120 DBP)

816. Comorbid condition

808.

Reference Vessel Diameter < 3.5 mm or > 8.0 mm

817. Aneurysm of the abdominal aorta >5.0 cm

809.

Previous kidney transplant
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818. Other, specify (enter code 946 and specify in the space provided)
A
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pageno (fl 6, 2) visno (vc, 20) subid (vc, 7) Ipagerepeat (ve, 5) visrepeat (vc, 5) PANEL: Context
o RA L PS: Context

Site ID: S Pt. No.: LPatient Randomization #: |PtRando
7 enrolidt() i (vG, 10) |c1,anddt() '/EXCLUSION CRITERIA FORM Pag E$ E::gl'l'
Inclusion Criteria: All items must be answered YES for subject to be eligible. Panel: Enroll

acécc:llijcr:gzg:‘esd history of systolic hypertension, > 155 mm Hg on 2 or more anti-hype| O (1) YES
or more renal artery stenosis 1 (1) YES 1 2) NO
PS: InclExcl :60% and < 80% by angiography with a 2 20 mmHg systolic pressure gradienjrisk=: -
PT: InclExcl liameter device, or incl02<yesno> I
Panel: InclExcl :80% and < 100% by angiography
Exclusion Criteria: All items must be answered NO for subject to be eligible.
1. Unable to provide informed consent excl01<yesno> O (1) YES [ ) NO
2. Unable or unwilling to comply with study protocol or proceduref €xcl02<yesno> O (1) YES O @) NO
3. Age<18 exclod<yesno> "1 VES O 2 NO
4. Documgntgd diastolic hypertension = 120 mmHg and or systolig exclo4<yesno> mmHg on day of O @) YES J @) NO
randomization
5. Fibromuscular dysplasia or other non-atherosclerotic renal arte excl05<yesno> (1) YES J @) NO
6. Pregnancy or unknown pregnancy status in female of childbear] €xcl06<yesno> O (1) YES O @) NO
7. Participation in any drug or device trial during the study period, unless approved by excl07<yesno> (1) YES J @) NO
Committee
8. Prior enrollment in the CORAL study el O @) YES [J@)NO
9. History of stroke within 6 months, if associated with a significan.l — — ||EXCIO"LKV_GSM> O @) YES @) No
10.  Any stroke or TIA within 3 months of study entry or known carotlw O @ YES O ) NO
11. ﬁ?ayr‘r:r;ie:)jr?r?)%ucrj%irsyb:?oarj(t)g tsrgjlijn;ae,nrt?;/ascularization procedure, unstable angina, or 1excl11<yesno> O @#1)YES @) NO
" loning dictated by this protocol. aor randomization . |exci2syesno> PR | HIOYES | H@NO
13.  Hospitalization for heart failure within 3 months excl13<yesno> O (1) YES [ (2) NO
14. Known ejection fraction < 30% excl14<yesno”> | 1 (1) YES @ NO
15.  Comorbid condition causing life expectancy < 3 years _‘ excl15<yesno> O (1) YES [ @)NO
16.  Allergic reaction to intravascular contrast, not amenable to pre| €xcl16<yesno> | O (1) YES O @ NO
17.  Allergy to stainless steel excl17<yesno> O @) YES [J@)NO
18.  Allergy to all of the following: aspirin, clopidogrel, ticlopidine | €xcl18<yesno> O (1) YES [J@)NO
19.  Known untreated aneurysm of the abdominal aorta > 4.0 cm excl19<yesno> () YES J @) NO
20.  Previous kidney transplant excl20<yesno> O (1) YES O @ No
21. Previous renal artery bypass surgery or angioplasty or stent intervention excl21<yesno> 1 () YES 1) NO
22.  Diabetes with either: (1) YES J @) NO
a. Known diabetic proliferative retinopathy and 2 1+ protein on urine dipstick, or | excl22<yesno>
b. > 1+ protein on urine dipstick and urine protein/cr ratio > 0.5
23.  Kidney size less than 8 cm supplied by target vessel, measured angiographically | €Xcl23<yesno> 1 (1) YES [ @) NO
24. Hydronephrosis, nephritis or other known causes of renal insufficiency not due to Iel @) YES @) NO
artery stenosis 1 excl24<yesno>
25.  Only a stenosis of an accessory renal artery supplying < 1/2 of L€Xcl25<yesno> O (1) YES ) NO
26. Local lab serum Cr > 3.0 mg/dl on the day of randomization excl26<yesno> @) YES [J@)NO
27.  Vascular disease of the upper and lower extremity precluding ad €Xcl27<yesno> 1 (1) YES 1) NO
28. Presence of a renal artery stenosis not amenable for treatment with study stent excl28<yesno> O (1) YES @) NO
29. Abrupt vessel closure or dissection after diagnostic angiography [NOTE: Subjects wf O @) YES @) NO
closure or dissection as a result of diagnostic angiography will not be randomized b§ excl29<yesno>
stent revascularization, receive optimal medical therapy and will be followed for theIM‘
30. Reference vessel size < 3.5 mm or > 8.0 mm. excl30<yesno> | O @®1)YES [J@)NO
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C

Site

Pt. No.:

RAL

PANEL: Context
PS: Context

Patient

PtRando

Randomization #:

Randomization

Randomization Form

PS: IE
PT: IE

alllEmet <yesno>

Panel: InclExcl

1. Did subject meet all inclusion/exclusion criteria? 1o YES I:I 2 NO -» COMPLETE PROTOCOL
(All criteria must be met for subject to be eligible) DEVIATION FORM
1.1.  Criterion not met: IE1(ved) | |IE2(ve5) ||IE3 (vc 5) ||IE4 (ve 5) I|E5 (VC 5)
(enter as letter-number: e.g. I-2, E-5)
. . . PS: RandPath
2. How was subject randomized? |random <howrando> [] (1) Renal angiography (= 60% sten andre

s

[ ] (2) Duplex (systolic velocity of >30C
[]@ MRA — COMPLETE ITEM 2.1

PT: IE

Panel: RandPath

2.1. MRA criteria met:

mracrit <amtstenosed>

] (1) Stenosis >90%
[] (2) Stenosis >75% with spin dephasing on 3D phase contrast MRA
] 3) Stenosis > 75% and two of the following:

enhance <checked1> |
hypcon <checked1> |

[] Ischemic kidney > 1 cm smaller than contralateral kidneylsmkid <checked1>
] Ischemic kidney enhances less on arterial pha
[] Ischemic kidney has delayed Gd excretion | gdexcret <checked1> |

[] Ischemic kidney hyper-concentrates the urine
[] 2-D phase contrast flow waveform shows delayed systolic peak

Physical Exam

waveform <checked1>

3. Was the baseline H&P performed? 1@ YES 1@ NO [baseHP <yesno>
J
COMPLETE PROTOCOL DEVIATION FORM
4.  Height: height2 (16, 2) L] Inches [](2) Centimeters |htunit <height1>
weight2 (fl 6, 2) .
5. Weight: [1 (1) Pounds [ (2) Kilograms | Wwtunit <crf_wt>
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pageno (fl 6, 2) visno (vc, 20) subid (vc, 7) pagerepeat (vc, 5) visrepeat (vc, 5) PANEL: Context
PS: Context

CORAL
Site i

Site ID: Pt. No.: Patient Randomization #: PtRando

Randomization Form PS: IE

PT: IEV4
Randomization Panel: InclExcl
alllEmet <yesno>

1. Did subject meet all inclusion/exclusion criteria? 1o YES [ ] @ NO - COMPLETE PROTOCOL

(All criteria must be met for subject to be eligible) y DEVIATION FORM
1.1.  Criterion not met: E1(ved) | |iE2 (vc5) I|E3 we5) LliE4 (ve5) |IE5 (ve 5)

(enter as letter-number: e.g. -2, E-5) T

. PS: RandPathV4
1) Renal angiography (= 60% sten: XSSsraVH

2) Duplex (systolic velocity of >300 FSEryiym

2. How was subject randomized? |random <howrando1> L«

L

[]@ MRA — COMPLETE ITEM 2.1
[«

y

4)CTA — COMPLETE ITEM 2.2

2.1. MRA criteria met: [] (1) Stenosis > 80%
[] (2) Stenosis >70% with spin dephasing on 3D phase contrast A

mracritv4 [ 3) Stenosis > 70% and two of the following: smkid <checked1>

SEMIBETEEES s ] Ischemic kidney > 1 cm smaller than contrala i
enhance <checked1> |I:| Ischemic kidney enhances less on arterial phfq gdexcret <checked1>
[ ] Ischemic kidney has delayed Gd excretion
|hypcon <checked1> ||:| Ischemic kidney hyper-concentrates the urine
] 2-D phase contrast flow waveform <checked1>
[] Post-stenotic dilatation | postdil <checked1> I

2.2 CTA criteria met: [] (1) Stenosis is > 80% by visual assessment on high quality CTA

[ ] @ Stenosis is > 70%_ by vism_JaI _assessmentand and two of the lengthkid <checked1>
[] Length of the ischemic kidney > 1 cm smaller than contn

ctacrit <amtstenosed2>

[] Reduced cortical thickness of ischemic kidney redthick <checked1>

|Iesscort <checked1> |I:| Less cortical enhancement of ischemic kidney on arterial
[ ] Post-stenotic dilatation

poststendil <checked1>

Physical Exam

3. Was the Baseline H&P performed? 1) YES [] @ NO |PaseHP <yesno>
J

COMPLETE PROTOCOL DEVIATION FORM

height2 (fl 6, 2 ,
4.  Height: e, =) Ll Inches [ Cen’umet:
htunit <height1>

weight2 (fl 6, 2)

5.  Weight: [ (1) Pounds  [] (2) Kilogram{ yunit <crf_wt>

R[0ISMY PT: IEV4
Version 4.0 6-06-08 © HCRI CRL 001 Received: J] Panel: PhysExam
By:
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PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Baseline Form Page 1 of 3
N PS: Baseln(]
Demographics PT: Baseln[]
Panel: Baseln
1. Age at time of enrollment: age (f5)
2. Sex: sex <hcri_gender> | [ ](1)Male [] ) Female

Baseline Evaluation Tests and Procedures

TEST/EVALUATION | Performed? IF YES IF NO
3. Baseline Blood 31 e
Pressure bpmmibpdd/bpyy I |bpdt() DM: BP in range:
u T (mm/dd/yyyy) dmbprng <yesno>
3.2. Time Sys/Dias Heart Rate | compLETE PROTOCOL
O YES [J@NO _ DEVIATION FORM
bp1hr.bp1mn sys1 (f 5) dias1(f 5)

blinbp <yesno>

bp2hr:bp2mn || sys2 (f 5) fl dias2 (f 5) j§ hrtrt2(f 5)

bp3hr:bp2mn |} sys3 (f 5) [l dias3 (f 5) | hrtrt3(f 5)

4. Biochem Core A
Lab Bloodwork 4.1. Daflbiooddt() fe of collection: COMPLETE PROTOCOL

bloodmm/blooddd/bloodyy | | bloodhr:bloodmn DEVIATION FORM
A} 4 TIIYY7 <5 houty
L YES [1@NO| 4.2, Did subject fast prioptadinidcallection? labelnum (f, 8)
labblood<yesno> L1 YES [] {fast<yesno>
4.3. Was DNA sample cOleCeq? PLACE BIOCHEM
[ YES e I\Idna<yesno> LABEL HERE
5. Biochem Core oo urinedt() f& and time of collection:
Lab Urine aburine<yesno>
I—I M YES  LI@NQ urinemm/urinedd/urine i wuri COMPLETE PROTOCOL
yy urinehr:urinemn DEVIATION FORM
(mm7aaryyyy) (Z4Nour]
6. Local Lab creatdt()
Creatinine 6.1. Date of collection:
L] (YES [ 12)NO| |creatmm/creatdd/creatyy creathr:creatmn COMPLETE PROTOCOL
= DEVIATION FORM
creat <yesno> mm/dd/ (¢dhoun)
6.2. Valcreatval (fl 6, 2) L nit; ] creatunt (vc 5)
7. Lo_cal Lgb _ dipdt()
Urine Dipstick
dipmm/dipdd/dipyy diphr:dipmn
(24 hour)
COMPLETE PROTOCOL
Lo YES [1@NO 7, Protein (mg/d)) DEVIATION FORM
urinedip <yesno> D U Neg D (2) Trace
1330 [J@100

(1300 [ protein <urineprotein>
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CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.:

Randomization #:

Baseline Form

PS: Base
PT: Base

Panel: Baseln

Demographics

age (f 5)

1. Age at time of enrollment:
2. Sex: sex <hcri_gender> | 7] ) Male [] ) Female
Baseline Evaluation Tests and Procedures

TEST/EVALUATION Performed IF YES IF NO

31.F e DM: BP in range:
(mm/dd/yyyy)
3. Baseline blood pressure LmYES |32 Time Sys/Dias COMPLETE PROTOCOL
assessment T bpihrbptmn [ sys1(t 5) faiast(r 5) DEVIATION FORM

blinbp <yesno> bp2hr:bp2mn | | sys2 (f

5) IdiasZ (f5)

bp3hr:bp2mn | sys3 (f

5) [l dias3 (f 5)

4.1. Did subject fast prior to lipid.collection?

COMPLETE PROTOCOL
DEVIATION FORM

4, Biochem Core Lab Ll YES [Jo YES [J@No fast<yesno> -

bloodwork [1@NO 4.2. Was DNA sample collected? P ABEL FERE M

labblood<yesno> 1@ YES 1@ NO
dna<yesno> (on all 3 parts)

5. Biochem Core Lab Ll YES COMPLETE PROTOCOL

urine DEVIATION FORM

laburine<yesno> D @NO
1o YES creatval (fl 6, 2)

6. Local Lab creatinine creatunt (vc 10) COMPLETE PROTOCOL

[]NO 6.1. Value: Unit: DEVIATION FORM

1) YES 7.1. Protein (mg/dl)

protein <urineprotein>

7.  Locallab [l mNeg [ Trace COMPLETE PROTOCOL
urine dipstick [1330 []w100 DEVIATION FORM
L] NO
urinedip <yesno> [ 15300 [ =>2000

[]¢) YES

8. Estimated GFR 8.1. Value: mL/min/1.73 m2
(] @NO

gfr <yesno> gfrsign (ve 3) | Jgfrval (fl 6, 2)

Version 2.0 9-20-2006 © HCRI CRL 002
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PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
- PS: Baseln2
Baseline Form oT: Bacelng
TEST/EVALUATION | Performed? IF YES Panel: Baseln2
8. 12-Lead ECG 8.1 Date: fecemmiecaddrecayy | - ecgdt()
[]wYES 15 NO o ' COMPLETE PROTOCOL
S, 8.2. Time: |ecghr:ecgmn b hour) DEVIATION FORM

9. Renal
; e COMPLETE BASELINE DIAGNOSTIC ANGIOGRAPHY| COMPLETE PROTOCOL
Angiography L NO
. FORM DEVIATION FORM
angio <yesno>
10. Was the Baseline Quality of Life Survey completed? 1 YES L[] @ NO | qol <yesno>
N CRL 200-210
10.1.  Did subject refuse to answer question== L1a YES [] @ N refuse <yesno>
10.2. Was there a language barrier? lang <yesno> |[] (1) YES Ll@N
10.3.  Other: ] () YES L1 @NO i er <yesnos
10.3.1 Specify' |othspec (ve, 100) I
11. Did the subject sign the Patient Address Form? 1@ YES [] 2 NO |addr <yesno>
03
FAX T0 EQOL CORE LAB

History of Cardiovascular Disease and Associated Risk Factors

History / Current Condition IF YES

12. History of premature atherohx <yesnounk7>
atherosclerotic disease in family: — =
(CAD, Cerebrovascular disease, PVD in LI YES [@NO [JUNK

male relatives < 55 and/or female
relatives < 65 years old.)

13.  History of prior MI: |midt() . -
I:l (1) YES mihx <yesnounk7> Date of ani] mimm/midd/miyy
(mm/dd/yyyy)
14. History of coronary artery bypass bvodt b Jbvodd/b
surgery: ] (1) YES | bypasshx <yesnounk7> | D ypdt0 st rece yPmmByPacibyPYy
(mm/ddlyyyy)
15. History of percutaneous -
coronary intervention: [] (1) YES] perchx <yesnounk7> Date of LPr¢t0 }ef peremm/percdd/percyy
(mm/dd/yyyy)
16. History of peripheral vascular
disease: L1 (1) YES}vaschx <yesnounk7>
17. History of peripheral
claudication: LI YES claudhx <yesnounk7>
18. History of peripheral artery
bypass: [T (1) YES| artoyphx <yesnounk7> Date clartdt() ecenlartmm/artdd/artyy
(mm/adaryyyy)
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dfolan
PS: Baseln2
PT: Baseln2
Panel: Baseln2

dfolan
PANEL: Context
PS: Context

dfolan
angio <yesno>

dfolan
ecg <yesno>

dfolan
ecghr:ecgmn

dfolan
ecgdt()

dfolan
ecgmm/ecgdd/ecgyy

dfolan
refuse <yesno>

dfolan
 qol <yesno>

dfolan
other <yesno>

dfolan
lang <yesno>

dfolan
othspec (vc, 100)

dfolan
atherohx <yesnounk7>

dfolan
addr <yesno>

dfolan
claudhx <yesnounk7>

dfolan
vaschx <yesnounk7>

dfolan
perchx <yesnounk7>

dfolan
bypasshx <yesnounk7>

dfolan
mihx <yesnounk7>

dfolan
artbyphx <yesnounk7>

dfolan
mimm/midd/miyy

dfolan
midt()

dfolan
artdt()

dfolan
artmm/artdd/artyy

dfolan
percdt()

dfolan
percmm/percdd/percyy

dfolan
bypdt()

dfolan
bypmm/bypdd/bypyy


CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:

Baseline Form

[ PS: Base2
PT: Base2

Panel: Baseln2

TEST/EVALUATION Performed? IF YES IF NO
ecg <yesno>
[]¢) YES
9. 12-lead ECG LABEL TRACING AND SuBMIT WITH CRFs COMPLETE PROTOCOL
DEVIATION FORM
[ 1@ NO
10. Was the Baseline Quality of Life Survey completed? JI,:l 1 YES 1@ NO e
COMPLETE AND SusMmIT CRL 200-210
11.  Did the subject sign the Patient Address Form? L]a YES [ 1@ NO |addr <yesno>
J

Fax To EQOL CORE LAB

History of Cardiovascular Disease and Associated Risk Factors

12. History of premature atherosclerotic disease in family:

(CAD, Cerebrovascular disease, PVD in male relatives < 55 and/or o YES [O@NO [UNK

female relatives < 65 years old.)

atherohx <yesnounk7>

13. History of prior MI: LIMmYES [@NO [JUNK

mihx <yesnounk7>

14. History of peripheral vascular disease: LImYES [@NO [JUNK

vaschx <yesnounk7>

Version 2.0 9-20-2006 © HCRI CRL 003 Received:
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PANEL: Context
PS: Context

default


dfolan
ecg <yesno>

dfolan
 qol <yesno>

dfolan
addr <yesno>

dfolan
atherohx <yesnounk7>

dfolan
mihx <yesnounk7>

dfolan
vaschx <yesnounk7>

dfolan
PS: Base2
PT: Base2
Panel: Baseln2


CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
- PS: Baseln3
Baseline Form BT Baselng
. — Panel: Baseln3
History / Current Condition IF YES
19. History of peripheral artery 3 . . .
intervention: ] (1) YES |Periarthx <yesnounk7> el ost recenf2eimm/periddiperlyy
(mm/dd/yyyy)
20. History of stroke or TIA: )
[ (1) YES | tiahx <yesnounk7> D3 tiadt() ost recent: |liamm/tiadd/tiayy
(mm/dd/yyyy)
21.  Current carotid bruit:
1) YES  |bruit <yesnounk7>
22. History of carotid stenosis: [T YES |carsten
<yesnounk7>
23. History of carotid stent ) ] i ]
implantation: 1 (1) YES |implant Da|impdt |ost recent; ImPmm/impdd/impyy
<yesnounk7> (mm/dd/yyyy)
24. History of carotid
endarterectomy: [ (1) YES |endart <yesnounk7> [k | CLSU9%0 host recensurgmm/surgdd/surgyy
(mm/dd/yyyy)
25. History of diabetes mellitus: 25.1. Diabetes controlled/treated:
diabhx <yesnounk7> (CHECK ONLY ONE, MAX|MAL)
[ (1) Diet controlled
LIMmYES [@NO [JUNK L@ ication
[ (3) | diabetes <diabetes1> |ection
[] 4) Treated by both ora
medications and insulin
26. History of hyperlipidemia:
(total Cholesterol > 200 or L (1) YES | hypilipid NK
requiring medication) <yesnounk7>
27. Cigarette smoking in the past
year: L1 YES |smoke <yesnounk7> fIK
28. History of CHF: Date of most recent hospitalization:
(hospitalized within last 3 months) L1 (1) YES | chinx <yesnounk7> NK hospmm/hospdd/hospyy baryyy hospat
29. Current symptoms of CHF: 29.1. NHYA:
[ (1) YES |chfsx <yesnounk7> NK 11 [ ]nhya <nyha7> | \Y
30. History of aortic aneurysm >
4.0 cm: L1 (1) YE] aoraneur <yesnounk7> K
31. History of angina pectoris:
D 1 YES anghx<yesnounk7> IK
32. Current Canadian 32.1. [bladogioa [ | cin
Cardiovascular Classification: [ (1 YES |cccc <yesnounk7> K classif <ccsc11> [ 11 [] IV
33. History of any cancer:

1 YES

canchx <yesnounk7>NK

Version 1.0 FINAL © HCRI
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default


dfolan
PS: Baseln3
PT: Baseln3
Panel: Baseln3

dfolan
PANEL: Context
PS: Context

dfolan
tiahx <yesnounk7>

dfolan
periarthx <yesnounk7>

dfolan
carsten <yesnounk7>

dfolan
bruit <yesnounk7>

dfolan
diabhx <yesnounk7>

dfolan
endart <yesnounk7>

dfolan
implant <yesnounk7>

dfolan
chfhx <yesnounk7>

dfolan
smoke <yesnounk7>

dfolan
hyplipid <yesnounk7>

dfolan
anghx<yesnounk7>

dfolan
aoraneur <yesnounk7>

dfolan
chfsx <yesnounk7>

dfolan
canchx <yesnounk7>

dfolan
CCCC <yesnounk7>

dfolan
perimm/peridd/periyy

dfolan
peridt()

dfolan
tiadt()

dfolan
tiamm/tiadd/tiayy

dfolan
impmm/impdd/impyy

dfolan
impdt()

dfolan
surgmm/surgdd/surgyy

dfolan
surgdt()

dfolan
hospdt()

dfolan
hospmm/hospdd/hospyy

dfolan
diabetes <diabetes1>

dfolan
nhya <nyha7>

dfolan
classif <ccsc11>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Baseline Form PS: Base3
PT: Base3
Panel: Baseln3
15. History of stroke or TIA: LIt YES [ @NO [JUNK [tiahx <yesnounk7>

16.

17.

18.

19.

20.

21.

22.

History of diabetes mellitus:

[1MHYES []@NO []UNK
J

diabhx <yesnounk7>

16.1 Is the subject currently taking insulin?

[(1mYES [1@NO

curinsul <yesno>

History of hyperlipidemia:
(total Cholesterol > 200 or requiring medication)

Cigarette smoking in the past year:

History of CHF:

Current symptoms of CHF, NYHA CIassifitl chfsx1 <nyha9>

Current Canadian Cardiovascular Classification:

CardClas <ccsc14>

CKD (defined as eGFR <60 ml/min/1.73m2 or urinary
albumin/creatinine ratio >30 mg/g on baseline lab
work):

CRL 004
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[1MHYES []@NO []UNK

LI YES [@NO [JUNK

LI YES [@NO [JUNK

hyplipid <yesnounk7>

smoke <yesnounk7>

chfhx <yesnounk7>

Or Onr Owm &div O ) No symptoms

LloyNoAngina 11 I Jm v

[] UNK

LI YES [@NO [JUNK

CKD <yesnounk7>
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Base3
PT: Base3
Panel: Baseln3

dfolan
tiahx <yesnounk7>

dfolan
diabhx <yesnounk7>

dfolan
hyplipid <yesnounk7>

dfolan
smoke <yesnounk7>

dfolan
chfhx <yesnounk7>

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dfolan
curinsul <yesno>

dfolan
chfsx1 <nyha9>

dfolan
CardClas <ccsc14>

dfolan
CKD <yesnounk7>


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Baseline Medical History Form PS: MedHx
PT: MedHx
1. Were there any conditions / diagnoses / surgical Panel: MedHx
procedures that were not specified on Baseline Form? [ procs <yesno> |1 @ NO — Form ComPLETE. SkiP To
NEXT PAGE .
2. Date information collected: collmmy/colldd/collyy (deodt)
Site/System | Description Onset Date Currently
L (Enter code (MM, YYYY) Symptomatic
— from below)
g itesyst
lineno (vc, 5) ilbi?;ssystemb specify (vc, 50) mo (vc, 5) / (2, ) L] sympt <yesno> [NO
PS: MedHx1
PT: MedHx __/_____|QOwYyes OweNo
Panel: MedHx
o 1M YES []@NO
__/___ _ |HmYEs aNo
2.5. / 1M YES []@NO
2.6. / 1M YES []@NO
217. / LJmYES [ NO
2.8. / LJmYES [ NO
2.9. / 1M YES []@NO
2.10. / L1 YES @ NO
KEY
1. Eye, Ear, Nose, Throat 7. Gastrointestinal
2. Pulmonary 8. Metabolic, Endocrine
3. Cardiovascular 9. Genitourinary
4. Blood 10. Dermatologic
5. Neurologic, Psychiatric 11. Whole Body
6. Musculoskeletal 12. Other, specify

HCRI Use ONLY
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default


dfolan
PANEL: Context
PS: Context

dfolan
procs <yesno>

dfolan
collmm/colldd/collyy

dfolan
PS: MedHx
PT: MedHx
Panel: MedHx

dfolan
specify (vc, 50)

dfolan
sympt <yesno>

dfolan
sitesyst <bodysystem1>

dfolan
colldt()

dfolan
PS: MedHx1
PT: MedHx
Panel: MedHx

dfolan
mo (vc, 5)

dfolan
yr (vc, 5)

default


dsnow
Note
Repeating records.

aivanov
2.1-2.10 - are not going to be entered into DB, right?

aivanov
Please rename PS/PT. This page is a little bit different from Roll-In CRF

aivanov
Please rename Page Template.  This page is a little bit different from Roll In CRF

dfolan
lineno (vc, 5)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
. . . . PS: Blang1
Baseline Lesion Diagnostic Form PT: Blang1
Panel: Blangio1
basang <yesno>
1. Did patient under go baseline renal angiography? Loy YES 2) NO— SKIP TO NEXT PAGE
y
1.1. This angiogram was performed at:] angsite <angsite> | [_] (1) Investigative site [ ] (2) Outside hospital
. . . physfirs (vc, 50)
1.1.1.  Name of physician performing angiogram: physiast (v, 50)
First Last
1.2.  Date of procedure: procmm/procddiprocyy | 1 mrdaryyyy) [procdt()
1.3. Time subject arrived in procedure room: arrhrarmn (24 hour format)
1.4. Was a renal intervention performed

PS: Blang2

PT: Blang1
Panel: Blangio2

during this procedure? 1@ YES [ 1@ NO [interven <yesno>
(skiPTOCRL006)
1.4.1. Time angiography procedure began: prochr:procmn | (24 hour format)
(first xylocaine injection)
1.4.2. Time of insertion of first renal i
. cathhr:cathmn
angiography catheter: (24 hour format)
1.4.3. Time procedure ended: endhr:endmn | (o4 hour format)
(last catheter removed)
trast (fl 8, 2
1.4.4. Total amount of contrast used: s ) cc
1.4.5. Were any non-renal angiographies or revascularizations

performed during this procedure?

L] YES

1451 corangio <checkedd= I

L) NO

| | Coronary angiography
egrotang <checked1> ™1 Carotid angiography
othangio <checked1> [ ] Other peripheral angiography, specify:
cacauasc <checked1> |1 Coronary revascularization
e i . [] Carotid revascularization

[] Other revascularization, specify: |

nonrenal <yesno>

othang (vc, 50)

othrevas <checked1>

CRL 005
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othrev (vc, 50) —
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dfolan
PANEL: Context
PS: Context

default


dfolan
angsite <angsite>

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dfolan
procmm/procdd/procyy

dfolan
procdt()

dfolan
arrhr:arrmn

dfolan
interven <yesno>

dfolan
prochr:procmn

dfolan
cathhr:cathmn

dfolan
endhr:endmn

dfolan
PS: Blang1
PT: Blang1
Panel: Blangio1

dfolan
PS: Blang2
PT: Blang1
Panel: Blangio2

default

dfolan
nonrenal <yesno>

dfolan
corangio <checked1>

dfolan
carotang <checked1>

dfolan
othangio <checked1>

dfolan
corevasc <checked1>

dfolan
carotrev <checked1>

dfolan
othrevas <checked1>

dfolan
othrev (vc, 50)

dfolan
othang (vc, 50)

dsnow
Highlight

dfolan
contrast (fl 8, 2)

dfolan
basang <yesno>


PS: Context
CORAL

Site ID: Pt. No.: Randomization #:
Baseline Lesion Diagnostic Form Page 2 of 2
. . " .
2. Was right kidney present rkidney <yesno> 1@ YES 1@ NO PS: Blang3
PT: Blang2
Panel: Blangio3
3.  Was left kidney present? Ikidney <yesno> 1@ YES 1@ NO
4.  Report all lesions = 60% stenosed using the Renal Artery Site Map provided: PS: Blangs
I PT: Blang2
. :
e T (1 5) Renal Artery Site Percent Stenosis Pressure Gradient Panel: Kidney
1 ] press (fl 6, 2) |
renlsite2 (vc, 5) stensign (vc, 3) %, | stenosis (fl 6, 2) g CIND SR D
pressign (vc, 3)
2
% mmHg [ ND
3 % mmHg [JND
4
% mmHg [JND

*Please note: ALL Renal Artery Site codes contain a LETTER and a NUMBER.
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PANEL: Context
PS: Context

default


default

dfolan
PS: Blang3
PT: Blang2
Panel: Blangio3

dfolan
rkidney <yesno>

dfolan
lkidney <yesno>

dfolan
PS: Blang5
PT: Blang2
Panel: Kidney

dfolan
colnum (f, 5)

dfolan
renlsite2 (vc, 5)

dfolan
stensign (vc, 3)

dfolan
stenosis (fl 6, 2)

dfolan
pressign (vc, 3)

dfolan
press (fl 6, 2)

dfolan
pressND<checked1>


CORAL

PANEL: Context
PS: Context

Site ID:

Pt. No.

Randomization #:

Baseline Physical Exam Form

PS: PhysExam

Date information collected: Eallimimise] eeiEsi) | e Ci”(it,(z PT: PhysExam
Panel: PhysExam
1 Height height{55) | |height2 (16,2) | (1) Inches  [] (2) Centimeters htunit <height1>
2. Weight: il weight2 (fl 6, 2) (1) Pounds [] (2) Kilograms Wilnit <criawt=
Site/System If Abnormal, provide details
3. Appearance
[] () Normal [ (2) A appear <resuit3> specify3 (vc, 100)
4, Skin
[] (1) Normal skin <result3> [IND specify4 (vc, 100)
5. Ears/ Eyes/ Nose/ Throat
[J@Normal  [deent <resuts> | ND specify5 (vc, 100)
6. Head/ Neck
(] 1y Normal  [Yhead <result3> ND specify6 (vc, 100)
7. Lymphatic
] @) Normal [ lymph <result3> ND specify7 (vc, 100)
8. Cardiovascular
[J (1 Normal cardio <result3> ND specify8 (vc, 100)
9. Lungs/ Chest
] (1) Normal lungs <result3> [ 1 ND specify (v, 100)
10. Gastrointestinal
[ (1) Normal gi <result3> [ IND specify10 (vc, 100)
11.  Genitourinary
L1 Normal |, <resuita> [1ND specify11 (vc, 100)
12. Extremities
D (1) Normal extrem <result3> :l ND specify12 (vc, 100)
13.  Musculoskeletal
L1 Normal [} musculo <result3> ND specify13 (vc, 100)
14. Neurologic
(1@ Normal  [] neuro <result3> D specify14 (vc, 100)
15.  Other
Specify: othspec (vc, 100)
D (1) Normal D @ other <result3>

specify15 (vc, 100)
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default


dfolan
PANEL: Context
PS: Context

dfolan
height2 (fl 6, 2)

dfolan
weight2 (fl 6, 2)

dfolan
PS: PhysExam
PT: PhysExam
Panel: PhysExam

dfolan
collmm/colldd/collyy

dfolan
htunit <height1>

dfolan
wtunit <crf_wt>

dfolan
colldt()

dfolan
specify5 (vc, 100)

dfolan
specify6 (vc, 100)

dfolan
skin <result3>

dfolan
head <result3>

dfolan
lymph <result3>

dfolan
cardio <result3>

dfolan
appear <result3>

dfolan
specify13 (vc, 100)

dfolan
specify3 (vc, 100)

dfolan
specify10 (vc, 100)

dfolan
EENT <result3>

dfolan
specify4 (vc, 100)

dfolan
specify11 (vc, 100)

dfolan
specify12 (vc, 100)

dfolan
specify9 (vc, 100)

dfolan
specify8 (vc, 100)

dfolan
specify7 (vc, 100)

dfolan
gi <result3>

dfolan
gu <result3>

dfolan
extrem <result3>

dfolan
musculo <result3>

dfolan
specify15 (vc, 100)

dfolan
specify14 (vc, 100)

dfolan
neuro <result3>

dfolan
lungs <result3>

dfolan
othspec (vc, 100)

dfolan
other <result3>

dfolan
height (f, 5)

dfolan
weight (f, 5)


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Baseline Diagnostic Angiography Form

PS: Blangio1
PT: Blangio1
1. This angiogram was performed at: | angsite <angsite> fstigative site [ 2) Outside hospital Mtk
1.1. Name of physician performing angiogram: _|physfirs (ve, 50) | |physlast(ve, 50) |
TSt Last
2. Date of procedure: procmm/procdd/procyy (mm/dd/yyyy) procdt()
3. Time subject arrived in procedure room: __|arrhr:iarrmn | (24 hour format)
4.  Vascular access (sheath): [] @) Femoral [] 2 Brachial []3)Radial |sheath <accesssitel>

5. Was a renal intervention performed

during this procedure? 1@ YES [1@ NO [Jinterven <yesno>
SKIP To ITEM 14 AND COMPLETE INTERVENTION PROCEDUiI;E FORM AND LESION TREATMENT FORM
6. Time procedure began: prochr:iprocmn | (24 hour format)
(first xylocaine injection)
7. Time of insertion of first renal angiography catheter: @ (24 hour format)

.
8. Time procedure ended: (24 hour format)

(last catheter removed)

9.  Type and dose of contragionic <checked1> |[] lonic ioval (f, 5) cc

nonval (f, 5)

(Check all that apply) |nonionic <checked1> | ] Non-lonic

lowosmo <checked1> |[_] Low Osmolar
Iisosmol <checked1> D Isosmolar

CC

lowval (f, 5) cc

isosval (f, 5) cc

10. Did the subject receive Fenoldopam? C11) YES [12) NOJ fenol <yesno>

11.  Did the subject receive N-acetylcysteine? L) YES [12) NO| nacetyi<yesno> |

12.  Did the subject receive sodium bicarbonate? L) YES \IL:|(2) NOI sodbicar <yesno>
12.1  Was subject considered high risk? (subjects with C11) YES @) NO [ irisk —

diabetes mellitus and/or serum creatinine = 1.4 mg/dL) N3

12.1.1. Explain why no sodium bicarbonate was given: |

nosod (vc, 200)

HCRI Use ONLY
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dfolan
PS: Blangio1
PT: Blangio1
Panel: Blangio1

dfolan
PANEL: Context
PS: Context

dfolan
angsite <angsite>

dfolan
procmm/procdd/procyy

dfolan
procdt()

dfolan
arrhr:arrmn

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dfolan
sheath <accesssite1>

dfolan
interven <yesno>

dfolan
prochr:procmn

dfolan
cathhr:cathmn

dfolan
endhr:endmn

dfolan
lowosmo <checked1>

dfolan
ionic <checked1>

dfolan
nonionic <checked1>

dfolan
isosmol <checked1>

dfolan
isosval (f, 5)

dfolan
lowval (f, 5)

dfolan
nonval (f, 5)

dfolan
ioval (f, 5)

dfolan
nacetyl<yesno>

dfolan
fenol <yesno>

dfolan
sodbicar <yesno>

dfolan
hirisk <yesno>

dfolan
nosod (vc, 200)

aivanov
Please rename PS/PT. This page is different from Roll In CRF


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Baseline Diagnostic Angiography Form Page 2 of 2
. . PS: Blangio2
13.  Were any non-renal angiographies or PT- BIanSioZ
revascularizations performed during this procedure? L] YES []2) NO|nonrenal <yesno> e )
1 Panel: Blangio2
13.1. Check all th{ corangio <checked1>
carotang <checked1> aqglography
giography
othangio <checked1> I= j angiography, specify: _| othang (vc, 50) _
( | corevasc <checked1> filarization
COMPLETE PROTOC( arotd revascurarization

carotrev <checked1> othrev (vc, 50)

ALL 1

‘wation, specify:

| othrevas <checked1>
14. Right Kidney is present: O () YES [ 2 NO |Kidney <yesno>
|
@ el 6 | Artery ‘ renlsite2 (vc, 5) kidna <checked1> rertsite{£-5) PS: RKidney
. = PT: Blangio2
14.1 | S| stensign (vc, 3) Istenosis (716,2) fo, % % Panel: RKidney
14.2 gl;j pressign (vc, 3) |press (fl 6, 2) g mmHg mmHg mmHg
T pressND<checked1> ] ND* ] ND* ] ND*
Reference
14.3 \I;?asr?lilter refdiam (fl 6, 2) I|) refnd |<checked1> mm) (mm) (mm)
14.4 | Lesion |Iesleng 1 6,2) | lennd <checked1>
Length ) | nm) _ (mm) _ (mm)

*COMPLETE PROTOCOL DEVIATION FORM IF < 80% STENOSIS AND PRESSURE GRADIENT NOT DONE

PS: Blangio3
15. Left Kidney is present: Ikidney <yesno> L1a YES [ 1@ NO PR EEmeE
| Panel: Blangio2
| | I .
tnal Artery renlsite2 (vc, 5) kidna <checked1> rentsiteLE5) PS: LKidney
colnum (f, 5) e — —— : .
151 ] Ste ) PT: Blangio2
: stensign (vc, 3) § stenosis (fl 6, 2) % % Panel: LKidney
15.2 g" pressign (vc, 3) [|Press (16.2) g _ mmHg _ mmHg _ mmHg
pressND<checked1> [] ND* [] ND* ] ND*
15.3 Reference
% | Vessel ! fnd <checked
Diameter i 6 2) y [ <IC e fmm) _ (mm) _ (mm)
|
15.4 | Lesion lesleng (fl 6, 2) |)]lennd <checked1> |mm) (mm) (mm)
Length

|
*COMPLETE PROTOCOL DEVIATION FORM IF < 80% STENOSIS AND PRESSURE GRADIENT NOT DONE

HCRI Use ONLY
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By:



default


dfolan
PS: Blangio2
PT: Blangio2
Panel: Blangio2

dfolan
PANEL: Context
PS: Context

dfolan
nonrenal <yesno>

dfolan
othang (vc, 50)

dfolan
othrev (vc, 50)

dfolan
carotrev <checked1>

dfolan
corangio <checked1>

dfolan
carotang <checked1>

dfolan
othrevas <checked1>

dfolan
corevasc <checked1>

dfolan
othangio <checked1>

default


dfolan
PS: RKidney
PT: Blangio2
Panel: RKidney

dfolan
rkidney <yesno>

dfolan
lesleng (fl 6, 2)

dfolan
stenosis (fl 6, 2)

dfolan
refdiam (fl 6, 2)

dfolan
pressND<checked1>

dfolan
renlsite2 (vc, 5)

dfolan
press (fl 6, 2)

dfolan
PS: LKidney
PT: Blangio2
Panel: LKidney

dfolan
lkidney <yesno>

dfolan
lesleng (fl 6, 2)

dfolan
stenosis (fl 6, 2)

dfolan
refdiam (fl 6, 2)

dfolan
pressND<checked1>

dfolan
press (fl 6, 2)

default


default


dfolan
PS: Blangio3
PT: Blangio2
Panel: Blangio2

dsnow
Note
Repeating record.

dsnow
Note
Repeating record.

dfolan
colnum (f, 5)

dfolan
colnum (f, 5)

dfolan
kidna <checked1>

dfolan
kidna <checked1>

dfolan
renlsite (f, 5)

dfolan
renlsite (f, 5)

dfolan
renlsite2 (vc, 5)

dfolan
refnd <checked1>

dfolan
lennd <checked1>

dfolan
refnd <checked1>

dfolan
lennd <checked1>

dfolan
stensign (vc, 3)

dfolan
pressign (vc, 3)

dfolan
stensign (vc, 3)

dfolan
pressign (vc, 3)


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Intervention Procedure Form qPs: Proc
COMPLETE ONLY IF RANDOMIZED TO ST, . THERAPY PT: Proc

1. Date of procedure: procmm/procdd/procyy o S Panel: Proc
2. Time subject arrived in procedure room: arrhr:arrmn p4 hour)
3. Time procedure began (first xylocaine injection): prochr:procmn 24 hour)
4. Time of insertion of first renal angiography catheter: cathhr:cathmn | (24 hour )
5. Time procedure ended (last catheterremaued).: endhriepdmn | (24 hour)
6.  Type and dose of contrgstused:lionic <checked?> Iic ioval (f,5) ¢

(Check all that apply) _|nonionic <checked1> |1 Non-lonic nonval (f, 5) c

lowosmo <checked1> | Low Osmolar lowval (f, 5)
isosmol <checked1> Isosmolar isosval (f, 5) |

Did the subject receive Fenoldopam? mhyes T (2) NOJ eno! <yesno>

Did the subject receive N-acetylcysteine? [ paxES— [ NO|hacetyi<yesno>

Highest recorded ACT (if Angioguard used, ACT = 300): act(f % | Seconds
10. Was subject given Bivalirudin? Jl,j (1) YES [ 2 NO{pival <yesno>

10.1 Bolus? — [ (2) NO|bolus syesno>

10.2 Infusion duration (hr:min): infushr:infusmn C1NA

infusna <checked1>
COMPLETE PROTOCOL DEVIATION FORM S i —
11.  Did the subject receive sodium bicarbonate? L] YES [l NO sodbicar <yesno>
y
11.1  Was subject considered high risk? (subjects with L] YES [](2) NO| hirisk <yesno>
diabetes mellitus and/or serum creatinine = 1.4 mg/dL) J

11.1.1. Explain why no sodium bicarbonate was given: _|

nosod (vc, 200)

Device Utilization (if none, enter “0”)

er Used Used
12. RADI pressure wire radi (f, 5) 19. Non-study bare metal stents nsbare (f, 5)
13. Pressure catheters oress (f, 5) 20. Atherectomy devices | ather 1, 5)
14. Guidewires gdwire (f, 5) 21.  Study embolic protection devices |sdepd (1, 5)
15.  Guiding catheters 22.  Non-study embg* bl VICES nsepd (f, 5)

gdcath (f, 5)

16. Angioplasty balloons 23. Other, specify _|othsp1 (vc, 100) oth (f. 5)

angball (f, 5)

17. Study stents studstnt (f, 5)] 24.  Other, specify__| | oth2 (f, 5)
18.  Non-study drug-eluting stents|, (. i== othsp2 (vc, 100)
25. Were any non-renal angiographies or 1) YES [J@ NO | nonrenal <yesno>
revascularizations performed during this procedure? y
251. Check all that apply: | corangio <checked1> |

[_I Coronary angiography

carotang <checked1> [] Carotid angiography

othangio <checked1> | [] Other peripheral angiography, specify:
[] Coronary revascularization

[ Carotid revascularization
corevasc <checked1> H=lQihgr revascularization, specify:
| othrevas <checked1>

othang (vc, 50)

carotrev <checked1>

COMPLETE PROTOC

othrev (vc, 50)

HCRI Use ONLY
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By:



default


dfolan
PS: Proc
PT: Proc
Panel: Proc

dfolan
PANEL: Context
PS: Context

dfolan
procmm/procdd/procyy

dfolan
procdt()

dfolan
prochr:procmn

dfolan
arrhr:arrmn

dfolan
endhr:endmn

dfolan
cathhr:cathmn

dfolan
lowosmo <checked1>

dfolan
ionic <checked1>

dfolan
nonionic <checked1>

dfolan
isosmol <checked1>

dfolan
lowval (f, 5)

dfolan
isosval (f, 5)

dfolan
ioval (f, 5)

dfolan
nonval (f, 5)

dfolan
fenol <yesno>

dfolan
nacetyl<yesno>

dfolan
bolus <yesno>

dfolan
act (f, 5)

dfolan
bival <yesno>

dfolan
infushr:infusmn

dfolan
infusna <checked1>

dfolan
press (f, 5)

dfolan
sodbicar <yesno>

dfolan
hirisk <yesno>

dfolan
nosod (vc, 200)

dfolan
radi (f, 5)

dfolan
nsepd (f, 5)

dfolan
othsp1 (vc, 100)

dfolan
ather (f, 5)

dfolan
nsbare (f, 5)

dfolan
nsdrugel (f, 5)

dfolan
studstnt (f, 5)

dfolan
angball (f, 5)

dfolan
gdcath (f, 5)

dfolan
gdwire (f, 5)

dfolan
studepd (f, 5)

dfolan
othsp2 (vc, 100)

dfolan
oth2 (f, 5)

dfolan
oth1 (f, 5)

dfolan
studepd (f, 5)

dfolan
studepd (f, 5)

dfolan
othangio <checked1>

dfolan
othrevas <checked1>

dfolan
corevasc <checked1>

dfolan
othang (vc, 50)

dfolan
othrev (vc, 50)

dfolan
nonrenal <yesno>

dfolan
carotrev <checked1>

dfolan
carotang <checked1>

dfolan
corangio <checked1>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Intervention Procedure Form
PT: Procv2
COMPLETE ONLY IF RANDOMIZED TO STENT PLUS MEDICAL THERAPY Panel: Proc
/procdd/|
1. Date of procedure: procmn? e p,rocyy (mm/dd/yyyy) | procdt()
2. Time subject arrived in procedure room: (24 hour)
3. Time procedure began (first xylocaine injection): prochr:procmn l\24 hour)
4. Time of insertion of first renal angiography catheter: (24 hour )
5.  Time procedure ended (last catheter removed): endhriendmn | (54 poyr)
6. Total amount of contrast used: contrast (18, 2) cc
. tsi ,2 t (f, 5
7. Highest recorded ACT: actaign{ve, 2) actes) seconds
(IF ANGIOGUARD USED AND ACT < 300,
COMPLETE PROTOCOL DEVIATION FORM)
8.  Was subject given Bivalirudin? L1 YES [ 2) NO |bival <yesno>

Device Utilization (if none, enter “0”)

9.

10.

11.

12.

13.

14.

15.

22.

Version 2.0 9-20-2006 © HCRI

RADI pressure wire

Pressure catheters

Guidewires

Guiding catheters
Angioplasty balloons
Study stents

Non-study drug-eluting stents

Were any non-renal angiographies or
revascularizations performed during this procedure? N

Number Used Number Usgd

radi (f, 5) 16. Non-study bare metal stents nsbare (f, 5)
press (f, 5) 17. Atherectomy devices ather &.9)
SO0 1 18.  Study embolic protection devices studepd (¢ 5)
gdeatn (9 119, Non-study embolic protection devices |34 (f 5)
angball (f, 5) 20.  Other, specify othsp1 (vc, 100) oth1 (f, 5)
|studstnt (f, 5) 21, Other, specify othsp2 (vc, 100) oth2 (f, 5)

nsdrugel (f, 5)

(1) YES [l NO

nonrenal <yesno>

22.1.

COMPLETE PROTOC( carotrev <checked1>

Check all that apply:

corangio <checked1>

raphy
Icarotanq <checked1> | Carotid angiography
— [[] Other peripheral angiography, specify: _|othang (vc, 50)
2 [ ] Coronary revascularization
[] Carotid revascularization
[] Other revascularization, specify: __|othrev (vc, 50)

othangio <checked1>

corevasc <checked1>

othrevas <checked1>

HCRI Use ONLY
Received: / /
By:
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Procv2
PT: Procv2
Panel: Proc

dfolan
procmm/procdd/procyy

dfolan
procdt()

dfolan
arrhr:arrmn

dfolan
prochr:procmn

dfolan
cathhr:cathmn

dfolan
endhr:endmn

dfolan
act (f, 5)

dfolan
bival <yesno>

dfolan
press (f, 5)

dfolan
radi (f, 5)

dfolan
gdwire (f, 5)

dfolan
angball (f, 5)

dfolan
nsdrugel (f, 5)

dfolan
studstnt (f, 5)

dfolan
gdcath (f, 5)

dfolan
othsp1 (vc, 100)

dfolan
othsp2 (vc, 100)

dfolan
oth2 (f, 5)

dfolan
oth1 (f, 5)

dfolan
nsepd (f, 5)

dfolan
studepd (f, 5)

dfolan
ather (f, 5)

dfolan
nsbare (f, 5)

dfolan
nonrenal <yesno>

dfolan
othang (vc, 50)

dfolan
othrev (vc, 50)

dfolan
corangio <checked1>

dfolan
carotang <checked1>

dfolan
othangio <checked1>

dfolan
carotrev <checked1>

dfolan
corevasc <checked1>

dfolan
othrevas <checked1>

dsnow
Highlight

dfolan
contrast (fl 8, 2)

dfolan
actsign (vc, 2)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Intervention Procedure Form qes: Procv3
PT: ProcV3
COMPLETE ONLY IF RANDOMIZED TO STENT PLUS MEDICAL THERAPY Panel: Proc
/procdd)
1. Date of procedure: procm? e Erocyy (mm/dd/yyyy) | procdt()
2. Time subject arrived in procedure room: (24 hour)
3. Time procedure began (first xylocaine injection): prochr:procmn l\24 hour)

4. Time of insertion of first renal angiography catheter: (24 hour )

endhr:endmn

5. Time procedure ended (last catheter removed): (24 hour)

contrast (fl 8, 2)

6. Total amount of contrast used: cc

7. Highest recorded ACT: actaign{ve, 2) o) seconds

8.  Was subject given Bivalirudin? L1t YES [] (2) NO |Pival <yesno>

Device Utilization (if none, enter “0”)
Number Used Number Used

9.  RADI pressure wire 15.  Non-study drug-eluting stents nsdrugel (f, 5)

10. Pressure catheters press (1. 5) 16. Non-study bare metal stents sbareliin)
i ther (f, 5
11. Guidewires gdwire (1. 5) 17. Atherectomy devices ﬂ

12. Guiding catheters sl 18.  Embolic protection devices epdv3 . 5) @
. angball (f, 5) .
13.  Angioplasty balloons 19. Other, specify__| othsp1 (vc, 100) |— otht (1, 5)
studstnt (f, 5) .
14. Study stents 20. Other, specif
y peciy othsp2 (vc, 100) | oth2 (f, 5)
21.  Were any non-renal angiographies or [J1) YES []@)NO  |nonrenal <yesno>
revascularizations performed during this procedure? A
21.1. Check all that apply: corangio <checked1>
[ | Coromary-amgrography

carotang <checked1> |_] Carotid angiography
[_| Other peripheral angiography, specify:
[ 1 Coronary revascularization
CompLETE ProTOC carotrev <checked1> |[_] Carotid revascularization

[ | Other revascularization, specify:

othang (vc, 50)

othangio <checked1>

othrev (vc, 50)

corevasc <checkd

othrevas <checked1>

HCRI Use ONLY
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By:



kwade
Highlight

kwade
Note
"Study EPD" was deleted. "Non-study EPD" was changed to the current item 18.

dfolan
PANEL: Context
PS: Context

default

dfolan
PS: ProcV3
PT: ProcV3
Panel: Proc

dfolan
procdt()

dfolan
procmm/procdd/procyy

dfolan
arrhr:arrmn

dfolan
prochr:procmn

dfolan
cathhr:cathmn

dfolan
endhr:endmn

dfolan
contrast (fl 8, 2)

dfolan
act (f, 5)

dfolan
actsign (vc, 2)

dfolan
bival <yesno>

dfolan
radi (f, 5)

dfolan
press (f, 5)

dfolan
gdwire (f, 5)

dfolan
gdcath (f, 5)

dfolan
angball (f, 5)

dfolan
studstnt (f, 5)

dfolan
nsdrugel (f, 5)

dfolan
nsbare (f, 5)

dfolan
epdv3 (f, 5)

dfolan
oth1 (f, 5)

dfolan
othsp1 (vc, 100)

dfolan
othsp2 (vc, 100)

dfolan
oth2 (f, 5)

dfolan
nonrenal <yesno>

dfolan
corangio <checked1>

dfolan
carotang <checked1>

dfolan
othangio <checked1>

dfolan
carotrev <checked1>

dfolan
corevasc <checked1>

dfolan
othrevas <checked1>

dfolan
othrev (vc, 50)

dfolan
othang (vc, 50)

dfolan
ather (f, 5)


CORAL
Site ID: Pt. No.: Randomization #:
Lesion Treatment Form Page 1 of 2
COMPLETE FOR FIRST LESION TREATED. ADDITIONAL LESION TREATMENTS SHOULD BE CAPTURED ON ADDITIONAL LESI pgg
TREATMENT FORM PS: LesTx1
PT: LesTx1
1. Date of procedure: procmmprocdd/procyy procdt() ) Hatpl Les
1.1. Time subject arrived in procedure room: prochr:procmn | (24 hour )
2. Name of physician performing intervention: __J physfirs (vc, 50 | __|physlast (vc, 50
First Tast
3.  Renal artery site treated renisite2 (vc, 5) fentsitef-9)
Angioguard
4.  Was Angioguard attempted? attempt <yesno> JI,:l ™ YES 1@ NO-> [ mld - bl . |: 1 Ianatomy <checked1>
other<checked1> H g;) | r?g:.hng Schecked1>pne othspec (vc, 50)
—_—— -
(4.1) (4.2) (4.3) (4.4) (4.5) (4.9) (4.7) (4.8) (¢
No. Angioguard Angioguard | Package Able to |Successfully | Protection | Problems pr°b°d?1 . W4 PS: AngGuard
Basket Size | opened and cross deployed? | achieved? and/or |<complicationcode> | tre [HBEEIPY
. (mm) used? lesion? complicatio )] Panel: AngGuard
lineno (vc, 5) (If NO, row is . 1= None with device] probcde2 ubsequent ‘
= — oo D=—Comnlote <complicationcode>
Lot # Cat# basket pkgopen croslen eploye prOteCt othlesn
<basketsize> [ Syesno> ~yesno> —yesnoZ <protection> probcde3 <yesno>
catnum (VC, 15) |y M L1MYES |L]¢)YES <complicationcode> |TT) YES
| |iothum (vc, 15) (16 [18 |[]1@NO L@ No  |[[1@NO ) A (2) NO
2 15 17 |J@) YES LImYES [ YES 1@ YES PrOde?4 . ] (1) YES
[16 [18 |[[1@NO |[[1@NO |[1@N []@NO |<complicationcode> ] 2) NO
3 15 17 |J@) YES [1@) YES |:|(1)YES 1) YES : 1 (1) YES
[16 [18 |[[OJ@NO [J@NO [[J@NO [1@NO othspec (vc, 50) L1 (2 NO
*Codes 1= Slow / No flow 3 = Thrombus formation 5 = Side branch occlusion 7 = Angioguard entanglement with renal stent 9 = Other, specify
at time of device removal
2 = Abrupt Closure 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement

1 Provide additional comments as needed on the Narrative Form.

CRL 010 HCRI Use ONLY

Version 1.0 FINAL © HCRI Received: / /
By:



dfolan
PS: LesTx1
PT: LesTx1
Panel: LesTx1

dfolan


dfolan
Context

dfolan
procdt()

dfolan
PS: LesTx1
PT: LesTx1
Panel: LesTx1

dfolan
procmm/procdd/procyy

dfolan
prochr:procmn

dfolan
renlsite2 (vc, 5)

dfolan
anatomy <checked1>

dfolan
landing <checked1>

dfolan
othspec (vc, 50)

dfolan
attempt <yesno>

dfolan


dfolan
othspec (vc, 50)

dfolan
basket <basketsize>

dfolan
lotnum (vc, 15)

dfolan
lineno (vc, 5)

dfolan
catnum (vc, 15)

dfolan
deployed <yesno>

dfolan
croslen <yesno>

dfolan
complic <yesno>

dfolan
pkgopen <yesno>

dfolan
protect <protection>

dfolan
probcde1 <complicationcode>

dfolan
othlesn <yesno>

dfolan
PS: AngGuard
PT: LesTx1
Panel: AngGuard

dfolan
physlast (vc, 50

dfolan
physfirs (vc, 50

dsnow
Note
Repeating record.

aivanov
PS/PT name

dfolan
other<checked1>

dfolan
probcde4 <complicationcode>

dfolan
probcde3 <complicationcode>

dfolan
probcde2 <complicationcode>

dfolan
renlsite (f, 5)


PANEL: Context
C O RA L PS: Context

Randomization #:

Site ID: Pt. No.:

Lesion Treatment Form Page 1 of 2
PS: LesTrt1

COMPLETE FOR FIRST LESION TREATED. ADDITIONAL LESION TREATMENTS SHOULD BE CAPTURED ON ADDITIONAL LESION TREATMENT FORM

PT: LesTrt1

1. Date of procedure: |procmm/procdd/procyy | (mm/dd/yyyy) | procdt() Panel: LesTx1

2. Name of physician performing intervention: |physfirs (ve, 50 | ohysiast (ve, 50 |-

3. Renal artery site treated ieilEiEs Ve o) Percent stenosis: [ . tsten (ve, 5)
4. Was Angioguard attempted? | attempt <yesno> 1) YES [ 1@ NO— [] 1) Unfavorable anatomy _
J ] 2 Unfavord landing <checked1>
other<checked1> [] () Other: |othspec (ve, 50)
4.1) (4.2) (4.3) @.4) @5 1 @46 | @D 4.8 @381 | GO 1
No. Angioguard Angioguard Package Ableto |Successfully | Protection | Problems Wl ps. Epp
Basket Size | opened and |  cross deployed? |achieved? and/or |probcdet WEY o7 | osTrt
lineno (vc, 5) (mm) used? lesion? complication| <complicationcode> of Pyl AngGuard
(If NO, row is 1=None with device —SEIEEEEATS | hse: |
— complete) | P g:gzmgl'?rte treatment?| probcde?2 lesion? |
croslen eploye = . .
Lot# Cat # <basketsize> pkgopen <yesno> <yesno> complic <complicationcode> 1 Iothlesn
<yesno> protect <yesno> | <yesno>
1 (v, 15) (15 07 |[LImYES | YES |L](1)YES |<protection> [T(N YES  |probcded =
: 16 8 |d@NO 0@ NO [[J@ NO 1) NO <complicationcode> | (2) NO
2 catnum (ve, 15) |45 L7 |[LJmYES |[CJmYES | YES L] YES (1) YES
e 08 |[d@anNo  |[d@No |[[J@No []@2NO |probeded ] 2)NO
3 05 7 [OJmYES [ YES | YES [J¢)YES | complicationcode> ") YES
(16 (18 |[[1@NO |[[1@NO [[1@NO LJ@NO  Tiinspec (ve, 50) =1 @ NO
*Codes 1= Slow / No flow 3 = Thrombus formation 5 = Side branch occlusion 7= gpﬁlgglff\rgei?ct:r:geﬁgnve;t with renal stent g;ﬁ;hLeé,TEpecify:
2 = Abrupt Closure 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement NARRATIVE FORM
t Submit Narrative Form to provide details if only partial protection is achieved or to specify if code 9 (Other) is entered.
5. Was a protection device other than the Angioguard used? [] (1) YES [ 1@ NO |othEPD <yesno>
5.1. Device Maufacturer: fmanuf (vc, 50) | 5.2.Device Name: |devname (vc, 50) |

reasused (vc, 100)

5.4. Why was this device used?

53 Device size: _ -]
devsize (vc, 15) (complete Narrative Form if more space is needed)
HCRI Use ONLY PS: LesTrt2
Version 2.0 9-20-2006 © HCRI CRL 008 Received: / / PT: LesTrt1
By: Panel: LesTx1



dfolan
PANEL: Context
PS: Context

dfolan


dfolan
PS: LesTrt1
PT: LesTrt1
Panel: LesTx1

dfolan
procmm/procdd/procyy

dfolan
procdt()

dfolan
physfirs (vc, 50

dfolan
physlast (vc, 50

dfolan
renlsite2 (vc, 5)

dfolan
attempt <yesno>

dfolan
other<checked1>

dfolan
landing <checked1>

dfolan
anatomy <checked1>

dfolan
othspec (vc, 50)

dfolan


dfolan
PS: EPD
PT: LesTrt1
Panel: AngGuard

dfolan

dfolan
PS: LesTrt2
PT: LesTrt1
Panel: LesTx1

dfolan
lineno (vc, 5)

dfolan
lotnum (vc, 15)

dfolan
catnum (vc, 15)

dfolan
basket <basketsize>

dfolan
pkgopen <yesno>

dfolan
croslen <yesno>

dfolan
deployed <yesno>

dfolan
protect <protection>

dfolan
complic <yesno>

dfolan
probcde1 <complicationcode>

dfolan
probcde2 <complicationcode>

dfolan
probcde3 <complicationcode>

dfolan
probcde4 <complicationcode>

dfolan
othspec (vc, 50)

dfolan
othlesn <yesno>

dsnow
Highlight

dsnow
Highlight

dfolan
pcntsten (vc, 5)

dfolan
othEPD <yesno>

dfolan
manuf (vc, 50)

dfolan
devname (vc, 50)

dfolan
devsize (vc, 15)

dfolan
reasused (vc, 100)


PANEL: Context

C O RA L PS: Context

Site ID: Pt. No.: Randomization #:

Lesion Treatment Form Page 1 (ARG

PT: LesTrtV3
| COMPLETE FOR FIRST LESION TREATED. ADDITIONAL LESION TREATMENTS SHOULD BE CAPTURED ON ADDITIONAL LESION TREATMENT FORM  [2ET Y B
rocdt
1. Date of procedure: procmm/procdd/procyy | (mmydaryyyy) LEES)
.. . . . i physfirs (VC 50 phySIaSt (VC, 50
2. Name of physician performing intervention: :
First Last

i . cntsten (vc, 5
renisite2 (vc, 5) Percent stenosis: |° (ve, 5)

3. Renal artery site treated

Embolic Protection Device (EPD)

4.  Was embolic protection attempted? |attempt s | JI,:l ™) YES ] 2 NO— Skip to page 009

No. EPD used: Size Protection Problems and/or |If YES, indicate with
(mm) achieved? complications code(s) *t
with device / (separatgeach codewith
Name Lot # Cat # ; - ggnmeplete treatment? probcde2a
lineno (f, 5) 3 = Partial <complicationcode1>
T O probcdela
epdname (vc, 50) lotnum (vc, 15) catnum (vc, 15) protect u complic <complicationcode 1>
H <protection>
PS: EPDV3 2 epdsz (fl 4, 2) [] probcdeda
PT: LesTrtV3 [ 1@ NO <complicationcode1>
Panel: AngGuard 3 [ (1) YES— probcnga.
] 2) NO <complicationcode1>
* - . " othspec (vc, 50)
Codes 1= Slow / No flow 3 = Thrombus formation 5 = Side branch occlusion 7 Egi?:é:]ir:qi?/;\rllth renal stent at time of COMPLETE
2 = Abrupt Closure 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement NARRATIVE FORM

T Submit Narrative Form to to specify if code 9 (Other) is entered.

HCRI Use ONLY
Version 3.0 11-27-2006 © HCRI CRL 008 Received: / /

By:



kwade
Highlight

kwade
Highlight

kwade
Highlight

kwade
Highlight
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procmm/procdd/procyy

dfolan
procdt()

dfolan
physlast (vc, 50

dfolan
physfirs (vc, 50

dfolan
renlsite2 (vc, 5)

dfolan
pcntsten (vc, 5)

dfolan
attempt <yesno>

dfolan
lineno (f, 5)

dfolan
lotnum (vc, 15)

dfolan
catnum (vc, 15)

dfolan
PS: EPDV3
PT: LesTrtV3
Panel: AngGuard

dfolan

dfolan
PS: LesTrtV3
PT: LesTrtV3
Panel: LesTx1

dfolan

dfolan
PANEL: Context
PS: Context

dfolan
protect <protection>

dfolan
complic <yesno>

dfolan
probcde1a <complicationcode1>

dfolan
probcde2a <complicationcode1>

dfolan
probcde3a <complicationcode1>

dfolan
probcde4a <complicationcode1>

dfolan
othspec (vc, 50)

dfolan
epdname (vc, 50)

dfolan
epdsz (fl 4, 2)


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Lesion Treatment Form PS: LesTx2 Page 2 of 2
PT: LesTx2

Panel: LesTx2

Target Lesion Study Stent Delivery Information

5.  Was stent attempted? stnattem <yesno> ||:| M YES @ Nu
(5.1) (5.2) (5.3) (5.4) (5.5) [ (5.6) (5.7)
Type of stent |Was lesion| Max stent Was post- | If YES, Problem with
pre- deployment dilation i delivery /
dilated? pressure | performed? t:'lrl-%%s: "Igf:s':‘“r:‘ deployment of
ATM : u ?
( ) diameter (mm) (ATM) Stir:rhglfetYees’
dil < > ;
lineno (f, 5) kbl postdil <yesno> Narrative Form]
@ Al stent (vc, 50) =] (1) YES (] (1) YES maxdiam (fl 6, 2) delvprob <yesno>
diarfs) ;Idiamz (fi6.2) || 2) NO dplpress2 (fl 6, 2) [ ] 2)NO i maxpress2 (16, 2) ] 2) NO

Length I'e” (f, 5) EEEE | FrepressH-by

PS: Stent me____ |[J¢)YES (] YES | [ (1) YES
PT: LesTx2 ameter  mm | L] @ NO J@No 1@ NO
Panel: Stent '

'—~ngth mm

Details of Target Lesion (Post All Treatments)

PS: LesTx3

6.  Total length of stent(s) placed: totleng (fl, 6.2)

PT: LesTx2
Panel: LesTx2

7.  Final percent stenosis: finsten (fi 6, 2)

8.  Pressure gradient: pressign (vc, 3) |pressgrd (716, 2) |-Ig [ ND | pressND <checked1>

Additional Treatments

9.  Was an additional percutaneous treatment [1# YES 1@ NO
performed to another target lesion?

perctarg <yesno>

COMPLETE ADDITIONAL LESION TREATMENT FORM

10. Were additional percutaneous treatment(s) 1@ YES [ 1 2 NO |nontarg <yesno>
performed to a non-target lesion?

CoMmPLETE PROTOCOL DEVIATION FORM AND NARRATIVE FORM

11.  Were there complications that required 1@ YES [J @ NO [ qgitx <yesno>
additional treatment? J
11.1.  Complication during pre-treatment; []¢) YES e NO| I———
11.2. Never able to cross lesion with ste] 1ocross <yesno> | L] (1) YES 1@ NO
11.3.  Dissection beyond stented area: 1o YES [] 2 NOJ gissect <yesno>
11.4. Complication in different segment { giftseg <yesno> |LJ (1 YES 1@ NO
11.5. Complication in different vessel: []o YES L] @ NO| diffvess <yesno>
11.6. Unplanned treatment of other lesi unplan<yesno> JI,:| ™) YES (1o N

11.6.1 Specify: lesnspec (vc, 50)
11.7.  Other: SURS— | 1o YES [ @ NO [ other <yesno>
PROVIDE ADDITIONAL COMMENTS As NEEDED ON NARRATIVE FORM

HCRI Use ONLY
Version 1.0 FINAL © HCRI CRL 011 Received: / /

By:



default


dfolan
PANEL: Context
PS: Context

dfolan
PS: LesTx2
PT: LesTx2
Panel: LesTx2

dfolan
dplpress2 (fl 6, 2)

dfolan
len (f, 5)

dfolan
predil <yesno>
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Panel: LesTx2
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finsten (fl 6, 2)
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other <yesno>
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pretx <yesno>

dfolan
nocross <yesno>

dfolan
dissect <yesno>

dfolan
diffseg <yesno>

dfolan
diffvess <yesno>

dfolan
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Repeating record.
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PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
RN Lesion Treatment Form Page 2 of 2
PT: LesTrt2 Lesion Stent Delivery Information stnattem <yesno> lesssten <yesno>
CUCE RN o5 stent attempted? 1 YES 1 @ NO— Was stenosis less than
60%2 [ 1 YES[ 1 NO
(6.1) (6.2) (6.3) (6.4)
. onitvoo3 Problem with PS: StentV2
lineno (f, 5 stnttyp <stenttypes> i 5
(f. 5) Stent Information delivery / PT: LesTrt2

deployment? | [ZEWERSIE0
Manufacturer: | ™" (Ve 50) 1) YES

0) delvprob <yesno>
DMPLETE

NARRATIVE FORM

1 (1) Study [ (2) Non-study
\!

6.2.1 Why was non-study stent used?

— | whyNSS (vc, 150)

(complete Narrative Form if ) dell 15 ] @ NO
more space is needed) Delivery {9l (ve, 15) |
] (1) Study Jl,j (2) Non-study Manufacturer: F (1) YES
6.2.1 Why was non-study stent used? |Name Lot # COMPLETE
2 NARRATIVE FORM
Diameter mm Length mm
(complete Narrative Form if . 1@ NO
more space is needed) Delivery systemlength PRI
Details of Target Lesion (Post All Treatments)
7. Total length of stent(s) placed: totleng (l, 62)  Imm PS: LesTrt
PT: LesTrt2
8. Final percent stenosis: finsten (fl 6, 2) Panel: LesTx2
9.  Pressure gradient: mHg LCIND
pressign (vc, 3) | pressgrd (71 6, 2) pressND <checked1>
Additional Treatments

10. Was an additional percutaneous treatment 1@ YES []@ NO
performed to another target lesion? J

perctarg <yesno>

COMPLETE ADDITIONAL LESION TREATMENT FORM

11.  Were additional percutaneous treatment(s) []@) YES ] @ NO nontarg <yesno>
performed to non-target lesion(s)? J
COMPLETE PROTOCOL DEVIATION FORM AND NARRATIVE FORM
12.  Were there complications that required [1m YES (1@ NO | aqditx <yesno>
additional treatment? J
12.1.  Complication during pre-treatment: [ 11) YES []@ NO pretx <yesno>
12.2.  Never able to cross lesion with ster eSS ST 1 YES []@ NO
12.3. Dissection beyond stented area: 1 YES [ @ NO| gissect <yesno>
12.4.  Complication in different segment { itseq <yesno> | (1 YES 1@ NO
12.5. Complication in different vessel: 1@ YES L] @ NO giffvess <yesno>
12.6.  Unplanned treatment of other lesid,, 1< ecnos (] YES [(laN
{
12.6.1 Specjfy; lesnspec (vc, 50)
12.7.  Other: othspec1 (vc, 50) (] YES [ 1@ NO |other <yesno>

PRrRovVIDE ADDITIONAL COMMENTS AS NEEDED ON NARRATIVE FORM
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default


dfolan
PS: LesTrt4
PT: LesTrt2
Panel: LesTx2

dfolan
lineno (f, 5)
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dfolan
addltx <yesno>
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dfolan
diffseg <yesno>
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PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Index Visit Completion Form Page 1 of 3
1. Was subject admitted to hospital? admitted<yesno> []@) YES L] e NO
4
1.1. Admit date: d /admdd/ad admdt()
dmit date — ] L s noxVis
1.2.  Discharge date: dischmm/dischdd/dischyy dischat() |)  LERERNLEY
] Panel: IndxVis1
1.3 Hospital stay:
Check Type of Unit
PS: HospUnit
| _Sequence of | Med/Surg | ICU/CCU | Step-Down PR s B PT: IndxVist
admmm/admdd/admyy Panel: HospUnit
stayseq (f, 5) medsurg <checkegll> | - Transi iR nl
1. TT [ icuccu<checked 1> La admdt() dischmm/dischdd/dischyy
2. D ™ D @ stepdown <checked1> IMI
3. O 0@ Ll e
4 G 0@ e
TEST/EVALUATION | Performed at index IF YES IF NO |
.. PN
. visit completion? PS: IndxVis2
2. PhysicalExam | L1 YES [J@NO| pecorp ANY SIGNIFICANT (VIR PT: IndxVis1
phys <yesno> CHANGES ON AE LoG 0]Vl Panel: IndxVis1
3. Blood Pressure
Assessment 3.1. Date of Assessmpat
bpmm/bpdd/b odi()
pmm p pyy LLLLLLIA®) /
' ) COMPLETE PROTOCOL
3.2. Time Sys/Dias  Heart Rate | DEVIATION FORM
LdmYES [J@NO ,
bp1hr:bp1 i
bp <yesno> prropmn ] sys1(f5) ] Jdiast(f5)} ] hrirt1(f 5)
bp2hr:bp2mn |l sys2 (f 5) |l dias2 (f 5) || hrtrt2(f 5)
bp3hr:bp2mn f sys3 (f 5) [} dias3 (f 5) || hrtrt3(f 5)
4, Local Lab LdmYES [J@NO
Urine Dipstick
diphr:dipmn
urinedip <yesno> COMPLETE PROTOCOL
4.2. Protein (mg/dl) DEVIATION FORM
[]@Neg [ Trace
E ©) 30 E protein <urineprotein>
(5) 300
5. Did subject experience any AEs from
randomization through index visit completion? []¢) YES [ ] @NO |anyaes <yesno>
)

CoMPLETE ADVERSE EVENT LoG
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PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Index Visit Completion Form Page 1 of 3
1. Was subject admitted to hospital? , []¢) YES L] @ NO
admitted<yesno> 0
11. Admit date: Jadmmm/admdd/admyy |__ (Jadmdt() fy) PS: IndxVis1
: PT: IndxVis1V2
1.2. Discharge date: i i i i
g dischmm/dischdd/dischyy | (| dischdt() [) Panel: IndxVis1
1.3. Hospital stay: _
Check Type of Unit
(check only one per line) P osp
| Sequence of | Med/Surg | ICU/CCU | Step-Down [imskesiceieaaie—l Disc [z
1 admmm/admdd/admyy Transii=Ene: 0SD
stayseq (f, 5) | medsurg <checkeg1>__I
I M | ca<alEa Galls e admdt() dischmm/dischdd/dischyy
2. O ) stepdown <checked1> dischdt0)
3. 1 () 0@ Lle
4 1 a1y 0@ e
Pertormed at maex :
TEST/EVALUATION visit completion? IF YES FNo PS: IndxVis2V2
2. Physical Exam ] YES [J@NO| RECORD ANY SIGNIFICANT COMPLETE ET: IT_dIX\(/iiS\}Vf
CHANGES ON AE LOG DEVIATION Hita
3. Blood Pressure phys <yesno>
Assessment 3.1. Date of Assessment: bpdt)

bpmm/bpdd/bpyy |  (mm/dd/yyyy)

CoMPLETE PrROTOCOL
3.2, _Time Sys/Dias DEVIATION FORM

1 YES 2 NO

bp1hr:bp1mn .
bp <yesno> . 29 clesilis)
bp2hr:bp2mn dias2 (f 5)
bp3hr:bp3mn dias3 (f 5)
4. b?ﬁ]ael IIS?bstick 4.1. Protein (mg/dl)
P O wYES [@NO [JmNeg [ Trace CoyPLETE PROTOCOL
[ 1@ 30 [ 1@ 100 protein <urineprotein> [IATION FORM
urinedip <yesno> [16)300 [ ) =2000 |
5. Did any endpoint events occur since randomization? 1@ YES 1@ NO anyendpt <yesno>
COMPLETE AE LOG AND APPROPRIATE ENDPOINT FORMS
6. Did any other AEs occur since randomization? 1 YES 1@ NO anyaes <yesno>

COMPLETE AE LOG AND FAX SAE FORM IF SERIOUS
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dfolan
admdt()
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dischdt()

dfolan
dischmm/dischdd/dischyy

default
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PS: HospUnit
PT: IndxVis1V2
Panel: HospUnit

dfolan
stayseq (f, 5)

dfolan
medsurg <checked1>

dfolan
icuccu<checked1>

dfolan
stepdown <checked1>
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admdt()
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admmm/admdd/admyy
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dischmm/dischdd/dischyy
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default
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Panel: IndxVis1
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dfolan
sys3 (f 5)

dfolan
dias3 (f 5)

dfolan
urinedip <yesno>
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anyaes <yesno>
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PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

Index Visit Completion Form Page 1 of 3
(1« YES (] @NO
i

1. Was subject admitted to hospital?

admitted<yesno>

1.1. Admit date: Jadmmm/admdd/admyy | _ (Jadmdt() [v)  LeSEEMAYEY

PT: IndxVis1V2

1.2. Discharge date: dischmm/dischdd/dischyy | (dischdt() |) Panel: IndxVis1

1.3. Hospital stay:

Check Type of Unit

Sequence of | Med/Surg ICU/CCU Step-Down — Disc | d
admmm/admdd/admyy Transi [ B el e
stayseq (f, 5) medsurg <checked1> 1
T R admdit() dischmm/dischdd/dischyy

= UJI!icuccu<checked1>
2. D ™M L@ stepdown <checked1> Im'
3. 1 () Ol @ Ll e
4. O 1y Ol @ [ @)
Performed at index '
TEST/EVALUATION visit completion? IF YES IF NO PS: IndxVis2
i PT: IndxVis1
2. PhysicalExam | — ;) VES []2NO | RECORD ANY SIGNIFICANT gOMPLET' Panerl]- I):1d|:Vis1
phys <yesnona> L1 NA CHANGES ON AE LOG EVIATIO! :
APPLICABLE
3. Blood Pressure
Assessment 3.1. Date of Assessment: bpdt()
bpmm/bpdd/bpyy | (mmidd/yyyy) COMPLETE PROTOCOL
bp . ) DEVIATION FORM IF
<yesnona8> dmYES [@NO| 3 2.__Time Sys/Dias APPLICABLE
I:l NA bp1hr:bp-1mn sys1( 5) | dias1(f 5)
bp2hr:bp2mn | sys2 (f 5) || dias2 (f 5)
bp3hr:bp3mn sys3 (f5) Idias3 (f5)
4, Local Lab 41 Protei
Urine Dipstick | (1M YES [ @NO | #1- Crotein (mg/d) COMPLETE PROTOCOL
[J«Neg [ Trace . —_ JIATION FORM IF
urinedip D NA |:| 3)30 |:| 4100 protein <urineprotein> LICABLE
<yesnonas> [15) 300 []e >2000 |
5. Did any endpoint events occur since randomization? 1@ YES 1@ NO anyendpt <yesno>
COMPLETE AE LOG AND APPROPRIATE Endpoint Forms
6. Did any other AEs occur since randomization? 1 YES []@ NO Janyaes <yesno>

COMPLETE AE LOG AND FAX SAE FORM IF SERIOUS
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dischmm/dischdd/dischyy
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dischdt()

dfolan
admdt()

dfolan
PS: IndxVis1
PT: IndxVis1V2
Panel: IndxVis1

dfolan
PS: HospUnit
PT: IndxVis1V2
Panel: HospUnit

dfolan
dischdt()

dfolan
dischmm/dischdd/dischyy

dfolan
admdt()

dfolan
admmm/admdd/admyy

dfolan
stepdown <checked1>

dfolan
icuccu<checked1>

dfolan
medsurg <checked1>

dfolan
stayseq (f, 5)
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PS: IndxVis2
PT: IndxVis1
Panel: IndxVis1

dfolan
phys <yesnona8>
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jmcgregor
Highlight

jmcgregor
Highlight

jmcgregor
Highlight

default


default


default



PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Index Visit Completion Form Page 2 of 3

6. Record the number of procedures performed during the index visit

Quantity (If none, enter 0) PS: IndxVis3

Procedure Before Randomization After Randoi [RIB P E
] _ Panel: IndxVis2
6.1.  Renal diagnostic angiography (EXCLUDE BASELINE preangio (f, 5) postangi (f, 5)
DIAGNOSTIC ANGIOGRAPHY)
6.2. Surgical renal revascularization postrev (f, 5)
6.3. Percutaneous renal revascularization (ExcLube INDEx | preperc (f, 5) |P08tperc (f, 5)
AND STAGED PROCEDURES)
6.4. Renal MRA preMRA (f, 5) postMRA (f, 5)
6.5. Renal duplex scan (ExcLube PRoTocoL REQUIRED ScaNn)  |preus (f, 5) postUS (f, 5)
6.6. CT angiography preCT (f, 5) postCT (f, 5)
6.7.  Coronary diagnostic angiography predxang (f, 5) postdxag (f, 5)
6.8. Coronary PCI prePCl (f, 5) postPClI (f, 5)
6.9.  CABG operation I_M poStCABG (f, 5)
6.10. Whole blood or PRBC transfusion (# of units) preblood (f, 5) postbld (f, 5)
6.11.  Surgical repair of vascular access site prerep (f, 5) postrep (f, 5)
6.12.  Other vascular surgery preosurg (f, 5)
6.13. Hemodialysis prehemo (f, 5) posthemo (f, 5)
6.14. Peritoneal dialysis preperi (f, 5) postperi (f, 5)
6.15. Renal transplant pretrans (f, 5) posttran (f, 5)
6.16.  Other, specify SEPEE] (1, 11t preoth (f, 5) postoth (f, 5)
7. Subject left research facility for:
(CHECK ONE) 1) Home

destin <dcdestin>

3) Another hospital (IF YEs, FILL =
4) If Other, specify: othspec2 (vc, 100)

Ll

[ () Rehabilitation/skilled nursing facility
L@ PITALIZATION FORM)
[ @

8. Record subject DRG DRG (vc, 50)
(Obtain from Medical Records or Billing Office)

9.  Principal Diagnosis (describe) diag (vc, 200)
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PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Index Visit Completion Form Page 2 of 3
PS: IndxVis3V2
7. Record the number of procedures performed during the index visit PT: IndxVis2V2
Quantity (If none, enter 0)  [ERSEINNAVEY;
Procedure BefpreRandamization AftarRangamization
preangio (f, 5) postangi (f, 5)
71. Renal diagnostic angiography (ExcLUDE BASELINE
. .DIA.GNOSTIC ANGIOGRAPHY) Ipostrev .5)
7.2. Surgical renal revascularization e
L preperc (f, 5) |postperc (f, 5)
7.3. Percutaneous renal revascularization (EXCLUDE INDEX
AND STAGED PROCEDURES)
MRA (f, 5 tMRA (f, 5
7.4.  Renal MRA KERESE )
preUs (f, 5)
7.5. Renal duplex scan (ExcLUDE DUPLEX SUB-STUDY SCAN) postus (f. 5)
. preCT (f, 5) tCT (f, 5
7.6. CT angiography BT 5. E)
. . ) predxang (f, 5) postdxag (f, 5)
7.7. Coronary diagnostic angiography
prePCI (f, 5) postPClI (f, 5)
7.8. Coronary PCI
_ |pfeCABG (f, 5) | postCABG (f, 5)
7.9. CABG operation
preblood (f, 5) postbld (f, 5)
7.10. Whole blood or PRBC transfusion (# of units)
. . . prerep (f, 5) postrep (f, 5)
7.11.  Surgical repair of vascular access site
preosurg (f, 5) postsurg (f, 5)
7.12.  Other vascular surgery
prehemo (f, 5) th f, 5
7.13. Hemodialysis postiB kL)
reperi (f, 5 tperi (f, 5
7.14. Peritoneal dialysis po eI )
pretrans (f, 5) f
7.15. Renal transplant postran 0.9)
othspec1 (vc, 100) postoth (f, 5)

7.16.  Other, specify

8. Subiject left research facility for:
(CHECK ONE) 1) Home
2) Rehabilitation/skilled nursing facility
3) Another hospital (iF CHECKED, FILL OUT SUBSEQUENT HOSPITALIZATION FORM)
)

4) If Other, specify:

destin <dcdestin>

L]
L]
L]
L]

othspec?2 (vc, 100)

9.  Record subject DRG DRG (v, 50) LINA  |NA <checkedt>
(Obtain from Medical Records or Billing Office)

diag (vc, 200)

10. Principal Diagnosis (describe)

HCRI Use ONLY
Version 2.0 9-20-2006 © HCRI CRL 011 Received: / /
By:



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: IndxVis3V2
PT: IndxVis2V2
Panel: IndxVis2

dfolan
preangio (f, 5)

dfolan
postangi (f, 5)

dfolan
postrev (f, 5)

dfolan
postperc (f, 5)

dfolan
postMRA (f, 5)

dfolan
postUS (f, 5)

dfolan
postCT (f, 5)

dfolan
postdxag (f, 5)

dfolan
postPCI (f, 5)

dfolan
postCABG (f, 5)

dfolan
postbld (f, 5)

dfolan
postrep (f, 5)

dfolan
postsurg (f, 5)

dfolan
posthemo (f, 5)

dfolan
postperi (f, 5)

dfolan
posttran (f, 5)

dfolan
postoth (f, 5)

dfolan
preoth (f, 5)

dfolan
othspec1 (vc, 100)

dfolan
prerevas (f, 5)

dfolan
preperc (f, 5)

dfolan
preMRA (f, 5)

dfolan
preUS (f, 5)

dfolan
preCT (f, 5)

dfolan
predxang (f, 5)

dfolan
prePCI (f, 5)

dfolan
preCABG (f, 5)

dfolan
preblood (f, 5)

dfolan
prerep (f, 5)

dfolan
preosurg (f, 5)

dfolan
prehemo (f, 5)

dfolan
preperi (f, 5)

dfolan
pretrans (f, 5)

dfolan
destin <dcdestin>

dfolan
othspec2 (vc, 100)

dfolan
DRG (vc, 50)

dfolan
diag (vc, 200)

dsnow
Highlight

dfolan
NA <checked1>


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Index Visit Completion Form Page 3 of 3
10. Did the subject sign the Medical Billing Release form? 1@ YES ] (2] releasfrm <yesno> |

PS: IndxVis4

PT: IndxVis3
Panel: IndxVis3

10.1.  Record Principal Diagnosis (ICD-9) Code icd91 (ve 50)

(Obtain from Medical Records or Billing Office)

10.2. Record secondary Diagnosis (ICD-9) Codes ied92 (ve 50)

icd921 (vc 50)

-icd922 (vc 50)

icd923 (vc 50)

10.3. Record Principal Procedure (ICD-9) Code _|icd93 (vc 50)
10.4. Record secondary Procedure (ICD-9) Codes icd94 (ve 50)

icd941 (vc 50)

icd942(vc 50) -
icd943 (vc 50)
11.  Was study medication started? medstart <yesno> 1@ YES 1@ NO
|

11.1.  Date study medication started: medmm/meddd/medyy | (o meddt()

MEDICATION INFORMATION MusT ALSO BE DOCUMENTED ON CONCOMITANT MEDICATION LOG.

12. Has subject been prescribed to take study meds <yesno> 1@ YES 1@ NO
medication after index visit completion? J

12.1. Indicate study drug option subject will use at home:

Option Type | Dose | Frequency

Q Study drug Atacand  |doset (18, 2) Junits1 (vc, 6) || medfreat <coraimedfreq>

drugvouch <checked1>
dose2 (fl 8, 2) Wctdose2 (fi 8, 2) Jfunits2 (vc, 6) medfreq2 <coralmedfreq>

Personal
O Atremaned Atacand dose3 (fl 8,2) funits3 (vc, 6) J| medfreq3 <coralmedfreq>

script <checked1>

dose4 (fl 8, 2) | hctdoses (18, 2) units4 (vc, 6) f] medfreq4 <coralmedfreq>

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS
AND CERTIFY THAT THE INFORMATION CONTAINED HEREIN IS ACCURATE.

Coo e Plsigdt()
Signature of Investigator Date (mmiddiyyyy)
CRL 014 HCRI Use ONLY
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default


dfolan
PANEL: Context
PS: Context

dfolan
releasfrm <yesno>

dfolan
PS: IndxVis4
PT: IndxVis3
Panel: IndxVis3

dfolan
icd91 (vc 50)

dfolan
icd923 (vc 50)

dfolan
icd921 (vc 50)

dfolan
icd92 (vc 50)

dfolan
icd922 (vc 50)

dfolan
icd94 (vc 50)

dfolan
icd93 (vc 50)

dfolan
icd943 (vc 50)

dfolan
icd942(vc 50)

dfolan
icd941 (vc 50)

dfolan
medstart <yesno>

dfolan
medmm/meddd/medyy

dfolan
meddt()

dfolan
meds <yesno>

dfolan
drugvouch <checked1>

dfolan
dose1 (fl 8, 2)

dfolan
medfreq1  <coralmedfreq>

dfolan
PIsigdt()

dfolan
PIsig <yesno>

dfolan
units1 (vc, 6)

dfolan
script <checked1>

dfolan
units2 (vc, 6)

dfolan
dose2 (fl 8, 2)

dfolan
units4 (vc, 6)

dfolan
units3 (vc, 6)

dfolan
dose4 (fl 8, 2)

dfolan
dose3 (fl 8, 2)

dfolan
medfreq4  <coralmedfreq>

dfolan
medfreq3  <coralmedfreq>

dfolan
medfreq2  <coralmedfreq>

dfolan
hctdose2 (fl 8, 2)

dfolan
hctdose4 (fl 8, 2)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Index Visit Completion Form Page 3 of 3
releasfrm <yesno>

PS: IndxVis4V2
11. Did the subject sign the Medical Billing Release form? L1x YES [ 1@ NO PT: IndxVis3V2
3 Panel: IndxVis3

11.1.  Record Principal Diagnosis (ICD-9) Code icd91 (ve 50)

(Obtain from Medical Records or Billing Office) icd912 (vc 50)

icd92 (ve 50)

11.2.  Record secondary Diagnosis (ICD-9) Codes

icd921 (ve 50) |

icd93 (vc 50) I

icd932 (vc 50)

11.3. Record Principal Procedure (ICD-9) Code

11.4. Record secondary Procedure (ICD-9) Codes _licd94 (vc 50)

icd941 (vc 50)

12.  Has subject been prescribed to take study 1) YES [ 2) NO | medstart <yesno>
medication after index visit completion? J

12.1. Indicate study drug:

Drug Dose Creqiency Date Started
dose1 (fl 8. 2) I medfreq1 | | mm/dd
noscrpt1 <checked1> Atacand ] Not prescribed units1 (vo, 6) [l <coralmedfreq> I e ] |
‘ -
medfreq2 ; )
noscrpt2 <checked1> Atacand/HCT ] Not prg dose2 (fl 8, { hctdose2 (fl 8, 2) <coralmediroq> hetmmihctdd/hctyy —

. units2 (vc, 6
noscrpt3 <checked1> Caduet ] Not prescribed (ve. 6) Eme‘”req5 |Cadm""Caddd"*’dyy | caddt ()
<coralmedfreq> | |
dose5 (fl 8,2 I dd fl 8,2
( ) [t ) units5 (vc, 6) I

13. Has subject been prescribed other anti-hypertensive 1@ YES [ ] @ NO |antihyp <yesno>
medications post-randomization? J

RECORD ON CONCOMITANT MEDICATION LOG

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS
AND CERTIFY THAT THE INFORMATION CONTAINED HEREIN IS ACCURATE.

Plsig <yesno> Plsigdt()

Signature of Investigator Date (mm/ddryyyy)

HCRI Use ONLY
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By:



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: IndxVis4V2
PT: IndxVis3V2
Panel: IndxVis3

dfolan
releasfrm <yesno>

dfolan
icd91 (vc 50)

dfolan
icd92 (vc 50)

dfolan
icd921 (vc 50)

dfolan
icd93 (vc 50)

dfolan
icd94 (vc 50)

dfolan
icd941 (vc 50)

dfolan
medstart <yesno>

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dfolan
dose1 (fl 8, 2)

dfolan
units1 (vc, 6)

dfolan
medfreq1  <coralmedfreq>

dfolan
dose2 (fl 8, 2)

dfolan
hctdose2 (fl 8, 2)

dfolan
units2 (vc, 6)

dfolan
medfreq2  <coralmedfreq>

dsnow
Highlight

dfolan
PIsigdt()

dfolan
PIsig <yesno>

dfolan
icd912 (vc 50)

dfolan
icd932 (vc 50)

dfolan
noscrpt1 <checked1>

dfolan
noscrpt3 <checked1>

dfolan
noscrpt2 <checked1>

dfolan
dose5 (fl 8,2)

dfolan
units5 (vc, 6)

dfolan
medfreq5 <coralmedfreq>

dfolan
atacmm/atacdd/atacyy

dfolan
hctmm/hctdd/hctyy

dfolan
cadmm/caddd/cadyy

dfolan
atacdt ()

dfolan
caddt ()

dfolan
hctdt ()

dfolan
antihyp <yesno>

dfolan
caddose (fl 8,2)


CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
Contact Form Page 1 of 4

Time Interval: [] (1) 2 Week ] 7)9 Mos [ (13) 2 Yrs 3 Mos [0 (193 Yrs9Mos [ (25) Study

[ )4 Week ] ) 1 Year ] (14)2 Yrs 6 Mos [ (20) 4 Years Completion

timept <interval46> 1 3)6 Week 1 9 1 Yr 3 Mos 1 (15) 2 Yrs 9 Mos [ 1) 4 Yrs 3 Mos

[ ) 8 Week [ (10)1 Yr 6 Mos [ (16) 3 Years [ (22)4 Yrs 6 Mos PS: Fup1

] (5)3 Mos J (1)1 Yr 9 Mos [ (17) 3 Yrs 3 Mos [ 23) 4 Yrs 9 Mos PT: Fup1

1 6) 6 Mos [ (12) 2 Years [ (18) 3 Yrs 6 Mos [ (24) 5 Years Panel: Fup1

[ (99) Other, specify .

intoth (vc, 50)

Questions shoul i as changes since last contact.

1. Was contact performed? contact <yesno> | L1 (1) YES [] 2 NO — ComPLETE PROTOCOL DEVIATION
$ =prRM EXCEPT AT 4, 6 AND 8 WK
fumm/fudd/fu
1.1. Date of contact Y fudt /yyy)

] (1) Office visit with hypertension MD | 5
[ (2) Office visit with interventional MD |firstnm (vc, 50) | }lastnm (vc, 50)
ein [] () Office visit with coordinator

D (09) Other, SpeCify —] cntctoth (vc, 50)

1.2. Type of contact :

contype <contacttype6> I‘

the space provided.

2. Has the subject taken the study

medication since last contact? |meds <yesno> 1 YES (12 NO > SkipTo3
J
2.1. Has subject's study medication
dose changed since last contact? |dosechg<yesno> | [ (1) YES 1 @ NO
\
2.1.1. Indicate current study drug option:
Option Type | Dose
[ 1 Study drug Atacand |doset (18, 2) || units1 (ve, 6) medfreq1 <coralmedfreq>
drugvouch <checked1>
dose2 (fl 8, 2] hctdose2 (fl 8, 2) funits2 (vc, 6) || medfreq2 <coralmedfreq>
Personal
U Atarand Atacand |dose3 (fl 8, 2) |]units3 (vc, 6) || medfreq3 <coralmedfreq>
script <checked1> |Fjose4 (18, 2)] hctdose4 (fl 8, 2) fnits4 (vc, 6) || medfreqd <coralmedfreq>
|
2.2. Number of days study medication el
taken since last contact: ays (f. 5)
3. Has subject been prescribed to contjaue
\
3.1.1. Indicate study drug option:
Option Type | Dose | Frequency |
[ 1 Study dry Atacand [958 (18.2) Nunits11 (vc, 6) ] medfreq11 <coralmedfreq>
drugvouch1 <checked1> =
dose21 (fl 8, 2) | hctdose21 (fl 8, 2) |inits21 (vc, 6) medfreq21 <coralmedfreq>
L] Personal .
Atacand |dose31(fl8,2) [units31(vc, 6) Hmedfreq31 <coralmedfreq>
script1 <checked1> I , [
| dosed (118, 2) hctdosed1 (fl 8, 2) pmitst (ve. 6) M oi50041 <coraimedreqs

IF SUBJECT DISCONTINUED STUDY MEDICATION AT ANY TIME, COMPLETE STUDY DRUG DISCONTINUATION FORM

HCRI Use ONLY
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default


dfolan
PANEL: Context
PS: Context

dfolan
dosechg<yesno>

dfolan
timept <interval46>

dfolan
PS: Fup1
PT: Fup1
Panel: Fup1

dfolan
intoth (vc, 50)

dfolan
meds <yesno>

dfolan
cntctoth (vc, 50)

dfolan
contype <contacttype6>

dfolan
fumm/fudd/fuyy

dfolan
fudt()

dfolan
lastnm (vc, 50)

dfolan
firstnm (vc, 50)

dfolan
days (f, 5)

dfolan
contmed <yesno>

dfolan
contact <yesno>

dfolan
drugvouch <checked1>

dfolan
script <checked1>

dfolan
dose1 (fl 8, 2)

dfolan
dose2 (fl 8, 2)

dfolan
dose3 (fl 8, 2)

dfolan
dose4 (fl 8, 2)

dfolan
units4 (vc, 6)

dfolan
units3 (vc, 6)

dfolan
units2 (vc, 6)

dfolan
units1 (vc, 6)

dfolan
medfreq1  <coralmedfreq>

dfolan
medfreq2  <coralmedfreq>

dfolan
medfreq3  <coralmedfreq>

dfolan
medfreq4  <coralmedfreq>

dfolan
drugvouch1 <checked1>

dfolan
script1 <checked1>

dfolan
dose11 (fl 8, 2)

dfolan
dose21 (fl 8, 2)

dfolan
dose31 (fl 8, 2)

dfolan
dose41 (fl 8, 2)

dfolan
units41 (vc, 6)

dfolan
units31 (vc, 6)

dfolan
units21 (vc, 6)

dfolan
units11 (vc, 6)

dfolan
medfreq11  <coralmedfreq>

dfolan
medfreq21 <coralmedfreq>

dfolan
medfreq31  <coralmedfreq>

dfolan
medfreq41  <coralmedfreq>

dfolan
hctdose2 (fl 8, 2)

dfolan
hctdose4 (fl 8, 2)

dfolan
hctdose21 (fl 8, 2)

dfolan
hctdose41 (fl 8, 2)


PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

Contact Form Page 1 of 4
Time Interval: [ (1) 2 Week 1 2) 4 Week [ 3)6 Week ] @) 8 Week ] 5) 3 Mos
1 ) 6 Mos 1 (7)1 Year [] 81 Yrs 6 Mos [ @) 2 Years ] (10)2 Yrs 6 Mos
timeptV2 <interval59> [ (11) 3 Years [0 12)3Yrs6 Mos [ (13) 4 Years [0 144 Yrs 6 Mos [ (15) 5 Years
[] (16) Study Completion
] (99) Other, specify intoth (vc, 50) PS: Fup1Vv2

PT: Fup1V2

Panel: Fup1

Questions should be answered as changes since last contact.

1. Was contact performed? contact <yesno> | [ (1) YES [] @ NO — CompLETE PROTOCOL DEVIATION
4 FOrM EXCEPT AT 4, 6 AND 8 WK
1.1. Date of contact fumm/fudd/fuyy (mm/dd/yyyy)

1.2

contctV2 <contacttype8>

Type of contact :
(check one only)

] (1) Office visit
[ (2 Telephone contact
] (99) Other, specify

cntctoth (vc, 50)

2. Has there pee_n any change to subject's 1 YES 1@ NO e AT
study medication since the last contact? J
21. Indicate study drug:
Drug Dose Date Started
(ma)) medfreq1 (oom/ddinnns)
noscrpt1 <checked1> Atacand [ Not prescrip 40s¢™ (18. 2} it (ve <coralmedfreq> | |} atacmmy/atacdd/atacyy | |atacdt ()
noscrpt2 <checked1> Atacand/HCT [ Not| dose2 (Lhctdose2 (18] it (ve, hetmm/hctdd/hetyy hetdt ()
i medfreq5
noscrpt3 <checked1> Caduet ] Not prescribed [ <coralmedfreq> cadmm/caddd/cadyy caddt ()

doses (fl 8,2) [ | caddose (fi 8,2)

units5 (vc, 6) I

IF SUBJECT DISCONTINUED STUDY MEDICATION AT ANY TIME, COMPLETE STUDY DRUG DISCONTINUATION FORM

3. Has the subject taken any ethes, anti-hypertensive
medications since last contact? 1 YES
J

RECORD ON CONCOMITANT MEDICATION LOG

1@ NO

antihyp <yesno>

HCRI Use ONLY
Received: / /
By:
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Fup1V2
PT: Fup1V2
Panel: Fup1

dfolan
intoth (vc, 50)

dfolan
contact <yesno>

dfolan
fumm/fudd/fuyy

dfolan
fudt()

dfolan
cntctoth (vc, 50)

dsnow
Highlight

dfolan
chngmeds <yesno>

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dfolan
dose1 (fl 8, 2)

dfolan
dose2 (fl 8, 2)

dfolan
hctdose2 (fl 8, 2)

dfolan
units1 (vc, 6)

dfolan
units2 (vc, 6)

dfolan
medfreq1  <coralmedfreq>

dfolan
medfreq2  <coralmedfreq>

dsnow
Highlight

dfolan
timeptV2 <interval59>

dfolan
noscrpt1 <checked1>

dfolan
noscrpt2 <checked1>

dfolan
noscrpt3 <checked1>

dfolan
dose5 (fl 8,2)

dfolan
units5 (vc, 6)

dfolan
medfreq5 <coralmedfreq>

dfolan
atacmm/atacdd/atacyy

dfolan
hctmm/hctdd/hctyy

dfolan
cadmm/caddd/cadyy

dfolan
atacdt ()

dfolan
hctdt ()

dfolan
caddt ()

dfolan
antihyp <yesno>

dfolan
contctV2 <contacttype8>

dsnow
Cross-Out

dsnow
Inserted Text
other/non-study

dfolan
caddose (fl 8,2)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 1 of 4

Time Interval: [ (1) 2 Week 1 2) 4 Week [ 3)6 Week ] @) 8 Week ] 5) 3 Mos

1 ) 6 Mos 1 (7)1 Year [] 81 Yrs 6 Mos [ @) 2 Years ] (10)2 Yrs 6 Mos

timeptV2 <interval59> [ (1) 3 Years [1(123Yrs6Mos [](13)4 Years [1(14)4 Yrs6Mos [ (15) 5 Years
O (16) Study Completion '
[ (99) Other, specify intoth (vc, 50) PS: Fup1V4

PT: Fup1V4

Panel: Fup1

Questions should be answered as changes since last contact.

1. Was contact performed? contact <yesno> | [] (1) YES ] @ NO - CompLETE PROTOCOL DEVIATION
FORM EXCEPT AT 4, 6 AND 8 WK

1.1. Date of contact fumm/fudd/fuyy | (mm/ddlyyyy) | fudt()

1.2. Type of contact : ] (1) Office visit
(check one only) [] (2) Telephone contact
contctV2 <contacttype8d> ] (99) Other, specify cntctoth (vc, 50)

2. STUDY MEDICATION — ANSWER ALL

21. Indicate study drug:

Drug Dose Frequency Date Started
(mm/dd/yyyy)
Atacand ] Not prescriby=t L] medreqt
|noscrpt1 <checked1> dosel(f8,2) | ., (vc, 6) ralmedfreq> [} atacmm/atacdd/atacyy
—l Atacand/HCT ] Not DreSC il ——— :
noscrpt2 <checked1> dose2 (fl 8, 2 b2 (f18,2) |, ve. 6 edfreq2 | hctmm/hctdd/hctyy
Caduet 1 No ( ) | (ve, 6) oralmedfreq>
[ = | |
noscrpt3 <checked1> = cadmm/caddd/cadyy

doses (18.2)] | caddose (18.2) Junits5 (ve, 6) |pruc DISCONTINUATION FORM

IF SUBJECT DISCONTINUED STUDY M

3. Has the subject taken any non-study anti-hypertensive
medications since last contact? 1 YES 1@ NO

antihyp <yesno>

RECORD ALL NEW OR CHANGED MEDICATIONS ON THE CONCOMITANT MEDICATION LOG

CRL 013 HCRI Use ONLY

Version 4.0 6-06-2008 © HCRI Received: / /
By:



dfolan
PANEL: Context
PS: Context

dfolan
timeptV2 <interval59>

dfolan
intoth (vc, 50)

dfolan
PS: Fup1V4
PT: Fup1V4
Panel: Fup1

dfolan
contact <yesno>

dfolan
fumm/fudd/fuyy

dfolan
fudt()

dfolan
contctV2 <contacttype8>

dfolan
cntctoth (vc, 50)

dfolan
noscrpt1 <checked1>

dfolan
noscrpt2 <checked1>

dfolan
noscrpt3 <checked1>

dfolan
dose5 (fl 8,2)

dfolan
caddose (fl 8,2)

dfolan
units5 (vc, 6)

dfolan
medfreq5 <coralmedfreq>

dfolan
medfreq2  <coralmedfreq>

dfolan
medfreq1  <coralmedfreq>

dfolan
units1 (vc, 6)

dfolan
units2 (vc, 6)

dfolan
hctdose2 (fl 8, 2)

dfolan
dose1 (fl 8, 2)

dfolan
dose2 (fl 8, 2)

dfolan
cadmm/caddd/cadyy

dfolan
hctmm/hctdd/hctyy

dfolan
atacmm/atacdd/atacyy

dfolan
atacdt ()

dfolan
hctdt ()

dfolan
caddt ()

dfolan
antihyp <yesno>

default

default

default


PS: Context
CORAL

Site ID: Pt. No.: Randomization #:
Contact Form Page 1 of 4
Time Interval: [ (1) 2 Week 1 2) 4 Week [ 3)6 Week ] @) 8 Week ] 5) 3 Mos
1 ) 6 Mos 1 (7)1 Year [] 81 Yrs 6 Mos [ @) 2 Years ] (10)2 Yrs 6 Mos
[ (11) 3 Years [ (13) 4 Years [ (15) 5 Years
timeptV2 <interval59> | [ (18) 6 Years [J (19) 7 Years [ (20) 8 Years [ (16) Study Completion

[ (99) Other, specify

intoth (vc, 50)

PS: Fup1Vv4
@ PT: Fup1V4
. . Panel: Fup1
Questions should be answered as changes since last contact.
contact <yesno>
1. Was contact performed? []1# YES [] @ NO — CompLETE PROTOCOL DEVIATION
J FORM EXCEPT AT 4, 6 AND 8 WK
1.1. Date of contact fumm/fudd/fuyy / / (mm/dd/yyyy)| udtO
1.2. Type of contact : ] (1) Office visit
(check one only) [] (2) Telephone contact entctoth (ve, 50)
] (99) Other, specify

contctV2 <contacttype8>

2. STUDY MEDICATION — ANSWER ALL

21. Indicate study drug: medfreq1
<coralmedfreq>
Drug dose1 (f1 8, 2) nunits1 (vc, 6) Date Started
t1 <checked1> i
noscrpt1 <checke [J (1) Once a day atacmm/atacdd/atacyy atacdt ()
Atacand ] Not prescribed
hctdose2 (fl 8, 2) L4 medfreq2 T 4
noscrpt2 <checked1> Atacand/HCT [N dose2 (fl 8, 2) (] <coralmedfreq> hctmm/hctdd/hctyy hetdt ()
units2 (vc, 6) S (
. 1) Once a day |
Caduet Not (
noscrpt3 <checked1> O I doses (@ g,g)l caddose (18.2) L medfreqs | |cadmm/caddd/cadyy | [caqqt ()
<coralmedfreq>

units5 (vc, 6)

IF SUBJECT DISCONTINUED STUDY MEDICATION AT ANY 7 FTE STUDY DRUG DISCONTINUATION FORM

3. Has the subject taken any non-study anti-hypertensive antihyp <yesno>
medications since last contact? 1 YES 1@ NO

RECORD ALL NEW OR CHANGED MEDICATIONS ON THE CONCOMITANT MEDICATION LOG

HCRI Use ONLY
Version 5.0 11.17.2011 © HCRI CRL 013 Received: / /

By:



dfolan
PANEL: Context
PS: Context

default

dfolan
timeptV2 <interval59>

dfolan
intoth (vc, 50)

dfolan
PS: Fup1V4
PT: Fup1V4
Panel: Fup1

dfolan
contact <yesno>

dfolan
fumm/fudd/fuyy

dfolan
fudt()

dfolan
cntctoth (vc, 50)

dfolan
contctV2 <contacttype8>

dfolan
noscrpt1 <checked1>

dfolan
noscrpt2 <checked1>

dfolan
noscrpt3 <checked1>

dfolan
dose5 (fl 8,2)

dfolan
dose2 (fl 8, 2)

dfolan
dose1 (fl 8, 2)

dfolan
hctdose2 (fl 8, 2)

dfolan
caddose (fl 8,2)

dfolan
units2 (vc, 6)

dfolan
units5 (vc, 6)

dfolan
atacmm/atacdd/atacyy

dfolan
hctmm/hctdd/hctyy

dfolan
cadmm/caddd/cadyy

dfolan
caddt ()

dfolan
hctdt ()

dfolan
atacdt ()

dfolan
antihyp <yesno>

dfolan
medfreq1  <coralmedfreq>

dfolan
medfreq2  <coralmedfreq>

dfolan
units1 (vc, 6)

dfolan
medfreq5 <coralmedfreq>

pbrooks
Sticky Note
Changes made to codelist only


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Contact Form Page 2 of 4
Time Interval: [] (1) 2 Week 1 7)9 Mos 1 (13) 2 Yrs 3 Mos [0 (193 Yrs9Mos [ (25) Study
_ _ ] )4 Week ] ) 1 Year 1 (14)2 Yrs 6 Mos [ (20) 4 Years Completion
timept <intervald6> [ 3)6 Week 1 9 1 Yr 3 Mos 1 (15) 2 Yrs 9 Mos [J 21) 4 Yrs 3 Mos PS: Fup2
] @) 8 Week 1 (10)1 Yr 6 Mos [1 (16) 3 Years [ 22)4 Yrs 6 Mos : up
1 5)3 Mos Oan1Yr9Mos [ @7n3Yrs3Mos [ (23) 4 Yrs 9 Mos PT: Fup2
O 6) 6 Mos - [ (18) 3 Yrs 6 Mos [ (24) 5 Years Panel: Fup2
[ (99) Other, specify |intoth (vc, 50)
TEST/EVALUATION/| Performed? IF YES IF NO
PROCEDURES
4. Blood Pressure | [1(n YES []@NO 4.1. Date of Assessmen Cowm|PM: BP in range:
Assessment? 5 bodd/b bpdit() D dmbprng <yesno>
bp <yesno> pmm’bp pyy (rrTIToaTyYYY) EVI
4.2. Time Sys/Dias Heart Rate labsInUmi{f, 8)
bp1hr:bpimn W sys1(f 5) l dias1(f 5) || hrtrt1(f 5)
PLACE BIOCHEM
bp2hr:bp2 '
p2hr:bp2mn @ sys2 (f 5) ll dias2 (f 5) | hrtrt2(f 5) LABEL HERE
bp3hr:bp2mn |} sys3 (f 5) || dias3 (f 5) || hrtrt3(f 5) 2
5. Biochem Core WYES [1@NO |5 bloodgt_|@nd time of collection: COMPLETE PROTOCOL
Lab Bloodwork labblood<yesno> DEVIATION FORM IF 2 W; 3,

bloodmm/blooddd/bloodyy | | bioodhr:bloodmn 6,9M;1,2,3,4,5YEAR
x rery, OR STUDY COMPLETION

6. Lipid Profile For | [ 1¢) YES 2NO | 6 1. Did subject fast prior to lipid collection?| COMPLETE PRoTocoL
to Biochem Core lipidl=yesno= [ YES [] 2 NO DEVIATION FORMIF 1, 2, 3,

Lab 4,5 YEAR OR STUDY
fast<yesno> COMPLETION
7. Local Lab Lo YES [1@NO | 74 pfereatat) |me of collection:
Creatinine
creat <yesno> creatmm/creatdd/creatyy | |creathr:creatmn
(mm/daryyyy) (Z& hour)
7.2. V{creatval (| 6, 2) Unit] creatunt (vc 5)
8. Local Lab L1 YES [d@NO
Urine Dipstick dipmm/dipdd/dipyy ndipdt() Idiphr:dipmn
urinedip <yesno>
(mm/daryyyy) (24 hour) COMPLETE PROTOCOL
8.2. Protein (mg/d) DEVIATION FORMIF 1, 2, 3,
n (1) Neg (1 Trace 4,5 YEAR OR STUDY
] ] COMPLETION
(3 30 protein <urineprotein>
|:| (5) 300 |: ©) 22000
9.  Duplex scan LImYES [@NO CoMPLETE PROTOCOL
DEVIATION FORM IF 1 YEAR
duplex <yesno> OR STUDY COMPLETION IF

PART OF SUB-STUDY

10. 12-Lead ECG O YES [J@NO 10.1 D: CoMPLETE PROTOCOL
T i DEVIATION FORM IF 6M, 1,
ecg <yesno> 10.2.  Time: P4 hour) 2, 3,4, 5 YEAR OR STUDY

ecghr:ecgmn COMPLETION

ecgmm/ecgdd/ecgyy | (mm/qecgdt()

HCRI Use ONLY
Version 1.0 FINAL © HCRI CRL 016 Received: / /

By:



default


dfolan
PANEL: Context
PS: Context

dfolan
timept <interval46>

dfolan
intoth (vc, 50)

dfolan
PS: Fup2
PT: Fup2
Panel: Fup2

dfolan
dias1(f 5)

dfolan
bpdt()

dfolan
bp <yesno>

dfolan
hrtrt1(f 5)

dfolan
urinedip <yesno>

dfolan
sys3 (f 5)

dfolan
hrtrt2(f 5)

dfolan
sys1(f 5)

dfolan
dias2 (f 5)

dfolan
bpmm/bpdd/bpyy

dfolan
sys2 (f 5)

dfolan
bp2hr:bp2mn

dfolan
bp1hr:bp1mn

dfolan
diphr:dipmn

dfolan
dias3 (f 5)

dfolan
hrtrt3(f 5)

dfolan
bp3hr:bp2mn

dfolan
dipmm/dipdd/dipyy

dfolan
protein <urineprotein>

dfolan
dipdt()

dfolan
ecgdt()

dfolan
labblood<yesno>

dfolan
creatunt (vc 5)

dfolan
creathr:creatmn

dfolan
creatdt()

dfolan
creatmm/creatdd/creatyy

dfolan
ecgmm/ecgdd/ecgyy

dfolan
creat <yesno>

dfolan
duplex <yesno>

dfolan
fast<yesno>

dfolan
creatval (fl 6, 2)

dfolan
bloodmm/blooddd/bloodyy

dfolan
bloodhr:bloodmn

dfolan
blooddt()

dfolan
lipid <yesno>

dfolan
ecghr:ecgmn

dfolan
ecg <yesno>

dfolan
labelnum (f, 8)

dsnow
Text Box
DM: BP in range: 
  dmbprng <yesno>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 2 of 4
Time Interval: [] (1) 2 Week ] 2) 4 Week ] (3)6 Week ] @) 8 Week ] (5) 3 Mos
] 6) 6 Mos ] @) 1 Year [J 81 Yrs 6 Mos [ (9) 2 Years ] (10)2 Yrs 6 Mos
timeptV2 <interval59> [ (1) 3 Years [0 (12)3Yrs6 Mos [ (13) 4 Years [0 (14)4 Yrs 6 Mos [ (15) 5 Years
[ (16) Study Completion
[ (99 Other, specify . Yintoth (vc, 50 PS: Fup2V2
; ; PT: Fup2Vv2
TEST/EVALUATION 5 Panel: Fup2
PROCEDURES Performed* IF YES
4.1. Date of Assessment: | gy | [PM: BP in range: ROTOCOL
|bpmm fbpdd/bpyy mTaTy) dmbprng <yesno> HRM
4.2. Time Sys/Dias
4.  Blood pressure | bp <yesno> 2)NO Y labelnum (f, 8)
assessment? bp1hr:bp1mn | sys1(f5) | dias1(f 5)

PLACE BIOCHEM
sys2 (f 5) fldias2 (f5 LABEL HERE
dias3 (f 5) d

bp2hr:bp2mn |

bp3hr:bp3mn Q sys3 (f 5)

labblood<yesno>

Ot YES [ @NO

COMPLETE PROTOCOL
DEVIATION FORM

5. Biochem Core
Lab bloodwork

6. Biochem Core lipid <yesno> 6.1. Did subject fast prior to lipid collection?| CompLETE PROTOCOL
o~ ; — [1¢) YES []@NO DEVIATION FORM IF 1, 2, 3,
Lab I|p_|d profile MmYES [1@NO 4. 5 YEAR OR STUDY
and urine fast<yesno> COMPLETION
7. Local lab [JmYES [J@NO | 7-1. Value Unit: | creatunt (vc 10)
creatinine W @
creatval (fl 6, 2)
creat <yesno>
8.1. Protein (mg/dl) COMPLETE PROTOCOL
8. Local lab [ 11 Neg []@ Trace DEVIATION FORM IF 1, 2, 3,
urine dipstick Lo YEs [eNo (1330 []w100 4,5 YEAR OR STUDY

[ 300 [] ) =2000 protein <urineprotein> pLETION

urinedip <yesno>

IF PART OF SUB-STUDY,

COMPLETE PROTOCOL
9.  Duplex scan L1mYES [J@NO DEVIATION FORM IF 1 YEAR

duplex <yesno> OR STUDY COMPLETION

COMPLETE PROTOCOL
DEVIATION FORM IF 6M, 1,
2,3,4,5YEAR OR STUDY
COMPLETION

10. 12-lead ECG [1J®YES []@NO

ecg <yesno>

HCRI Use ONLY
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By:



dfolan
PANEL: Context
PS: Context

default


dfolan
intoth (vc, 50)

dfolan
PS: Fup2V2
PT: Fup2V2
Panel: Fup2

dfolan
bp <yesno>

dfolan
bpmm/bpdd/bpyy

dfolan
bpdt()

dfolan
labelnum (f, 8)

dfolan
bp1hr:bp1mn

dfolan
bp2hr:bp2mn

dfolan
bp3hr:bp3mn

dfolan
sys1(f 5)

dfolan
sys2 (f 5)

dfolan
sys3 (f 5)

dfolan
dias1(f 5)

dfolan
dias2 (f 5)

dfolan
dias3 (f 5)

dfolan
labblood<yesno>

dfolan
lipid <yesno>

dfolan
fast<yesno>

dfolan
creat <yesno>

dfolan
creatval (fl 6, 2)

dfolan
creatunt (vc 10)

dfolan
protein <urineprotein>

dfolan
urinedip <yesno>

dfolan
duplex <yesno>

dfolan
ecg <yesno>

dfolan
timeptV2 <interval59>

dsnow
Text Box
DM: BP in range: 
  dmbprng <yesno>


PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
Contact Form Page 2 of 4
Time Interval: [ (1) 2 Week [ ) 4 Week [ (3)6 Week [ 4) 8 Week ] (5)3 Mos
] 6) 6 Mos @ 1 Year ] 8) 1 Yrs 6 Mos [ 9 2 Years [J (10)2 Yrs 6 Mos

timeptV2 <interval59> [ (1) 3 Years

[ (13) 4 Years

[ (15) 5 Years

PS: Fup2V5
O (18)6 Years O (19) 7 Years [ (20) 8 Years [ (1) Study Completion  [558 Fﬂgzvs
_ [ (99) Other, specify ____ Finioth (v, 50) Panel: Fup2
TEST/EVALUATION/ s
PROCEDURES Performed? IF YES IF NO
4l bpmmibpddibpyy SN bPAt() COMPLETE PROTOCOL
. - Tmmiddiyyyy) F)EVIATION Form
bp <yesno> Dclj\/I: bBP in range:
4.9 T = < >
4. Blood Pressure | e 2y Nbpihrbptmn S B s — Mbprg =yesno
Assessment? I ) CERAS)
- |
bp2hrbpzmn | [sys2(f5)|, [ dias2 (f5) PLACE BIOCHEM
— : | | LABEL HERE
/ 2
bp3hr:bp3 | / i
p3hr:bp3mn — sys3 (7 5) dias3 (f 5) labelnum (f, 8)
COMPLETE PROTOCOL
5. Biochem Core DEVIATION FORM IF 2 W; 3,
Lab Bloodwork | =L YES [1@NO 6,9M: 1,2, 3, 4,5 YEAR
labblood<yesno> OR STUDY COMPLETION
i creatunt (vc 10)
7. Local Lab evEe 1N 71, Va't“el- — U’I
Creatinine creat <yesno> @ EEiEl (16, 2)
8.1. Protein (mg/dl)
8.  Locallab COmYES [@NO ] 1mNeg [ @) Tracer
Urine Dipstick (1330 []w100 r— -
P protein <urineprotein>
urlnedlp <yesno> D (5) 300 D (6) 220(
COMPLETE PROTOCOL
= e [ DEVIATION FORM IF 1 YEAR
9. Duplex scan duplex <yesno> @NO OR STUDY COMPLETION IF
PART OF SuB-STUDY
COMPLETE PROTOCOL
DEVIATION FORM IF 6M, 1
10. 12-Lead ECG 2)NO '
W—J ) 2,3,4,5YEAR OR STUDY
COMPLETION

HCRI Use ONLY
Received: / /
By:
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dfolan
PANEL: Context
PS: Context

default

dfolan
timeptV2 <interval59>

dfolan
bp <yesno>

dfolan
intoth (vc, 50)

dfolan
labblood<yesno>

dfolan
creat <yesno>

dfolan
creatval (fl 6, 2)

dfolan
creatunt (vc 10)

dfolan
urinedip <yesno>

dfolan
protein <urineprotein>

dfolan
duplex <yesno>

dfolan
ecg <yesno>

dfolan
PS: Fup2V5
PT: Fup2V5
Panel: Fup2

dfolan
bpmm/bpdd/bpyy

dfolan
bpdt()

dfolan
bp1hr:bp1mn

dfolan
bp2hr:bp2mn

dfolan
bp3hr:bp3mn

dfolan
sys1(f 5)

dfolan
sys2 (f 5)

dfolan
sys3 (f 5)

dfolan
dias1(f 5)

dfolan
dias3 (f 5)

dfolan
labelnum (f, 8)

dfolan
dias2 (f 5)

dsnow
Text Box
DM: BP in range: 
  dmbprng <yesno>

pbrooks
Sticky Note
Question 6 Removed from FU2V5

pbrooks
Sticky Note
Changes made to Codelist only


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Contact Form Page3 of 4

Time Interval: [] (1) 2 Week 1 7)9 Mos 1 (13) 2 Yrs 3 Mos [0 (193 Yrs9Mos [ (25) Study

1 2) 4 Week 1) 1 Year 1 (14)2 Yrs 6 Mos [ 20) 4 Years Completion

timept <interval46> [](3)6 Week 1) 1Yr3Mos []@s)2Yrs9Mos [ (21) 4 Yrs 3 Mos

[ 4) 8 Week [ (10)1 Yr 6 Mos ] (16) 3 Years [ 22)4 Yrs 6 Mos PS: Fup3

1 5) 3 Mos 1 ¢11)1 Yr 9 Mos O @n3Yrs3Mos [ (23)4 Yrs 9 Mos PT: Fup3

[ 6) 6 Mos [ (12) 2 Years [ (18) 3 Yrs 6 Mos [ (24) 5 Years Panel: Fup3

[ (99) Other, specify

intoth (vc, 50)

TEST/EVALUATION Performed? IF YES IF NO
11.  Physical Exam | [ 1) YES []@NO COMPLETE PROTOCOL
TS e RECORD ANY SIGNIFICANT DEVIATION FORM FOR ALL
CHANGES ON AE LoG PHYsICIAN OFFICE VisITS EXCEPT
WK 6
12.  Renal Ll YES [@NO Jangnum ¢, 5)
Angiography 12.1.  # of procedures:

COMPLETE REPEAT ANGIOGRAPHY FORM
FOR EACH PROCEDURE

13. IR?nal ” OmYES [1aNO 13.1.  # of procedures: |intrvnum (f, 5) J
ntervention ) COMPLETE REPEAT REVASCUTARIZATION ]

interven <yesno>
FORM FOR EACH PROCEDURE

angio <yesno>

14. Were there any new adverse events or changes
to adverse events since the last contact? L1u) YES [1@NO [anyaes <yesno>
2

CoMPLETE ADVERSE EVENT LoG

15.  Were there any changes or additions to the
concomitant medications since last visit? L]@ YES [ ] @ NO | medchx <yesno>
J

CoMPLETE CONCOMITANT MEDICATION LOG

Medical Care Resource Utilization - Complete for ALL Contacts

16. Was subject hospitalized? (1) YES [ NO |enosp <yesno>
y

16.1 Number of hospitalizations: I_L
CompLETE Susseaqf "osPnum (f, 5) lation FORM FOR EACH HOSPITALIZATION

17.  Number of Emergency Room visits, renal, cardiac or
vascular related, NOT resulting in hospitalization: ERuisits (f, 5)
18. Number of outpatient physician visits: outptvis (f, 5)

HCRI Use ONLY
Version 1.0 FINAL © HCRI CRL 017 Received: / /
By:



default


dfolan
PANEL: Context
PS: Context

dfolan
anyaes <yesno>

dfolan
timept <interval46>

dfolan
intoth (vc, 50)

dfolan
PS: Fup3
PT: Fup3
Panel: Fup3

dfolan
phys <yesno>

dfolan
angio <yesno>

dfolan
interven <yesno>

dfolan
angnum (f, 5)

dfolan
intrvnum (f, 5)

dfolan
medchx <yesno>

dfolan
hospnum (f, 5)

dfolan
rehosp <yesno>

dfolan
outptvis (f, 5)

dfolan
ERvisits (f, 5)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 3 of 4
Time Interval: [ (1) 2 Week [ )4 Week [ (3)6 Week [ 4) 8 Week O6 3N PS: FUb3V2
] 6) 6 Mos @7 1 Year ] 8)1 Yrs 6 Mos [ (9 2 Years O (10) 2 N
timeptV2 <interval59> [1(11) 3 Years [1¢12)3Yrs6Mos [](13)4 Years O @44 Yrs6Mos [ (15) 5 lBalIsEA2
[ (16) Study Completion Panel: Fup3
L] (99) Other, specify _____ lintoth (vc, 50) |
TEST/EVALUATION/ 5
PROCEDURES Performed- IF YES IF NO
COMPLETE PROTOCOL
11.  Physicalexam | [J@YES [ 1o1NO | RECORD ANY CHANGES ON AE LOG DEVIATION FORM FOR ALL

12.

phys <yesno>

PRoOTOCOL-REQUIRED
OFFICE VISITS

Renal
angiography

13.

[1J®YES []@NO

angio <yesno>

12.1.  # of procedures:

For EACH PROCEDURE

angnum (f, 5) I
COMPLETE REPEAT ANGIO

Renal
intervention

14.

15.

[1JmYES []@NO

interven <yesno>

13.1.  # of procedures:

intrvnum (f, 5)

COMPLETE REPEAT REVASCULARIZATION
FORM FOR EACH PROCEDURE

Did any endpoint events occur since last contact?

Did any other AEs occur since last contact?

1@ YES
d

1 YES
N3

1@ NO

anyendpt <yesno>

COMPLETE AE LOG AND APPROPRIATE ENDPOINT FORMS

1@ NO

anyaes <yesno>

COMPLETE AE LOG AND FAX SAE FORM IF SERIOUS

Medical Care Resource Utilization — Complete for ALL Contacts

16.

17.

18.

Was subject hospitalized?

[]¢)YES
J

[]@ NO

rehosp <yesno>

16.1

Number of hospitalizations:

COMPLETE SUBSEQUi=

hospnum (f, 5)

COMPLETE AND FAX SAE FORM

TION FORM FOR EACH HOSPITALIZATION

Number of Emergency Room visits, renal, cardiac or
vascular related, NOT resulting in hospitalization:

Number of outpatient physician visits:

Version 2.0 9-20-2006 © HCRI

ERuvisits (f, 5)

outptvis (f, 5)

CRL 015
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/ /

By:



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Fup3V2
PT: Fup3V2
Panel: Fup3

dfolan
intoth (vc, 50)

dfolan
phys <yesno>

dfolan
angio <yesno>

dfolan
interven <yesno>

dfolan
angnum (f, 5)

dfolan
intrvnum (f, 5)

dfolan
anyaes <yesno>

dsnow
Highlight

dfolan
rehosp <yesno>

dfolan
hospnum (f, 5)

dfolan
ERvisits (f, 5)

dfolan
outptvis (f, 5)

dfolan
timeptV2 <interval59>

dfolan
anyendpt <yesno>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 3 of 4
Time Interval: [ (1) 2 Week [ )4 Week [ (3)6 Week [ 4) 8 Week ] (5)3 Mos |
] 6) 6 Mos @7 1 Year ] 8)1 Yrs 6 Mos [ (9 2 Years [ ¢o
timeptv2 <intervals9> | [ (11) 3 Years [J(12)3Yrs6Mos [](13) 4 Years 44 Yrs 6 Mos [ (15 iSHaYS\Z,
[ (16) Study Completion PT: Fup3v4
] (99) Other, specify intoth (vc, 50) Panel: Fup3
TEST/EVALUATION/ s
PROCEDURES Performed- IF YES IF NO
COMPLETE PROTOCOL
11.  Physical Exam | [J@wYES [ 1o1NO | RECORD ANY CHANGES ON AE LOG DEVIATION FORM FOR ALL

phys <yesno>

PRoOTOCOL-REQUIRED
OFFICE VISITS

12.1.  # of procedures: angnum (f, 5)

12 Eﬁ”i’ﬂ raoh L1MYES [ @NO | COMPLETE REPEAT ANGIOSRemrr—romT
glograpny . FOR EACH PROCEDURE
angio <yesno>
13. Renal 13.1.  # of procedures: Jintrvnum (f, 5)
' Intervention Ll YES [ ] NO | COMPLETE REPEAT REVASCULARIZATION
interven <yesno> FORM FOR EACH PROCEDURE
14.  Did any AEs occur since last contact? 1) YES ] NO  |anyaes <yesno>
J

COMPLETE AE LOG AND FAX SAE FORM IF SERIOUS

Medical Care Resource Utilization — Complete for ALL Contacts

15.  Was subject hospitalized? []¢1)YES []@ NO rehosp <yesno>
J
15.1 Number of hospitalizations:
COMPLETE SUBSEQUENT HosPITaLIzaTihospnum (f, 5) |acH HOSPITALIZATION
COMPLETE AND FAX SAE FORM

16. Number of Emergency Room visits, renal, cardiac or

vascular related, NOT resulting in hospitalization: ERvisits (f, 5)
17.  Number of outpatient physician visits:

outptvis (f, 5)

CRL 015

Version 4.0 6-06-2008 © HCRI Received:

By:
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dfolan
PANEL: Context
PS: Context

dfolan
timeptV2 <interval59>

dfolan
intoth (vc, 50)

dfolan
PS: Fup3V4
PT: Fup3V4
Panel: Fup3

dfolan
phys <yesno>

dfolan
angio <yesno>

dfolan
angnum (f, 5)

dfolan
intrvnum (f, 5)

dfolan
interven <yesno>

dfolan
anyaes <yesno>

dfolan
rehosp <yesno>

dfolan
hospnum (f, 5)

dfolan
ERvisits (f, 5)

dfolan
outptvis (f, 5)

default



CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
Contact Form Page 4 of 4

Time Interval: [] (1) 2 Week ] (7)9 Mos [ (13) 2 Yrs 3 Mos [0 (193 Yrs9Mos [ (25) Study

[ )4 Week ] ) 1 Year ] (14)2 Yrs 6 Mos [ (20) 4 Years Completion

timept <interval46> [](3)6 Week 1) 1Yr3Mos [1@52Yrs9Mos [ (21) 4 Yrs 3 Mos

[ 4) 8 Week [ (10)1 Yr 6 Mos ] (16) 3 Years [ (22)4 Yrs 6 Mos PS: Fup4

] (53 Mos Cdan1Yr9Mos  [J(17)3Yrs3Mos [ (23)4 Yrs 9 Mos PT: Fup4

L1 (6) 6 Mos L1122 Years O ¢8)3Yrs6Mos [ 24)5 Years Panel: Fup4

L1 (99) Other, specify | intoth (v, 50)

Outpatient Resource Utilization - Complete For All Contacts
Procedure

19. Renal Diagnostic Angiography renangio (f, 5)
(COMPLETE REPEAT RENAL ANGIOGRAPHY FORM

Procedure

Quantity

26. Number of Stress Tests with Imaging| stressw (f, 5)

nuclear (f, 5)

20. Renal Duplex Scan el 9 27.
(excluding protocol required Duplex Scan)

Number of nuclear imaging tests

hemodial (f, 5)

peridial (f, 5)

othval1 (f, 5)

othval2 (f, 5)

mra (f, 5) 28.

29,
30.

echo (f, 5) 31.

21. Renal MRA Hemodialysis

22. CT Angiography Peritoneal dialysis

spec1 (vc, 50)

23. Coronary Diagnostic Angiography Other (specify)

24.  Number of Echo Procedures Other (specify) _|spec2 (vc, 50)

(excluding stress echo’s):

spec3 (vc, 50) othval3 (f, 5)

25.  Number of Stress Tests without Imaging]stresswo (f, 5)| 32. Other (specify)

[]¢) YES

33. Is the subject currently receiving erythropoietin injections? []@ NO

erythro <yesno>

These questions should be answered via subject or proxy interview

34. Since last contact, please indicate the number of days spent:
34.1. At home with home health services
(e.g. visiting nurses, home health aides, PT, OT):

dayshome (f, 5)

34.2. At a rehabilitation hospital/facility: || daysrehb (f, 5)
34.3. Ata skilled nursing facility: daysnurs (f, 5) | pm—m————
34.4. At other chronic care facility: daysothr (f, 5)
Specify type of facility: SoEEIn (7, B0
35. Since the last visit, please estimate the weekly number of

hours/week

famhrs (f, 5)

famdays (f, 5)

hours spent in caregiving by family members:

36. Since last visit, please estimate the number of
work days missed by family caregivers:

[ 1) Retired (due to non-health reasons)
[l2) Not working because of his/her health
[l(3) Currently working
{

37. Since last visit, please indicate the subject’'s work status:

workstat <workstatus2>

workdays (f, 5)

37.1.  Number of work days missed since last visit due to health reasons:

HCRI Use ONLY
Received: / /
By:

Version 1.0 FINAL © HCRI CRL 018



default


dfolan
PANEL: Context
PS: Context

dfolan
erythro <yesno>

dfolan
timept <interval46>

dfolan
intoth (vc, 50)

dfolan
PS: Fup4
PT: Fup4
Panel: Fup4

dfolan
spec1 (vc, 50)

dfolan
spec2 (vc, 50)

dfolan
spec3 (vc, 50)

dfolan
othval2 (f, 5)

dfolan
othval1 (f, 5)

dfolan
othval3 (f, 5)

dfolan
renangio (f, 5)

dfolan
ctang (f, 5)

dfolan
mra (f, 5)

dfolan
us (f, 5)

dfolan
corangio (f, 5)

dfolan
echo (f, 5)

dfolan
stressw (f, 5)

dfolan
stresswo (f, 5)

dfolan
peridial (f, 5)

dfolan
hemodial (f, 5)

dfolan
nuclear (f, 5)

dfolan
dayshome (f, 5)

dfolan
daysnurs (f, 5)

dfolan
daysrehb (f, 5)

dfolan
daysothr (f, 5)

dfolan
specoth (vc, 50)

dfolan
famhrs  (f, 5)

dfolan
famdays  (f, 5)

dfolan
workdays  (f, 5)

dfolan
workstat <workstatus2>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 4 of 4
Time Interval: [ (1) 2 Week 1 2) 4 Week [ 3)6 Week ] @) 8 Week ] 5) 3 Mos
1 ) 6 Mos 1 (7)1 Year [] 81 Yrs 6 Mos [ @) 2 Years ] (10)2 Yrs 6 Mos
timeptV2 <interval59> ] (11) 3 Years [J12)3Yrs6 Mos [ (13)4 Years [0 144 Yrs 6 Mos [ (15) 5 Years
| O (16) Study Completion DS FundV2
[] (99) Other, specify __ | : Fup
intoth (vc, 50) PT: Fup4V2
Panel: Fup4
Outpatient Resource Utilization - Complete For All Contacts
Procedure Quantity Procedure Quantity
. . . renangio (f, 5) . .
19. Renal Diagnostic Angiography 26. Number of Stress Tests with Imaging: stressw (f, 5)

(CoMPLETE REPEAT RENAL ANGIOGRAPHY FORM)

20. Renal Duplex Scan & 27. Number of nuclear imaging tests Qicesnil)
(EXCLUDING DUPLEX SUB-STUDY SCAN)
f, 5 o i
21.  Renal MRA Ml 1 28 Hemodialysis hemodial (. 5)
-
22, CT Angiography ctang (1.9) 29. Peritoneal dialysis peridial (f. )
: 1 (ve, 50
23. Coronary Diagnostic Angiography corangio (£ 9) ] 30. Other (specify) ghesllet) othvalt (f, 5)
spec2 (vc, 50)
24. Number of Echo Procedures acho (7, 5) 31. Other (specify) othval2 (7, 5)
(excluding stress echo’s):
3 (vc, 50 thval3 (f, 5
25.  Number of Stress Tests without Imaging:|5tresswo (1.5)| 32, Other (specify) e kD) SAGEAUR)
33. Is the subject currently receiving erythropoietin injections? []@) YES ] @ NO [erythro <yesno>

34. Since last contact, please indicate the number of days spent:
34.1.  Athome with home health services: dayshome (1, %)
34.2. At arehabilitation hospital/facility: ¥ | daysrenb (f, 5)
34.3. At a skilled nursing facility: ddaysnurs (1, 5) |
34.4. At other chronic care facility: daysothr (f, 5)
Specify type of facility: specoth (vc, 50)
CRL 016 HCRI Use ONLY

Version 2.0 9-20-2006 © HCRI Received: / /
By:



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Fup4V2
PT: Fup4V2
Panel: Fup4

dfolan
intoth (vc, 50)

dfolan
renangio (f, 5)

dfolan
us (f, 5)

dfolan
mra (f, 5)

dfolan
ctang (f, 5)

dfolan
corangio (f, 5)

dfolan
echo (f, 5)

dfolan
stresswo (f, 5)

dfolan
stressw (f, 5)

dfolan
nuclear (f, 5)

dfolan
hemodial (f, 5)

dfolan
peridial (f, 5)

dfolan
othval1 (f, 5)

dfolan
othval2 (f, 5)

dfolan
othval3 (f, 5)

dfolan
spec3 (vc, 50)

dfolan
spec2 (vc, 50)

dfolan
spec1 (vc, 50)

dfolan
erythro <yesno>

dfolan
dayshome (f, 5)

dfolan
daysnurs (f, 5)

dfolan
daysrehb (f, 5)

dfolan
daysothr (f, 5)

dfolan
specoth (vc, 50)

dfolan
timeptV2 <interval59>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Contact Form Page 4 of 4
Time Interval: [ (1) 2 Week 1 2) 4 Week [ 3)6 Week ] @) 8 Week ] 5) 3 Mos
1 ) 6 Mos 1 (7)1 Year [] 81 Yrs 6 Mos [ @) 2 Years ] (10)2 Yrs 6 Mos
timeptV2 <interval59> | [] (11) 3 Years [ (13) 4 Years [ (15) 5 Years
[] (18)6 Years [ (19) 7 Years [] 20) 8 Years [ (16) Study Completion PS: Fup4V5
[1 (99) Other, specify PT: Fup4V5
=) intoth (vc, 50) FEIMELE [

Outpatient Resource Utilization - Complete For All Contacts

Procedure Quantity Procedure Quantity
renangio (f, 5) stressw (f, 5)
18. Renal Diagnostic Angiography 25. Number of Stress Tests with Imaging:

@ (COMPLETE REPEAT RENAL ANGIOGRAPHY FORM)

us (f, 5) nuclear (f, 5)

19. Renal Duplex Scan 26. Number of nuclear imaging tests
(EXCLUDING DUPLEX SUB-STUDY SCAN)

mra (f, 5) hemodial (f, 5)

20. Renal MRA 27. Hemodialysis
ctang (f, 5) peridial (f, 5)
21. CT Angiography 28. Peritoneal dialysis
corangio (f, 5) spect (vc, 50) othvall (f, 5)
22. Coronary Diagnostic Angiography 29. Other (specify)
echo (f, 5) ] spec2 (vc, 50) othval2 (f, 5)

23.  Number of Echo Procedures 30. Other (specify)

(excluding stress echo’s):

othval3 (f, 5)

stresswo (f, 5) spec3 (vc, 50)
24.  Number of Stress Tests without Imaging: 31. Other (specify)

erythro <yesno>

32. Is the subject currently receiving erythropoietin injections? []¢) YES [ ] NO

dayshome (f, 5)

33. Since last contact, please indicate the number of days spent:
33.1. At home with home health services: daysrehb (f, 5)
33.2. At a rehabilitation hospital/facility:
33.3. At a skilled nursing facility:
33.4. At other chronic care facility: daysothr (7, 5)
Specify type of facility:

daysnurs (f, 5)

——] specoth (vc, 50)

HCRI Use ONLY
Version 5.0 11.17.2011 © HCRI CRL 016 Received: / /

By:



dfolan
timeptV2 <interval59>

pbrooks
Sticky Note
Changes made to codelist only

dfolan
intoth (vc, 50)

dfolan
PS: Fup4V5
PT: Fup4V5
Panel: Fup4

dfolan
PANEL: Context
PS: Context

default

dfolan
renangio (f, 5)

dfolan
us (f, 5)

dfolan
mra (f, 5)

dfolan
ctang (f, 5)

dfolan
corangio (f, 5)

dfolan
echo (f, 5)

dfolan
stresswo (f, 5)

dfolan
stressw (f, 5)

dfolan
nuclear (f, 5)

dfolan
hemodial (f, 5)

dfolan
peridial (f, 5)

dfolan
spec1 (vc, 50)

dfolan
othval1 (f, 5)

dfolan
spec2 (vc, 50)

dfolan
othval2 (f, 5)

dfolan
spec3 (vc, 50)

dfolan
othval3 (f, 5)

dfolan
erythro <yesno>

dfolan
dayshome (f, 5)

dfolan
daysrehb (f, 5)

dfolan
daysnurs (f, 5)

dfolan
daysothr (f, 5)

dfolan
specoth (vc, 50)

pbrooks
Sticky Note
Questions re-numbered


CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.:

Randomization #:

Supplemental Contact Form

Page 1

Time Interval: [ (1) 2 Week

timeptV2 <interval59>

] 6) 6 Mos
[ (11) 3 Years

1) 1 Year

1 2) 4 Week

[ (12)3 Yrs 6 Mos

[ (3)6 Week
] 8) 1 Yrs 6 Mos
[ (13) 4 Years

[ 4) 8 Week O
[ ) 2 Years O
O @sa4Yrs6Mos [

[ (16) Study Completion

] (99) Other, specify

intoth (vc, 50)

(5) 3 Mos
(10)2 Yrs 6 Mos
(15) 5 Years

1. Date of form completion: formmm/formdd/formyy formdt() | (mm/dd/iyyyy)
P
2. Date information collected: collimm/colldd/collyy colidt() | (mm/ddlyyyy)

PS: Fup5

PT: Fup5
Panel: Fup5

3. Endpoint Events

If YES, provide requested information and complete

appropriate ENDPOINT DATA COLLECTION

FORM

3.1 Did subject die?

die <yesno>

1) YES [(1@NO

Date of death: /

deathmm/deathdd/deathyy y)

deathdt()

Was this death reported to HCRI as an SAE?
LI YES [1@NO

deathrep <yesno>

3.2 Has the subject experienced MI?

mi <yesno>

1) YES [(1@NO

Number of Mls:

Were all events reported to HCRI as SAEs?
LI YES [1@NO

nummi (f, 5) |

eventsrep <yesno>

3.3 Has the subject been hospitalized for CHF?

hospchf <yesno>

1) YES [(1@NO

Number of hospitalizations:

numhosp (f, 5)

Were all hospitalizations reported to HCRI?

hosprep <yesno>

[LImYES [J@NO

3.4 Has the subject experienced a stroke?

stroke <yesno>

[1x) YES [1@NO

Number of strokes:

numstroke (f, 5)

Were all strokes reported to HCRI as SAEs?
I YES [1@NO

strokerep <yesno>

3.5 Does the report from the Biochem Core Lab
indicate that the subject's Creatinine has
oubled?

creatdoub
<yesno>

[1x) YES [1@NO

Was an additional sample drawn and sent to Co
after initial sample?

o YES [@eNO
Was this doubling reported to HCRI?
Do YES [1@NO

re Lab 60 days

addsample <yesno>

dblrep <yesno>

3.6 Did the patient undergo a renal replacement
procedure for chronic renal failure?

renalproc
<yesno>

11 YES 1@ NO

Please specify procedure: [ ] Renal Transplant
] Hemodialysis
[ Peritoneal dialysis

specproc
<checked1>

Was this reported to HCRI? rocrep <yesno>
[JnYES [1@NO
k
4.  Has subject quit smoking since last contact? [] (1) YES El @ NO 1 NA ir;eos:ona8>
4.1 Has subject been given materials on ; 3 y
smoking cessation per protocol? 1@ YES ] @ NO SHICKECESSRVE SO
CRL 016.1 HCRI Usg ONLY

Version 4.0 6-06-2008 © HCRI
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dfolan
PANEL: Context
PS: Context

dfolan
timeptV2 <interval59>

dfolan
intoth (vc, 50)

dfolan
formmm/formdd/formyy

dfolan
collmm/colldd/collyy

dfolan
colldt()

dfolan
formdt()

dfolan
PS: Fup5
PT: Fup5
Panel: Fup5

dfolan
deathdt()

dfolan
deathmm/deathdd/deathyy

dfolan
deathrep <yesno>

dfolan
nummi (f, 5)

dfolan
eventsrep <yesno>

dfolan
die <yesno>

dfolan
mi <yesno>

dfolan
hospchf <yesno>

dfolan
stroke <yesno>

dfolan
creatdoub <yesno>

dfolan
renalproc <yesno>

dfolan
numhosp (f, 5)

dfolan
hosprep <yesno>

dfolan
numstroke (f, 5)

dfolan
strokerep <yesno>

dfolan
addsample <yesno>

dfolan
dblrep <yesno>

dfolan
specproc <checked1>

dfolan
procrep <yesno>

dfolan
smoke <yesnona8>

dfolan
smokecess <yesno>

default


CORAL

PANEL: Context
PS: Context

Site ID:

Pt. No.:

Randomization #:

1. Date of final contact:

Study Exit Form

PS: Term

Panel: Term

termmm/termdd/termyy

termdt()

INDICATE THE REASON THIS SUBJECT IS EXITING THE STUDY (ANSWER ALL):

1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

Subject withdrew consent to participate in the trial
before treatment:

Subject withdrew consent to participate in the trial
after treatment:

Subject completed all required follow-up for the trial:

Subiject lost to follow-up:

(mm/ddlyyyy)

[]¢)YES [ ] 2) NO| pretx <yesno>

(1) YES 1@ Nolposttx <yesno>

[]¢) YES L1 2) NO | fucompl <yesno>

[1@) YES [] ) NOJiost <yesno>
J

D) YES [ @) NO Leaissyesnor

1.4.1. Three phone calls without response;
1.4.2. Sentregistered letter: letter <yesno>
Death:

[1¢) YES [] (2) NO| death <yesno>
L

1.5.1. Date of death:

deathmm/deathdd/deathyy

nm/dd/yyyy) | deathdt()

COMPLETE ENDPOINT DATA COLLECTION FORM

Other:

1) YES ] (2) NO |other <yesno>

othtext (vc, 200)

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE

INFORMATION CONTAINED HEREIN IS ACCURATE.

Plsig <yesno>

Signature of Investigator

Plsigdt()

Date (mm/ddlyyyy)

Version 1.0 FINAL © HCRI

CRL 019

Received:
By:

HCRI Use ONLY
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default


dfolan
PANEL: Context
PS: Context

dfolan
termdt()

dfolan
PS: Term
PT: Term
Panel: Term

dfolan
termmm/termdd/termyy

dfolan
posttx <yesno>

dfolan
fucompl <yesno>

dfolan
lost <yesno>

dfolan
pretx <yesno>

dfolan
letter <yesno>

dfolan
calls <yesno>

dfolan
death <yesno>

dfolan
other <yesno>

dfolan
PIsigdt()

dfolan
othtext (vc, 200)

dfolan
deathmm/deathdd/deathyy

dfolan
deathdt()

dfolan
PIsig <yesno>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Study Exit Form
PS: Term
@ termmm/termdd/termyy termdt() PT: Term
1.  Date of final contact: ; ; v il ~anel: Term
INDICATE THE REASON THIS SUBJECT IS EXITING THE STUDY (ANSWER ALL):
1.1. Subject withdrew consent to participate in the trial
before treatment: (1) YES L] @) NO| pretx <yesno>
1.2. Subject withdrew consent to participate in the trial
after treatment: []¢) YES [] (2) NO|posttx <yesno>
1.3. Subject completed all required follow-up for the trial: []¢1)YES [ ]2 NO Jfucompl <yesno>
1.4.  Subject lost to follow-up: []¢)YES (1@ NO  Jiost <yesno>
J
1.4.1. Three phone calls without response: L] YES [ 2 NO | cails <yesno>
1.4.2. Sent registered letter: []¢1)YES []@ NO
letter <yesno>
1.5.  Death: F (1) YES [ 2 NO | geath <yesno>
1.5.1. Date of death: |deathmm/deathdd/deathyy |(mm/dd/yyyy) deathdt()
CoMPLETE ENDPOINT DATA COLLECTION FORM, COMPLETE AND FAX SAE FORM
1.6.  Other: []¢1)YES []@ NO

other <yesno>

othtext (vc, 200)

COMPLETE STUDY DRUG DISCONTINUATION FORM IF APPLICABLE

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE
INFORMATION CONTAINED HEREIN IS ACCURATE.

Plsig <yesno>

Signature of Investigator

Plsigdt()
!

/

Date (mm/ddlyyyy)

Version 2.0 9-20-2006 © HCRI

CRL 017

Received:
By:

HCRI Use ONLY
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Term
PT: Term
Panel: Term

dfolan
termdt()

dfolan
termmm/termdd/termyy

dfolan
pretx <yesno>

dfolan
posttx <yesno>

dfolan
fucompl <yesno>

dfolan
lost <yesno>

dfolan
calls <yesno>

dfolan
letter <yesno>

dfolan
deathmm/deathdd/deathyy

dfolan
death <yesno>

dfolan
deathdt()

dfolan
other <yesno>

dfolan
othtext (vc, 200)

dfolan
PIsig <yesno>

dfolan
PIsigdt()

dsnow
Note
Form has not changed.  Not sure if new PS & PT needed?  Only change is page number.


CORAL
Site ID: Pt. No.: Randomization #:
PS: AELog
PT: AELog
Panel: AELog Adverse Event Log Py 91, 5) [{pa2 (¢ 5)
Relatedness Action Taken
@ startdt() | stopdt() sever to study drug | Relatedness to | Relatedness (circle all that Serious
<severityl |1=unlikely study stent to Angioguard | apply) Outcome including
startmm/ stopmm/ 2> 2=possible or | 1=unlikely 1=unlikely 1=intervention 1=death Life
startdd/ stopdd/ 1=mild probable | 2=possible or | 2=possible or | 2=other 2=recovered | Threat.
Line | |ae (vc, 50) —Ston Data | 2=mod 3=no drug probable probable treatment 3=symptoms | 1=YES
i verse Event (mm/ddlyyyy) S 3=severe prescribed | 3=not used 3=not used 3=no action continue 2=NO
lineno (vc, 5) /| |zchecked1> 1 2 3 ||drugrel s epdrel action (vc, 10) 1 2 3 [serious <yesno>
"‘/"""/"“ <relationship | <relationship [ <relationship 1
I 11> 12 12>
S S — O (1) Cont 123 ~ 123 outcome [ 2
A _D/WQT 123 123 123 123 123 <outcome’18> 2
|
PS: AEs g | =123 123 123 123 123 1 2[DM: SAE recon:
PT: AELog (1) Cont saerecon <checked1>
Panel: AEs A _:1/(17(/)? 123| 123 123 123 123 123 11T 2
A —D/WQT123 123 123 123 123 123 1 2
A _D/WQT123 123 123 123 123 123 1 2
A —m/(%(/)T123 123 123 123 123 123 1 2
A _u/méT123 123 123 123 123 123 |1 2

Further details of adverse events
details (vc, 200)

PS: AELog1

PT: AELog
Panel: AELog -
» tAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE

RMATION CONTAINED HEREIN IS ACCURATE. ,
. . PISig <yesno> PISigdt()
Signature of Investigator Date (mm/ddlyyyy)

HCRI Use ONLY
Version 1.0 FINAL © HCRI CRL 101 Received: / /

By:



dfolan


dfolan
Context

dfolan
pg1 (f, 5)

dfolan
pg2 (f, 5)

dfolan
serious <yesno>

dfolan
action (vc, 10)

dfolan
outcome <outcome18>

dfolan
lineno (vc, 5)

dfolan
PS: AEs
PT: AELog
Panel: AEs

dfolan
PS: AELog1
PT: AELog
Panel: AELog

dfolan
PS: AELog
PT: AELog
Panel: AELog

dfolan
stopmm/stopdd/stopyy

dfolan
ae (vc, 50)

dfolan
cont <checked1>

dfolan
startmm/startdd/startyy

dfolan
stopdt()

dfolan
startdt()

dfolan
epdrel <relationship12>

dfolan
sever <severity12>

dfolan
drugrel <relationship11>

dfolan
details (vc, 200)

dfolan
stntrel <relationship12>

dfolan
PISig <yesno>

dfolan


dfolan


dfolan
PISigdt()

dsnow
Note
Repeating record.

dfolan
DM: SAE recon:
 saerecon <checked1>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Adverse Event Log PS: AELogV2
Time Interval: [] (1)2Week [ (2)4 Week [ (3)6 Week [J@8Week [1(»)3Mos [ ®6)6Mos 1) 1 Year HRORREEAN PT: AELogV2
_ _ [J@2Years []¢10)2Yrs6Mos [](11)3 Years [ (12)3 Yrs 6 Mos [J (13)4 Years [ (14)4 Yrs 6 Mos Panel: AELog
timeptV2 <interval59> | [ (15)5 Years  [] (16) Study Completion ] (99) Other, specify __|
othspec (vc, 50)
Relatedness Relatedness Action Taken
to Atacand to Caduet Relatedness |Relatedness to|(circle all that Serious
1=unlikely 1=unlikely to stent Angioguard | apply) Outcome Inc.
startdt() Severity | 2=possible or | 2=possible or|1=unlikely 1=unlikely 1=intervention| 1=death I;ii
lreie (6, 5) stopdt() 1=mild probable probable |2=possible or| 2=possible or|2=other 2=recover{
= Start Date 2=mod 3=no drug 3=no drug probable probable treatment | 3=symptor] S€rous <yesno>
# Adverse Event (mm/dd/yyyy) stopmm/ 3=severe |m——niascribod prescribed |3=not used 3=not used _|3=no action continueg—TZ2=NU
tartmm/ stopdd/stopyy atacrel ti 10
ae (vc, 50) startmm sever S 1 2 3 |stntrel epdrel action (v, 10) | 5 tcome 2
startdd/ L <severity1 | <relationshipt1> <relationship [if <relationship <outcome18>
startyy cont T Z 3 |cadrel 123 : 2
<checked1> <relationship11> DM: SAE recon:
A O (1) Cont 123 123 123 123 123 T e
| =11 23| 123 123 123 123 123 123 |1 2
O (1) Cont
| =11 23| 123 123 123 123 123 123 |1 2
O (1) Cont
A —/—/—123 123 123 123 123 123 123 1 2
(1) Cont
| —=——1123] 123 12 3 12 3 12 3 123 123 [1 2
O (1) Cont
| =11 23| 123 123 123 123 123 12
O (1) Cont
[ PS: AEsV2
A O (1 Cont 123 123 12 3 12 3 12 3 123 VAN PT: AELogV2
/ / Panel: AEs
I ——— 112 3 123 123 123 123 123 1 2 B
— O (1) Cont

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE

. RMATION CONTAINED HEREIN IS ACCURATE.
. _ PISig <yesno> PISigdt()
Signature of Investigator Date (mm/dd/yyyy) /
PS: AELog1V2 HCRI UsSe ONLY
PT: AELogV2 Version 2.0 9-20-2006 © HCRI CRL 101 Received: / /
Panel: AELog By:



dfolan
PANEL: Context
PS: Context

dfolan


dfolan
PS: AEsV2
PT: AELogV2
Panel: AEs

dfolan
PS: AELog1V2
PT: AELogV2
Panel: AELog

dfolan
PS: AELogV2
PT: AELogV2
Panel: AELog

dfolan


dfolan


dfolan
PISig <yesno>

dfolan
PISigdt()

dfolan
lineno (vc, 5)

dfolan
startdt()

dfolan
startmm/startdd/startyy

dfolan
ae (vc, 50)

dfolan
stopdt()

dfolan
stopmm/stopdd/stopyy

dfolan
cont <checked1>

dfolan
sever <severity12>

dfolan
stntrel <relationship12>

dfolan
epdrel <relationship12>

dfolan
action (vc, 10)

dfolan
outcome <outcome18>

dfolan
serious <yesno>

dsnow
Highlight

dsnow
Highlight

dsnow
Highlight

dfolan
timeptV2 <interval59>

dfolan
othspec (vc, 50)

dfolan
atacrel <relationship11>

dfolan
cadrel <relationship11>

dfolan
DM: SAE recon:
 saerecon <checked1>


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Adverse Event Log PS: AELogV2
Time Interval: [] (1) 2Week [ (2)4 Week [ (3)6 Week [J@8Week [1(»)3Mos [ ®6)6Mos 1) 1 Year HRORREEIAN PT: AELogV/3
_ _ [J@2Years []¢10)2Yrs6Mos [](11)3 Years [ (12)3 Yrs 6 Mos [1@3)4 Years [ (14)4 Yrs 6 Mos Panel: AELog
timeptV2 <interval59> | [ (15)5 Years [] (16) Study Completion [ (99) Other, specify
——( othspec (vc, 50)
Relatedness Relatedness Action Taken
to Atacand to Caduet Relatedness |Relatedness |[(circle all that Serious
1=unlikely 1=unlikely to stent to EPD apply) Outcome Inc.
startdt() Severity | 2=possible or | 2=possible or|1=unlikely 1=unlikely 1=intervention| 1=death Life
lreie (6, 5) stopdt() 1=mild probable probable |2=possible or| 2=possible or|2=other 2=recoverd
o Start Date 2=mod 3=no drug 3=no drug probable probable treatment | 3=symptor] S€rous <yesno>
# Adverse Event (mm/dd/yyvy) stopmm/ 3=severe |, nrescribed prescribed |3=not used 3=not used _13=pno action continueg—TZ2=NU
ae (vG, 50) startmm/ stopdd/stopyy e atacrgl . 1 2 3 stntrel epdrel action (vc, 10) o — 2
startdd/ L <severity1 |<relationshipt1> <relationship [l <relationship <outcome18>
startyy cont T Z 3 |cadrel 123 2
<checked1> <relationship11>
== 123 123 12 3 12 3 123 12 3 1 2
O (1) Cont
| =11 23| 123 123 123 123 123 123 |1 2
O (1) Cont
| =11 23| 123 123 123 123 123 123 |1 2
O (1) Cont
A —/—/—123 123 12 3 12 3 12 3 123 12 3 1 2
(1) Cont
A _D/WéT 123 123 123 123 123 123 1 2 Ve
T PT: AELogV3
| —==—=— 1123 123 12 3 12 3 12 3 123 1 2 GELERASS
O (1) Cont
| =11 23| 123 123 123 123 123 123 |1 2
1 (1) Cont
A —/—/—123 123 12 3 12 3 12 3 123 12 3 1 2
O (1) Cont

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE

. RMATION CONTAINED HEREIN IS ACCURATE.
. _ PISig <yesno> PISigdt()
Signature of Investigator Date (mm/dd/yyyy) /
PS: AELog1V2 HCRI UsSe ONLY
PT: AELogV3 Version 3.0 11-27-2006 © HCRI CRL 101 Received: / /
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PT: AELogV3
Panel: AELog
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PT: AELogV3
Panel: AEs
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CORAL
Site ID: Pt. No.: Randomization #:
PS: ConMed
PT: ConMed Concomitant Medication Log Page|pg1 (f, 5) ||prg2 (f, 5)
Panel: ConMed
?—I\,Ei?smrg ndicati Continuing
= n Indication Date Started or at end of
Generic Name 2_(.:|.°"d't'°" (if for Treatment of AE, enter Administered Date Stopped study?
_— = Treatment | Corresponding Adverse Event Line # “mmiddiveve) (mm/ddlyyyy) 1=YES
of AE from AE Log) (mm/ddlyyyy stopdit() 2__ NO
lineno (ve, 5) 3= Other startmm/startdd/startyy H startdt() } _
yy t /stopdd/st
cmedname (vc, 1 2 3 indicat (vc, 50) . 4 stopmm/stopdd/stopyy ) 4 2
cont <yesno>
50) s / / / /
<CONMED_GIVE / / / / 1 2
N_Al>
T z S / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
PS: Meds 1 2 3 / / / / 1 2
PT: ConMed
Panel: Meds 1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
PISig <yesno> ___|PISigdt()
Signature of Investigator Datermmroaryyyy)
PS: ConMed1 HCRI Use ONLY
PT: ConMed Version 1.0 FINAL © HCRI CRL 102 Received: / /
Panel: ConMed By:
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Panel: ConMed
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Repeating record.


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Concomitant Medication Log .
: : ConMe
Time Interval: []¢1)2Week [ (2)4 Week [Je)6Week [J@4)8Week [J()3Mos [](6)6 Mos ] @) 1 Year J@1Yrs6l PT: ConMedV2
_ _ [J@2Years []¢10)2Yrs6Mos [](11)3 Years [ (12)3 Yrs 6 Mos [J (13)4 Years [ (14)4 Yrs 6 Mos e
timeptV2 <interval59>| [T (15) 5 Years [ (16) Study Completion [ (99) Other, specify __| Panel: ConMed
othspec (vc, 50)
| USE THIS LOG TO RECORD ALL NON-STUDY MEDICATIONS TAKEN BY SUBJECT |
Given for: dicati @%\L Continuing
1= Existing _Indication 2=BID Date Started or t end of
Line : Condition (if for Treatment of AE, Dose 3=TID gy Date Stopped aenso
# Generic Name o= Treatment enter Corresponding (with unit) 4-QD Administered (mmidd/ ) study?
i B Adverse Event Line # 5= PRN (mm/ddlyyyy) yyyy 1=YES
i s 3 c())ftl"?‘E from AE Log) 6 =_Other 2 =NO
ineno (vc, 5) = Other (specify startdt() stopdt() I
— _ B —r] dose (vc, 20) . , |Icont <yesno>
cmedname (vc, |9iven indicat (vc, 50) |
tartmm/startdd/start:
155 ;CSINMED_GIVE T [ — sta mn? sta S artyy stopmm/stopdd/stopyy | 1 2
S ] |
T p4 3 / / / / 1 2
freqoth (vc,
1 2 3 100) ! / ! / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
PS: MedsV2 1 2 3 / / / / 1 2
PT: ConMedV2
Panel: Meds 1 2 3 : / : : ! 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
1 2 3 / / / / 1 2
PISig <yesno> ____|PISigdt()
—___ture of Investigato DateTmm7adryyyy)
PS: ConMed1
CRL 102 HCRI Use ONLY
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CORAL

PANEL: Context
PS: Context

Site ID:

Pt. No.:

Randomization #:

Study Drug Discontinuation Form

1. Date of last dose of study drug:

lastmm/lastdd/lastyy

lastdt()

INDICATE THE REASON THIS SUBJECT IS DISCONTINUING THE STUDY DRUG (CHECK ALL THAT APPLY):

1.1.

1.2

1.3.

1.4.

1.5.

1.6.

1.7.

1.8.

1.9.

1.10.

Acute renal failure:
Chronic renal failure:
Hyperkalemia:

Syncope:

Symptomatic hypotension:
Allergic reaction:

Cough:

Angio edema:

Sexual dysfunction:
Subject refusal:

Other (specify):

spec (vc, 50)

2. Additional comments:

[

I I Iy [y B 0 N

renfail <checked1>

chronic <checked1>

hypkal <checked1>

syncope <checked1>

sxhypot <checked1>

allergrx <checked1>

cough <checked1>

angedem <checked1>

sexdysf <checked1>

refusal <checked1>

othspec <checked1>

PS: RxDiscon

PT: RxDiscon
Panel: RxDiscon

(mm/dd/yyyy)

comments (vc, 200)

text2 (vc, 200)

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE
INFORMATION CONTAINED HEREIN IS ACCURATE.

|PISig <yesno> I

Signature of Investigator

PISigdt() |,

Date (mm/dd/yyyy)

Version 1.0 FINAL © HCRI

CRL 103
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PT: RxDiscon
Panel: RxDiscon
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cough <checked1>
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PISig <yesno>
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PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

) ) ) PS: RxDisconV2
Study Drug Discontinuation Form PT: RxDisconV2

Panel: RxDiscon

drugdisc <studydrug>

Study drug being discontinued: [ ] Atacand or Atacand/HCT [] Caduet

1. Date of last dose of study drug: _|lastmm/lastdd/lastyy | (mm/dd/yyyy) |lastdt()

INDICATE THE REASON THIS SUBJECT IS DISCONTINUING THE STUDY DRUG (CHECK ALL THAT APPLY):

Acute renal failure* |renfail <checked1> ] Sexual dysfunction*

Chronic renal failure* Ichronic <checked1>
Hyperkalemia* | hypkal <checked1> |

Syncope* syncope <checked1>

Symptomatic hypotel sxhypot <checked1> |
Allergic reaction* allergrx <checked1>
Cough* Icough <checked1> |

Angio edema* angedem <checked1>

sexdysf <checked1>

Peripheral edema* periph <checked1>

Muscle cramps or pain*® pain <checked1>

CKelev <checked1>

CK elevations*

ABN liver function tests* abnliver <checked1>

Subject refusal refusal <checked1>

O 0O0O0o0f0dao

Other (specify below)

othspec <checked1>

O 0O 0Oo0O0gdao

_ Ispec (vc, 50)

*CoMPLETE ADVERSE EVENT LOG FOR ALL EVENTS CHECKED

2. Additional comments:

comments (vc, 200)

text2 (vc, 200)

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE
INFORMATION CONTAINED HEREIN IS ACCURATE.

PISig <yesno> PISigdt() /
Signature of Investigator Date (mm/ddryyyy)

HCRI Use ONLY
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lastmm/lastdd/lastyy
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lastdt()
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PT: RxDisconV2
Panel: RxDiscon
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PISig <yesno>
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CORAL

PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
Protocol Deviation Form qPS: PDev
PT: PDev
|| formdt() i Panel: PDev
- - formhr:f
‘ Date and time of form completion: formmm/formdd/formyy (oY yyy) ermmrermmn (24 hr.)
Time of Reason for Deviation
Occurrence (circle one)
@ (circle one) 1 = Inadvertently not done
1 = Baseline 2 = Done out of time window
Protocol 2 = Post- Specify Contact | 3 = Subject refused
Deviation Specify Deviation randomization Interval 4 = MD decision
Code* prior to index (if applicable) | 5= Lab error
visit completion 6 = Not consistent with hospital
_ 3 = Follow-up standard of care
lineno (f, 5) contact, 7 = Value out of range
specify - 8 = Other (specify in Comments)
= 1 2 3 1 2 3 4 5 6 7 8
Ecéc(;)?'giPDEV> specify (vc, 50) timept <tmocc> | | Jintspec (vc, 50) reason <pdevreas1> 5 6 7 8
T z = 1 2 3 4 5 6 7 8
4. 1 2 3 1 2 3 4 - = —
5. A 1 2 3 4 Ei}?g"s
6. 1 2 3 12 3 4 |SSSRes
7. 1 2 3 1 2 3 4 i
8. 1 2 3 1 2 3 4 5 6 7 8
9. 1 2 3 1 2 3 4 5 6 7 8
10. 1 2 3 1 2 3 4 5 6 7 8
11. 1 2 3 1 2 3 4 5 6 7 8
12. 1 2 3 1 2 3 4 5 6 7 8
Comments.
comments (vc, _
200) PS: PDev1
PT: PDev
Panel: PDev
*Protocol Deviation Codes:
Inclusion/Exclusion Criteria 302. K+
11.-12.  Inclusion Criteria 303. Hgb
E1-E30. Exclusion Criteria 304. HbAlc
Medications 305. Lipids
101. Aspirin 306. Urine dipstick
102. Clopidogrel 307. ACT
103. Ticlopidine 308. Pregnancy test, if applicable
104. Heparin 309. ECG
105. Atacand 310. Biochemistry Core Lab urine
106. Atacand/HCT 311. Biochemistry Core Lab serum
Treatment 312. Duplex scan
201. Study stent 313 Blood pressure assessment
202. Non-protocol device, specify 314. Physical exam
203. Angioguard
204. < 4 French pressure wire Miscellaneous
205. Non-renal revascularization 401. Follow-up contact
206. Renal angiography 402. Pressure gradient
403. Physical exam
Laboratory/Diagnostics 404. Other, specify
301. Creatinine
HCRI
CRL 104 CRI Use ONLY
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Repeating record.
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If you would like to use the same panel, please rename this item and codelist: timept - it's has different codes

aivanov
Please rename PS/PT


PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

Protocol Deviation Form

PT: PDevV2
- - —] formdt() :
Date and time of form completion: __| formmm/formdd/formyy | yy) [|formhr:formmn ¥24 hr,) Panel: PDev
Time of Reason for Deviation
Occurrence (circle one)
(circle one) 1 = Inadvertently not done
1 = Baseline 2 = Done out of time window
Protocol 2 = Post- If Applicable 3 = Subject refused
Deviation IF OTHER randomization Specify Contact | 4 = MD decision
Code* Specify Deviation prior to index Interval 5=Lab error
visit completion 6 = Not consistent with hospital
. 3 = Follow-up standard of care
lineno (f, 5) contact, 7 = Value out of range
specify —» 8 = Other (specify in Comments)
specify (vec, 50) timept <tmocc> intspec (vc, 50) reason <pdevreas1> 6 T8
pdcodeV2 T 6 7 8
<Coral_PDEV1> 1 2 3 1 2 3 4 5 6 7 8
1 2 3 1 2 3 4 5 A 7 R
1 2 3 1 2 3 4 EEERY
1 2 3 1 2 3 4 [HBEEWY
1 2 3 1 2 3 4 BGEWEHEY
1 2 3 1 2 3 4 5 © /8
1 2 3 1 2 3 4 5 6 7 8
1 2 3 1 2 3 4 5 6 7 8
1 2 3 1 2 3 4 5 6 7 8
1 2 3 1 2 3 4 5 6 7 8
COMImeTnts.
gggn)me”ts (ve, PS: PDev1
PT: PDevV2
*Protocol Deviation Codes: Panel: PDev
Inclusion/Exclusion Criteria Laboratory/Diagnostics
11.-12.  Inclusion Criteria 301. Creatinine
E1-E3GK Exclusion Criteria 302. K+
Medications 303. Hgb
101. Aspirin 304. HbAlc
102. Clopidogrel 305. Lipids
103. Ticlopidine 306. Urine dipstick
104. Heparin 307. ACT
105. Atacand 308. Pregnancy test, if applicable
106. Atacand/HCT 309. ECG
107. Caduet 310. Biochemistry Core Lab urine
Treatment 311. Biochemistry Core Lab serum
201. Study stent 312. Duplex scan
202. Non-protocol device, specify 313 Blood pressure assessment
203. Angioguard 314. Physical exam
204. < 4 French pressure wire Miscellaneous
205. Non-renal revascularization 401. Follow-up contact
206. Renal angiography 403. Physical exam
404. Other, specify
HCRI Use ONLY
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Highlight
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Inserted Text
24


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Subsequent Hospitalization Form

PS: SubHosp1

|| formdt() tormhr-formmn PT: SubHosp1
Date and time of form completion: formmm/formdd/formyy (rmrrroaTyyyy) ' (24 hr.) Panel: SubHosp1
1.  Date of admission to hospital: Sl e admdt) /dd/yyyy)
2. Date of discharge: dischmm/dischdd/dischyy dischdt() fyyyy)
3. Hospital hospital <hosp> 1o Same as enrolling hospital
[] (@) Different from enrolling hospital
J
3.1 If different from enrolling hospital, please specify: name (vc, 100)
(Name) 1
(City, State/Province) citystat (vc, 100) I
(Country) country (vc, 100)
(Telephone Number) phone (vc, 50)
4.  Was subject transferred to or from another L1o YES [] 2 NO |Janother <yesno>

acute care hospital
COMPLETE A SECOND SUBSEQUENT HOSPITALIZATION FORM

5. Hospital Stay

@ PS: HospStay

Check Type of Unit PT: SubHosp1
Panel: HospStay
—a-—muence Med/Surg ICU/CCU Step-Down Admission Date Discnarges
stayseq (f, 5) f Stay ] P ———Tlrancfor Dato
admmm/admdd/admyy [ .. . .
1. medsurg <checked1> 1@ stepdown <checked1> dischmm/dischdd/dischyy
admdt() .
2 Ol o icuccu<checked1> e glisehietl)
3 Ll e HEE)
4, O o) L@ HRE)
5 RO e RE)
6 LIy e EE)
6. Primary indication for hospitalization
(check one and include discharae summary). [] (1) Renal
indicat <INDICATN4> [] @ Cardiac (e.g., Ml, CHF, Arrhythmia, Chest pain)
PS: SubHosp2 [ 3) Vascular (e.g., Stroke, TIA, etc.
PT: SubHosp1 [ ) Bleeding (specify site) . 100
Panel: SubHosp1 ] 5) Other (specify) Rl )

HCRI Use ONLY
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PS: Context
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default
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PT: SubHosp1
Panel: HospStay
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stayseq (f, 5)
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another <yesno>
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hospital <hosp>
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dsnow
Note
Repeating record.


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Subsequent Hospitalization Form PS: SubHosp3

| Date and time of form completionformmmiformdd/formyy | |formdt() [yyyy) |formhr:formmn f24 hr.)

PT: SubHosp2
Panel: SubHosp2

7. Inpatient Procedure Log
@ Using the code list below*, indicate all procedures that were performed during this hospitalization
| Procedure Code | Date C Procedure Code | Date
proccode <proccode> procmm/procdd/procyy |, procdt() / / (mm/ddlyyyy)
/ / (mm/dd/yyyy) / / (mm/dd/yyyy)
/ / (mm/dd/yyyy) / / (mm/dd/yyyy)
/ / (mm/dd/yyyy) / / (mm/dd/yyyy)
/ / (mm/ddlyyyy) / / (mm/ddlyyyy)
*Procedure Codes:
1 = Renal Diagnostic Angiography without PCI 16 = ICD implant
2 = Surgical Renal Revascularization 17 = Heart transplant
3 = Percutaneous Renal Revascularization 18 = Surgical procedure for CHF (other than transplant or LVAD)
4 = Renal Duplex Scan (EXCLUDE PROTOCOL REQUIRED SCAN) 19 = Echo Procedures (EXCLUDING STRESS ECHO’S)
5 = Renal MRA 20 = Stress Tests with Imaging PS: ProcLog
6 = CT angiography 21 = Stress T.ests ywthout Imaging PT: SubHosp2
7 = Renal transplant 22 = Nuclear imaging tests )
8 = Hemodialysis 23 = PET scan Panel: ProcLog
9 = Peritoneal dialysis 24 = Carotid stent
10 = Coronary Diagnostic Angiography 25 = Carotid endarterectomy
11 = Coronary PCI 26 = Upper Endoscopy
12 = CABG operation 27 = Colonoscopy
13 = Pacemaker placement 28 = Surgical vascular repair of vascular access site
14 = Bi-ventricular pacemaker placement 29 = Vascular surgery, other
15 = LVAD
8. Record subject DRG:
(Obtain from Medical Records or Billing Office) I (5 5] PS: SubHosp4
. . . . PT: SubHosp2
. Principal Diagnosi ri indi
9 cipal Diagnosis (describe) prindiag (vc, 200) Panel: SubHosp2

releasfrm <yesno>

10. Did the subject sign the Medical Billing Release Form? 1o YES 1@ NO
y

10.1. Record Principal Diagnosis (ICD-9) Code:
(Obtain from Medical Records or Billing Office)

—icd91 (ve 50)

10.2. Record secondary Diagnoses (ICD-9) Codes: icd92 (vc 50)

icd921 (vc 50)

_Jicd922 (vc 50)

icd923 (ve 50) |

10.3. Record Principal Procedure (ICD-9) Code: icd93 (vc 50) I
10.4. Record Secondary Procedure (ICD-9) Codes: icd94 (vc 50)

icd941 (vc 50)

icd942(vc 50)

icd943 (vc 50) i
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default
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PS: SubHosp4
PT: SubHosp2
Panel: SubHosp2
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PS: ProcLog
PT: SubHosp2
Panel: ProcLog
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dfolan
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dfolan
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dfolan
icd923 (vc 50)

dfolan
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dfolan
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formdt()
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formhr:formmn

dfolan
formmm/formdd/formyy
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procdt()

dfolan
drg (vc 50)

dfolan
prindiag (vc, 200)

dfolan
releasfrm <yesno>

dsnow
Note
Repeating record.


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
PS: RepAngio1
Repeat Renal Angiaaraphy Form PT: RepAngio1
formdt() Panel: RepAngio1
; , formhr:f —
Date and time of form completion; Lfrmmm/formdd/iormyy (mmoaryyyy) Lo o 24 hr.)

- it
1. Date of repeat angiography: Yy mmradryyyy)

prochr:procmn

2. Time entered the procedure room: (24 Hour Format)
3. Reason for angiography: [] (1) Planned stagad-a. lose
(Check only one) [ 2 Elective reason <AngioReason>

[ 3) Emergency

4.  Was a revascularization performed during this procedure? [] (1) YES [1@NQO |revasc <yesno>

SKIP To ITEM 14 AND COMPLETE RENAL REVASCULARIZATION FORM

. injecthr:injectmn
5. Time procedure began: (24 Hour Format)
(first xylocaine injection)

6. Time of insertion of first renal angiography catheter: inserthrinsertmn (24 hour format)

7.  Time procedure ended: LA L) 24 Hour Format)

(last catheter removed)

8. Was this procedure performed ;. s

during an inpatient admission? L1 YES L1@NO
J
COMPLETE SUBSEQUENT HOSPITALIZATION FORM

9.  Type and dose of contras{ionic <checked1> | [] lonic poval€d) _Jcc

(Check all that apply) | nonionic <checked1> J[] Non-lonic nonval f, 5) § oo

lowosmo <checked1> | L] Low Osmolar _Jlowval (f, 5) Jcc

isosmol <checked1> [] Isosmolar _}isosval (f, 5) | cC
10. Did the subject receive Fenoldopam? fenol <yesno> C11) YES Ll)NO
11.  Did the subject receive N-acetylcysteine? |nacetyl <yesno> |[1(1) YES [l@)NO

HCRI Use ONLY
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By:



default


dfolan
PANEL: Context
PS: Context

dfolan
radt()

dfolan
formhr:formmn

dfolan
ramm/radd/rayy

dfolan
PS: RepAngio1
PT: RepAngio1
Panel: RepAngio1

dfolan
reason <AngioReason>

dfolan
prochr:procmn

dfolan
formmm/formdd/formyy

dfolan
formdt()

dfolan
revasc <yesno>

dfolan
endhr:endmn

dfolan
inserthr:insertmn

dfolan
injecthr:injectmn

dfolan
isosval (f, 5)

dfolan
isosmol <checked1>

dfolan
ionic <checked1>

dfolan
inpat <yesno>

dfolan
ioval (f, 5)

dfolan
nonionic <checked1>

dfolan
lowosmo <checked1>

dfolan
nonval (f, 5)

dfolan
lowval (f, 5)

dfolan
fenol <yesno>

dfolan
nacetyl <yesno>


PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

. PS: RptAng1

Repeat Renal Angiography Form PT: RptAngf

formdt() Panel: RepAngio1

Date and time of form completion: | formmm/formdd/formyy | (m —Jy) [formhrformmn 124 hr.)
ramm/radd/ra

1. Date of repeat angiography: 7 2 radtQ vy

2. Time entered the procedure room:

3. Reason for angiography:
(Check only one)

prochr:procmn

(24 Hour Format)

] (1) Planned staged procedure

[] @ Elective

reason <AngioReason>

[] 3) Emergency

4, Was a revascularization performed during this procedure? [] (1) YES

L1 NO  |revasc <yesno>

COMPLETE RENAL REVASCULARIZATION FORM OR ADDITIONAL LESION TREATMENT FORM AS APPLICABLE

41.

4.2.

4.3.

4.4.

4.5.

Time procedure began:
(first xylocaine injection)

Time of insertion of first renal
angiography catheter:

Time procedure ended:
(last catheter removed)

Was this procedure performed
during an inpatient admission?

Total amount of contrast used:

injecthr:injectmn

| (24 hour format)

inserthr:insertmn

(24 hour format)

endhr:endmn

(24 hour format)

inpat <yesno> ? MYES

COMPLETE SUBSEQUENT HOSPITALIZATION FORM

contrast (fl 8, 2)

1@ NO

cC

Version 2.0 9-20-2006 © HCRI
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By:



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: RptAng1
PT: RptAng1
Panel: RepAngio1

dfolan
formhr:formmn

dfolan
formdt()

dfolan
formmm/formdd/formyy

dfolan
ramm/radd/rayy

dfolan
radt()

dfolan
prochr:procmn

dfolan
reason <AngioReason>

dfolan
revasc <yesno>

dfolan
injecthr:injectmn

dfolan
inserthr:insertmn

dfolan
endhr:endmn

dfolan
inpat <yesno>

dsnow
Highlight

dfolan
contrast (fl 8, 2)


PANEL: Context
PS: Context

CORAL

Site ID: Pt. No.: Randomization #:

Repeat Renal Angiography Form Page 2 of 2
9 y
— formdt() formhr:formmn
Date and time of form completion: |formmm/formddiformyy [ hrreraryyyy) : 24 hr.) '
PS: Repangio2
°T: Repangio2
12. Did the subject receive sodium bicarbonate? L) YES JI,:l(Z) NO | sodbicar <yesno> F EepingioZ
12.1  Was subject considered high risk? (subjects with L] YES [12) NO | nirisk <yesno>
diabetes mellitus and/or serum creatinine = 1.4 mg/dL) J
12.1.1. Explain why no sodium bicarbonate was given: nosod (vo, 200)
13.  Were any non-renal angiographies or |< R
revascularizations performed during this procedure? 1) YES 2y NO L2o0rena =yesno
J
13.1. Check all thq corangio <checked1> .
[] Coronary angiography
[] Carotid angiography
q . . , th , 50
othangio <checked1> |[7] Other peripheral angiography, specify: |- 2 {ve, 50)
corevasc <checked1> |[ ] Coronary revascularization
CoMPLETE PROTOCO [] Carotid revascularization
o . othrev (vc, 50
othrevas <checked1> |I:| Other revascularization, specify: { )
14. Right Kidney is present: O 1 YES ] @) NO | RKidney <yesno>
|
= I =
colnum (f, 5) | Site renisite2 (vc, 5) kidna <checked1> |1=en+srte-ef—5-) , | PS: RARKidn
PT: Repangio2
14.1. | Stenosis stenosis (fl 6, 2) % Panel: RARKidn
PS: Repangio3
15. Left Kidney is present: PT: Repangio2 1@ YES 1@ NO |.Kidney <yesno>
’ ’ Panel: Repangio2 I

al
colnum (f, 5) fery Site | |

renlsite2 (vc, 5)

kidna <checked1>

=2l

PS: RALKidn
PT: Repangio2
15.1. | Stenosis stenosis (fl 6, 2) % % Panel: RALKidn
HCRI Use ONLY
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By:



default


dfolan
PANEL: Context
PS: Context

dfolan
formmm/formdd/formyy

dfolan
PS: Repangio2
PT: Repangio2
Panel: Repangio2

dfolan
sodbicar <yesno>

dfolan
nosod (vc, 200)

dfolan
hirisk <yesno>

dfolan
formhr:formmn

dfolan
formdt()

dfolan
othangio <checked1>

dfolan
carotang <checked1>

dfolan
corangio <checked1>

dfolan
nonrenal <yesno>

dfolan
othrevas <checked1>

dfolan
carotrev <checked1>

dfolan
corevasc <checked1>

dfolan
othang (vc, 50)

dfolan
othrev (vc, 50)

dfolan
PS: Repangio3
PT: Repangio2
Panel: Repangio2

default


dfolan
PS: RALKidn
PT: Repangio2
Panel: RALKidn

default


default


dfolan
PS: RARKidn
PT: Repangio2
Panel: RARKidn

dfolan
stenosis (fl 6, 2)

dfolan
RKidney <yesno>

dfolan
LKidney <yesno>

dfolan
stenosis (fl 6, 2)

dfolan
renlsite2 (vc, 5)

dsnow
Note
Repeating record.

dsnow
Note
Repeating record.

aivanov

dfolan
colnum (f, 5)

aivanov
This item was COLNUM in RI_CRL. Can it be changed?

dfolan
colnum (f, 5)

dfolan
kidna <checked1>

dfolan
kidna <checked1>

dfolan
renlsite (f, 5)

dfolan
renlsite2 (vc, 5)

dfolan
renlsite (f, 5)


CORAL

PANEL: Context
PS: Context

Site ID:

Pt. No.:

Randomization #:

Repeat Renal Angiography Form Page 2 of 2
|} formdt() 0 0000
Date and time of form completion: |formmm/formdd/formyy | (r ~yy) |formhrformmn 494 hr,) PS: RptAng2
PT: RptAng2
5.  Were any non-renal angiographies or Panel: Repangio2
revascularizations performed during this procedure? 9(1) YES [ NO | onrenal T
5.1. Check all that !
|corangio <checked1> |[] Coronary angiography
carotang <checked1> [ | Carotid angiography
. . . othang (vc, 50)
Iothangio <checked1> |1 Other peripheral angiography, specify:
corevasc <checked1> |[_] Coronary revascularization
CompLETE PROTOCO b adt> ] Carotid revascularization I
Oth larization, ify:
Sihrevas <chacked 1> [] Other revascularization, specify
6.  Was right kidney present? ] YES 1@ NO | RKidney <yesno>
7.  Was left kidney is present: 1@ YES 1@ NO |LKidney N
8. Report all lesions = 60% stenosed using the Renal Artery Site Map provided:
|
colnum (7, 5) | | REN@l Artery Site Percent Stenosis Pressure Gradient
1 renisite2 (vc, 5) % |stenosis (fl6,2) pressign (ve. 9 Hgjpress (16, 2)
' stensign (vc, 3) [IND
pressND<checked1>
2 % mmHg
LIND
3 % mmHg
LCIND
4 % mmHg
LCIND

*Please note: ALL Renal Artery Site codes contain a LETTER and a NUMBER.

Version 2.0 9-20-2006 © HCRI
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PS: RAKidn
PT: RptAng2

Panel: RAKidn

HCRI Use ONLY
Received: / /
By:



dfolan
PANEL: Context
PS: Context

default


dfolan
formmm/formdd/formyy

dfolan
formdt()

dfolan
formhr:formmn

dfolan
PS: RptAng2
PT: RptAng2
Panel: Repangio2

dfolan
nonrenal <yesno>

dfolan
corangio <checked1>

dfolan
carotang <checked1>

dfolan
othangio <checked1>

dfolan
corevasc <checked1>

dfolan
carotrev <checked1>

dfolan
othrevas <checked1>

dfolan
othang (vc, 50)

dfolan
othrev (vc, 50)

dfolan
RKidney <yesno>

dfolan
LKidney <yesno>

default


dfolan
PS: RAKidn
PT: RptAng2
Panel: RAKidn

dfolan
colnum (f, 5)

dfolan
renlsite2 (vc, 5)

dfolan
stenosis (fl 6, 2)

dsnow
Highlight

dfolan
stensign (vc, 3)

dfolan
pressign (vc, 3)

dfolan
press (fl 6, 2)

dfolan
pressND<checked1>


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Re neaLBenaALBeI\Escula rization Form Page 1 of 2
Date and time of form completion: Lormmm/fermdd/formyy formdt) byyy) |f°rmh“f°rmm” (24 hr.)

1. Was this a planned "staged" intervention? |staged <yesno> L12)NO
rrmm/rrdd/rryy rrdt()

2. Date of repeat procedure: V([ AWAAAN bs. Royasc

2.1. Name of physician performing procedure: |physfirs (ve, 50) _|physlast (ve, 50) BB
Last Panel: Revasc1
3. Was this procedure performed
during an inpatient admission? inpat <yesno> L1 YES [1@NO

CONPLETE SUBSEQUENT HOSPITALIZATION FORM

4. List ALL segments revascularized:
lesno (f, 5) | 1]lesna <checked1> f2 [ JNA | Lesion3 [JNA| Lesion4 []NA

PS: Segmnt
PT: Revasc1

Kidney location kidloc <righteft> |t | (] Right [ Left | [ Right [ Left | [JRight [ Left | Mk

Renal artery site renlsite2 (vc, 5) rentsite+-5)

Post-procedure residual

i

id (f, 6,2 0 o o
stenosis resid (7! 6,2) % % o
5. Revascularization anatomy (answer each): 5S: Rovase2
5.1. Involves target site: targsite <yesno> |_] (1) YES 1@ NO PT: N
22.  Involves target vessel. [1mYES L1 @ Jrargvess <yesnos Panel: Revasc1
5.3. Involves non-target vessel: R —— L1 YES L@ ke

6. Did the subject have a procedure-related adverse event? [ ] (1)YES Ll NO| relaes <yesno>
2

COMPLETE THE ADVERSE EVENT LOG

7. Type of revascularization:

[] (1) Percutaneous revtype <revasc2> [] @ Surgical
J J
7.1. Time subject entered: 7.6. Indicate urgency of surgery: .
the procedure room cnmnhrenmmn ] (1) Elective [] (2) Emergent |urgency <reascabg1>
xylochr:xylocmn . i
Y Y 7.7. Was surgical revascularizgtica-succascfiul? |

7.2. Time procedure began:
(first xylocaine injection) (24 hour format) 1) YES [ 2) NO | surgrev <yesno>

inserthr:insertmn

7.3. Time of insertion of
) . 7.8.
first angio catheter

Procedure durationy 4 . v -durmn h: mm)

(e (Anesthesia start tin| stop
endhr:endmn time)

7.4. Time procedure ended: |
(last catheter removed) (24 hour format)

7.5. Was the revascularization successful? E c ot
O] YES P @ NO | revasc <yesno> orm Complete

o |

7.5.1. Emergency surgery f
L1 YES [ 2 NO |surgery <yesno>

7.5.2. > 50% residual stenosis? |
L1mYES [ NO

residual <yesno>

HCRI Use ONLY
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By:



default


dfolan
PANEL: Context
PS: Context

dfolan
staged <yesno>

default


dfolan
PS: Revasc1
PT: Revasc1
Panel: Revasc1

dfolan
formmm/formdd/formyy

dfolan
formhr:formmn

dfolan
formdt()

dfolan
inpat <yesno>

dfolan
rrdt()

dfolan
rrmm/rrdd/rryy

dfolan
PS: Segmnt
PT: Revasc1
Panel: Segmnt

dfolan
lesno (f, 5)

dfolan
resid (f,l 6,2)

dfolan
kidloc <rightleft>

dfolan
lesna <checked1>

default


dfolan
PS: Revasc2
PT: Revasc1
Panel: Revasc1

dfolan
nontargv <yesno>

dfolan
targvess <yesno>

dfolan
targsite <yesno>

dfolan
revtype <revasc2>

dfolan
relaes <yesno>

dfolan
urgency <reascabg1>

dfolan
surgery <yesno>

dfolan
residual <yesno>

dfolan
surgrev <yesno>

dfolan
xylochr:xylocmn

dfolan
inserthr:insertmn

dfolan
durhr:durmn

dfolan
revasc <yesno>

dfolan
endhr:endmn

dfolan
entrmhr:entrmmn

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dsnow
Note
Repeating record.

dfolan
renlsite2 (vc, 5)

dfolan
renlsite (f, 5)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Repeat Renal Revascularization Form Page 1 of 2
formmm/formdd/formyy |— 5
Date and time of form completion: ’ ’ ‘m yyYy) formhr:formmn (24 hr.)
rrdt() PS: Revasc1V2
1. Date of repeat procedure: AT ] (mm/ddlyyyy) LBRRESSA
Panel: Revasc1
2. Name of physician performing procedure: physfirs (vc, 50) AIPEEEINT, €10
First Last
3. Was this procedure performed
during an inpatient admission? T — C1a)YES L@ NO
J

COMPLETE SUBSEQUENT HOSPITALIZATION FORM

4. List ALL segments revascularized:
lesno (f, 5) Lesion 1| lesna <checked1> 2 [ JNA| Lesion3 [ INA| Lesion4 []NA

PS: Segmnt
Kidney location |kidloc <ightleft> | [IRight (] Left | CJRight []Left | [ Right [ Left | |kt
Panel: Segmnt
Renal artery site renisita2| (o, 5)
Post-procedure residual
stenoFs)is Jresid (f16,2) % % %
5. Revascularization anatomy (answer each): _
5.1.  Involves target site: targsite <yesno> | ™7 ;) YES 1@ NO
5.2. Involves target vessel: [ ]t YES ] @) NO |targvess <yesno>
5.3.  Involves non-target vessel: T — 1@ YES [1@NO E—

6. Did the subject have a procedure-related adverse event?  [] (1) YES Oe NO| —— PT: Revasc1V2
! Panel: Revasci

COMPLETE THE ADVERSE EVENT LOG

7. Type of revascularization:
] (1) Percutaneous revtype <revasc2> [] 2) Surgical
y y
7.2. Indicate urgency of surgery: .
7.1. Was the revascularization syccessful? ] (1) Elective [] (2) Emergent |urgency <reascabg1>
LI YES [I@NO |revasc <yesno>
{ 7.3. Was surgical revascularization successful?
7.1.1. Emergency surgery requisad2 | L1 YES [@ NO

L1 YES [ @ NO |surgery <yesno> surgrev <yesno>

7.1.2. > 50% residual stenosjs?
D (1 YES D @ NO residual <yesno> Form CompIEte

HCRI Use ONLY
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By:



dfolan
PANEL: Context
PS: Context

default


dfolan
formmm/formdd/formyy

dfolan
formdt()

dfolan
formhr:formmn

dfolan
PS: Revasc1V2
PT: Revasc1V2
Panel: Revasc1

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dfolan
rrmm/rrdd/rryy

dfolan
rrdt()

dfolan
inpat <yesno>

default


dfolan
lesno (f, 5)

dfolan
lesna <checked1>

dfolan
kidloc <rightleft>

dfolan
renlsite2 (vc, 5)

dfolan
resid (f,l 6,2)

dfolan
PS: Segmnt
PT: Revasc1V2
Panel: Segmnt

default


dfolan
PS: Revasc2V2
PT: Revasc1V2
Panel: Revasc1

dfolan
targsite <yesno>

dfolan
nontargv <yesno>

dfolan
targvess <yesno>

dfolan
relaes <yesno>

dfolan
revtype <revasc2>

dfolan
revasc <yesno>

dfolan
surgery <yesno>

dfolan
residual <yesno>

dfolan
urgency <reascabg1>

dfolan
surgrev <yesno>


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Repeat Renal Revascularization Form Page 2 of 2
| Date and time of form completiof formmm/formdd/formyy | | formdt() y) [formhr:formmn |4 hr.) |
i 1ecticone if o nAare .
Please complete the following qu el tane(?us revascu ioval €, 5) Ias performed: PS: Revasc3
8.  Type and dose of contrast jionic <checked1> I ] |onic cc PT: Revasc
(Check all that apply) | nonionic <checked1> |J Non-lonic Inonval (f 5\| cc Panel: Revasc2

Low Osmolar Lol 7, 5) | cc
Isosmolar isosval (f, 5)| cc

lowosmo <checked1>

isosmol <checked1>

9.  Did the subject receive Fenoldopam? fenol <yesno> | LJ(1 YES [l NO
10. Did the subject receive N-acetylcysteine? 1) YES [l)NO nacetyl <yesno>
11.  Was subject given Bivalirudin? vl svoemes L1MYES 1@ NG
J
1.1 Bolus? bolus <yesno> I:l (1) YES I:l (2) NO
11.2 Infusion duration (hr:min): [INA]J.
( : CoMPLETE PrRoTOCO| infushrinfusmn lw infusna schecked?
12. Did the subject receive sodium bicarbonate? 1) YES [l)NO )
J, sodbicar <yesno>
12.1  Was subject considered high risk? (subjects with L] YES LleyNOo[—
diabetes mellitus and/or serum creatinine = 1.4 mg/dL) Jr TS S S
| 12.1.1. Explain why no sodium bicarbonate was given __|nosod (vc, 200)

Device Utilization (if none, enter “0”) ___Number used
13. RADI Pressure Wire radi (f, 5)

14. Pressure Catheters |press (f, 5)
15.  Guidewires gdwire (f, 5)

16. Guiding Catheters | gdcath (f, 5)
17. Angioplasty Balloons angball (f, 5)

18. Study stents studstnt (f, 5)
19. Study embolic protection devices studepd (f, 5)

20. Non-study Drug-eluting stents nsdrugel (f, 5)
21. Non-study Bare metal stents nsbare (f, 5)

22. Atherectomy devices ather (f, 5)
23. Other embolic protecti — nsepd (f, 5)

24. Other, specify Ml - oth1 (f, 5)

25.  Other, specify othsp2 (vc, 100) | oth2 (f, 5) I

26. Were any non-renal angiographies or
revascularizations performed during this procedure? L] YES [l NO
N

nonrenal <yesno>

26.1. Check all that apply: corangio <checked1>
carotang <checked1> L Coronary ar_lglography
[] Carotid angiography

Other peripheral angiography, specify:
corevasc <checked1> Coronary revascularization
ComPLETE PROTOCOY .\ ed1> | | Carotid revasculgnzguon _
Other revascularization, specify:

othang (vc, 50)

othangio <checked1>

othrev (vc, 50)

othrevas <checked1>

HCRI Use ONLY
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By:



default


dfolan
PS: Revasc3
PT: Revasc2
Panel: Revasc2

dfolan
PANEL: Context
PS: Context

dfolan
othangio <checked1>

dfolan
carotang <checked1>

dfolan
corangio <checked1>

dfolan
carotrev <checked1>

dfolan
corevasc <checked1>

dfolan
othang (vc, 50)

dfolan
othrevas <checked1>

dfolan
othrev (vc, 50)

dfolan
hirisk <yesno>

dfolan
sodbicar <yesno>

dfolan
nosod (vc, 200)

dfolan
nonrenal <yesno>

dfolan
ioval (f, 5)

dfolan
nonionic <checked1>

dfolan
nonval (f, 5)

dfolan
lowosmo <checked1>

dfolan
lowval (f, 5)

dfolan
fenol <yesno>

dfolan
nacetyl <yesno>

dfolan
isosval (f, 5)

dfolan
ionic <checked1>

dfolan
isosmol <checked1>

dfolan
bolus <yesno>

dfolan
bival <yesno>

dfolan
infushr:infusmn

dfolan
infusna <checked>

dfolan
othsp2 (vc, 100)

dfolan
press (f, 5)

dfolan
studepd (f, 5)

dfolan
radi (f, 5)

dfolan
nsepd (f, 5)

dfolan
nsdrugel (f, 5)

dfolan
othsp1 (vc, 100)

dfolan
ather (f, 5)

dfolan
gdcath (f, 5)

dfolan
studstnt (f, 5)

dfolan
nsbare (f, 5)

dfolan
angball (f, 5)

dfolan
gdwire (f, 5)

dfolan
oth2 (f, 5)

dfolan
oth1 (f, 5)

dfolan
formdt()

dfolan
formmm/formdd/formyy

dfolan
formhr:formmn


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Repeat Renal Revascularization Form Page 2 of 2
| Date and time of form completi formmm/formdd/formyy || formdt(), y) formhrformmn 14 hr.)
PS: Revasc3V2
Please complete the following questions if a percutaneous revascularization was performed: PT: Revasc2V2
8. Total amount of contrast used: contrast (1 6, 2) cc Panel: Revase2
9.  Was subject given Bivalirudin? bival <yesno> L1 YES [ 1@ NO
Device Utilization (if none, enter “0”) Number used
10. RADI pressure wire: radi (f, 5)
11. Pressure catheters: press (f, 5)
12.  Guidewires: gdwire (f, 5)
13. Guiding catheters: gdcath (f, 5)
14.  Angioplasty balloons: angball (f, 5)
15.  Study stents: lelanli i )
16. Study embolic protection devices: SWEERE(, 9)
17.  Drug-eluting stents: e
18. Non-study bare metal stents: nsbare (f, 5)
19. Atherectomy devices: ather (f, 5)
20. Other embolic protection devices: nsepd (f, 5)
21.  Other, specify et e, 100) oth1 (1, 5)
22. Other, specify othsp2 (ve, 100) oth2 (f, 5)
23. Were any non-renal angiographies or
revascularizations performed during this procedure? JI;|(1) YES [ 12 NO | nonrenal <yesno>

23.1. Check all that apply:

Coronary angiography corangio <checked1>
Carotid angiography
Other peripheral angiography, specify: _|°thang (ve. 50)
Coronary revascularization
Carotid revascularization

[] Other revascularization, specify:

carotang <checked1>

othangio <checked1>

corevasc <checked1>

CoMPLETE PROTOCO
othrev (vc, 50)

carotrev <checked1>

othrevas <checked1>

HCRI Use ONLY
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PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Repeat Renal Revascularization Form Page 2 of 2
| Date and time of form completi N n IV | formdt()“ y) formhrformmn 4 hr.)
PS: Revasc3V3
Please complete the following questions if a percutaneous revascularization was performed: PT: Revasc2V3
8. Total amount of contrast used: Sl s cc Fanel: Revasez
9.  Was subject given Bivalirudin? bival <yesno> L1 YES L] NO
Device Utilization (if none, enter “0”) Number used
10. RADI Pressure Wire radi (f, 5)
11. Pressure Catheters press (f, 5)
12.  Guidewires gdwire (f, 5)
13.  Guiding Catheters gdcath (f, 5)
14.  Angioplasty Balloons angball (f, 5)
15.  Study stents slelanli )
16. Embolic protection devices e 1 8 @
17.  Non-study Drug-eluting stents sl 5
18. Non-study Bare metal stents nsbare (f, 5)
19.  Atherectomy devices ather (f, 5)
20. Other, Specify othsp1 (vc, 100) oth1 (f, 5)
21. Other, specify ___ |Jothsp2 (v, 100) | oth2 (f. 5)
22. Were any non-renal angiographies or
revascularizations performed during this procedure? J|;|(1) YES [ 1) NO |nonrenal <yesno>

22.1. Check all that apply:

|:| Coronary angiograph corangio <checked1>
Carotid angiography
othangio <checked1> Other peripheral angiography, specify:
corevasc <checked1> Coroqaw revascularization
COMPLETE PROTOCO Carotid revascularization
carotrev <checked1> | [_] Other revascularization, specify:

carotang <checked1>

othang (vc, 50)

othrev (vc, 50)

othrevas <checked1>
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PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Additional Diagnosti ography Form PS: AdiAng1
formdt . PP — .
Date and time of form completion: formmm/formdd/formyy ormdt() yyy) formhr:formmn (24 hr.) PT: AdIAng1

Panel: AdlIAng1
1. This angiogram was performed at: |angsite <angsite> pstigative_site [ ] (2) Outside hospital
o ) ) physfirs (vc, 50) physlast (vc, 50)
1.1 Name of physician performing angiogram:
Dot Last

2. Date of procedure: Lproommrocaioronsy | g roca0
3. Time subject arrived in procedure room: arrhr:arrmn (24 hour format)
4.  Vascular access (sheath): [1mFemoral [ Brachial [] @ Radial |speath <accesssite1>
5. Was a renal intervention performed

during this procedure? EI ™) YES ] @ NO A —

SKIP To ITEM 15 AND COMPLETE INTERVENTION PROCEDURE FORM AND LESION TREATMENT FORM

6.  Time procedure began: prochr:procmn | (o4 hour format)
(first xylocaine injection)

cathhr:cathmn

7. Time of insertion of first renal angiography catheter:

(24 hour format)

endhr:endmn

8. Time procedure ended:
(last catheter removed)

(24 hour format)

9.  Type and dose of contrzﬁ ionic <checked1> |[T] lonic ol {6 cc
(Check all that apply) |nonionic <checked1> |[ ] Non-lonic nonval (f, 5) cc
lowosmo <checked1> |[_] Low Osmolar lowval (f, 5) cC
isosmol <checked1> |[] Isosmolar isosval (f, 5) |CC
10. Did the subject receive Fenoldopam? fenol <yesno> () YES [le)NO
11.  Did the subject receive N-acetylcysteine? 1) YES [(2) NO | nacetyl<yesno>
12.  Did the subject receive sodium bicarbonate? () YES (@) NO |sodbic <yesno>
¥
12.1  Was subject considered high risk? (subjects with [11) YES [12) NO [hirisk <yesno>
diabetes mellitus and/or serum creatinine = 1.4 mg/dL) Jr

12.1.1. Explain why no sodium bicarbonate was given:

nosod (vc, 200)
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PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:
Additional Diagnostic Angiography Form PS: AdIAng2
[ format() p— PT: AdIAng2
Date and time of form completion: _Lrmmm/formdd/formyy yyyy) Lormnriormmn_X24 hr.) Panel: AdIAng2
13.  Were any non-renal angiographies or
revascularizations performed during this procedure? L) YES [2) NO |nonrenal <yesno>
r y
13.1. Check all th] corangio <checked1>
carotang <checked1> [] Coronary angiography

[] Carotid angiography othang (vc, 50)
[] Other peripheral angiography, specify:
corevasc <checked1> | [ ] Coronary revascularization
COMPLETE PROTOC] carotrev <checked1> | Carotid revascularization

Other revascularization, specify:

othangio <checked1>

othrev (vc, 50)

othrevas <checked1>

14. Right Kidney is present: (1) YES [ 2 NO | rkidney <yesno>
|
Renal Arte . ' :
| ry renlsite2 (vc, 5) kidna <checked1> rentsite(F-5) I PS: RKdney
{ colnum (f, 5) y _ PT: AdlAng2
rrr—T-orertOSI{ stensign (vc, 3) | | stenosis (1 6, 2) % % Panel: RKdney
14.2 gl'd pressign (vc, 3) f press (fl 6, 2) mmHg mmHg mmHg
r
pressND<checked 1> [ ] ND* [ ] ND* [] ND*
Reference
14.3 V(_assel refdiam (fl 6, 2) ) refND<checked1> mm) (mm) (mm)
Diameter T
14.4 | Lesion lesleng (fl 6, 2) | lenND<checked1>
Length ) | mm) — (mm)
*CoMPLETE PROTOCOL DEVIATION FORM IF < 80% STENOSIS AND PRESSURE GRADIENT NOT DONE PS: AdlAng3
. . Ikidney <yesno> PT: AdlIAng2
15. Left Kidney is present: ||:| M YES 1@ NO Panel: AdIAng2

=] conum (¢ 5) ‘ renisite2 (vc, 5) kidna <checked1> renisite-(-5) |
15.1 - : PS: LKdney
stensign (vc, 3) | stenosis (fl 6, 2) 0 0
il ) e % =S PT: AdIANg2
15.2 gl;d SRS (72, 9 mmHg ___ mmHg 4] Panel: LKdney
pressND<checked1> ] ND* ] ND* ] ND*
15.3 Reference
-2 | Vessel
Diameter refdiam (fl 6, 2) 1)lrefND<6hecked1> (mm) _ (mm) _ (mm)
Lesion
154 Length lesleng (fl 6, 2) ) |lenND<checked1> | (mm) . (mm) . (mm)
|

*COMPLETE PROTOCOL DEVIATION FORM IF < 80% STENOSIS AND PRESSURE GRADIENT NOT DONE
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CORAL

Site ID: Pt. No.: Randomization #:
I_Ad.d.i.ti.m?LLaion Treatment Form Page 1 of 2
f .
| Date and time of form completionl formmm/formdd/formyy _[{formdt0 y) Jformhr:formmn by 1y ) PS: Addlsn1
PT: Addisn1
‘ COMPLETE FOR ALL LESIONS TREATED AFTER THfSIRSTLESQMLCAD DN THE LESION TREATMENT FOF [=ZRtS BN le |k
1. Date of procedure: | procmm/procdd/procyy procdt() Jv)
1.1. Time subject arrived in procedure room: Jprochr:procmn |24 hour )
2. Name of physician performing intervention: Jphysfirs (vc, 50) ___ I physlast (vc, 50)
3. Renal artery site treated renlsite2 (vc, 5) 5

Angioguard

anatomy <checked1>
JI,:l 1) YES [ 1@ NO— [0 Y landing <checked1>

D (2) Unfavorahladandinaza
[ ) Other: Jothspec (ve, 50)

4. Was Angioguard attempted?

attempt <yesno>

other <checked1>

—1) (4.2) (4.3) (4.4) (4.5) (4.6) (4.7) (4.8) (G I —
s Used in prior lesion Angioguard Angioguard | Package Able to | Successfully | Protection Problen] probcde1 PS: AddEPD
treatment? Basket Size | opened cross deployed? | achieved? and/of <complicationcode> | LAt
lineno (vc, 5) (mm) and used? | lesion? complicat Sanel: AddEPD
et w is 1=None with devicq probcde?
priorlsn <yesno> basket <basketsize> te) 2 = Complete | ~traatmant <complicationcode>
Lot#__ | Catf 3 = Partial complic othlesn
renisite2 (vc, 5) catnum (vc, 15) pkgopen zroslen> <yesno> |probcde3 <yesno>
1 | (1) YES——mrrerremerery [T5 [ 1syesne> yesno ™ == <complicationcode> 7 4, yES
site: lotnum (vc, 15) = o = o -
—— ) 8 2) NO 2) NO 2) NO rotect <protection> 2) NO
[ @ NO e J8 L@ 1@ 1@ roboded @)
2 [[J@)YES —>§iteer.1al artery 05 007 0w ves |0 YEs [ w vES (7 (1) YES <complicationcode> 1 (1) YES
[ ) NO ' [J6 [18 |LI@NO |[LJ@NO |[1@)NO O@No ] T 2 NO
3 |HmYES > Renal artery 05 O7 | YES |0 YES | o) YES [JyYES |othspec(ve.50) _ }y) vES
: 16 18 |{[d@NO |[J@NO |[]@ NO 1@ NO 1@ NO
[ 1@ NO
*Codes 1= Slow / No flow 3 = Thrombus formation | 5 = Side branch occlusion 7 = Angioguard entanglement with renal stent at time of 9 = Other, specify
device removal
2 = Abrupt Closure | 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement
1 Provide additional comments as needed on the Narrative Form.
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PS: Context
CORAL

Site ID: Pt. No.: Randomization #:

Additionallasian —orm Page 1 of 2

I |
[ Date and time of form completion| formmm/formdd/formyy [ (n]ormat0 Ly Jformhr:formmn by 1 )

PS: Addisn1V2
] COMPLETE FOR ALL LESIONS TREATED AFTER THE FIRST LESION (CAPTURED ON THE LESION TREATMENT FOF [l VR eIV,

Was this a planned "staged" intervention? | siaged <yesno> | L1 YES (J@NO Panel: Addisnt
1. Date of procedure: rocmm/procdd/procyy | mm/dd/yyyy) | procdt()
2. Name of physician performing intervention: | physfirs (vc, 50) physlast (vc, 50)
FIrst | ast
3. Renal artery site treated renlsite2 (vc, 5) Percent stenosis: |Pcntsten (vc, 5)
Protection D.eV|ce Janatomy <checked1>
4. Was Angioguard attempted? attempt <yesno> 1@ YES [1 @ NO— [] 1) Unfavor
landing <checked1>
other <checked1> E @) Ug{ﬁ vo.ra
|—| (99) Uther: _Jothspec (vc, 50)
@.1) @.3) @.4) 4.5) (4.6) @.7) @.8) .9) ! AR *10)
No. Angioguard Angioguard | Package Able to Successfully | Protection Problems| evice used
_ Basket Size | opened cross deployed? | achieved? and/for |Probcdet treatment PS: AddEPDV2
lineno (vc, 5) (mm) anl\(liours:\,(:’i? lesion? 1=None | Cv(\)/iThpldiZ\a/l?ico <complicationcode> b;)(;qauent PT: Addisn1V2
, 9 2=C t
| lot# Cat# |packet L omplete) | croslen 3Pt - probcde2 i Panel: AddEPD
I} lot , 15 <basketsize> ] <complicationcode>
otnum (vc, 15) — <yesno> deployed S complic othlesn
catnum (vc, 15) || [16 [18 <yesno> 1@ NO |<yesno> <protection> || <yesno> _|probcde3 <yesno>
(15 [1]7 b=t 1 (1) YES [T (1) YES ™ <complicationcade= [[ (1) YES
(16 8 |[d@NO |[J@NO |[]@NO []@ NO probcded 2) NO
(16 8 |[d@NO |[J@NO |[]@NO []@ NO 2) NO
*Codes _ _ . o . 7 = Angioguard € ent 9 = Other, specify:
1= Slow / No flow 3 = Thrombus formation 5 = Side branch occlusion at time of dey othspec (vc, 50) I COMPLETE
2 = Abrupt Closure 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement NARRATIVE FORM
1 Submit Narrafi provide details i artial protection is achi ] pecify i ) i j
5. Was a protection device other than the Angioguard used? [] (1) YES [ 1@ NO |othEPD <yesno> |
5.1. Device Maufacturer: |manuf (ve,50) | 5.2.Device Name: |devname (v, 50) B PS: Addisn2V2
PT: AddIsn1V2
5.3 Device size: _|yeysize (ve, 15) 5.4.Why was this device used? reasused (vc, 100) Panel: Addisn1
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PS: Context
CORAL

Site ID: Pt. No.: Randomization #:

PS: AddIsn1V3
PT: AddIsn1V3

Additional Lesion Treatment Form Page 1 of

| || formdit() formhr:f Panel: AddIsn1
| Date and time of form completion]formmm/formddiformyy [ permeremyyyly) |[fOrmAr:formmn g py )

‘ COMPLETE FOR ALL LESIONS TREATED AFTER THE FIRST LESION (CAPTURED ON THE LESION TREATMENT FORM)

Was this a planned "staged" intervention? |staged <yesno> 11 YES 1@ NO

1.  Date of procedure: procmm/procdd/procyy | (mm/dd/yyyy) | procdt()

2. Name of physician performing intervention: physfirs (vc, 50) physlast (vc, 50)
First Last

iB. Renal artery site treated renlsite2 (vc, 5)

Embolic Protection Device (EPD)
4.  Was embolic protection attempted? |attempt <yesno> @) YES ] @ NO — Skip to page 112
|

v

No. EPD used: Size Protection Problems and/or | If YES, indicate with
(mm) achieved? complications code(s) *t
with device / (separate each code with
Name Lot # Cat # ;_= cN:Ohe = treatment? st
. = Complete
lineno (f, 5) 3 = Partial e <complicationcode1>
7 probcde2a
epdname (vc, 50) lotnum (vc, 15) Icatnum (ve, 15) protect E 8 LgS% <complicationcode1>
2 ™ <protection> 1) YESS : ST
epdsz (fl 4, 2) I <complicationcode1>
3 complic —| probcdeda
I <¥esno> <complicationcode1>

othspec (vc, 50)

Codes 1= Slow / No flow 3 = Thrombus formation 5 = Side branch occlusion 7= Entgnglement with renal stent at time of 9 = Other, specify:
device removal COMPLETE
2 = Abrupt Closure 4 = Distal embolization 6 = Spasm 8 = Landing zone problems during placement NARRATIVE FORM

T Submit Narrative Form to specify if code 9 (Other) is entered.
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PANEL: Context
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Site ID: Pt. No.: Randomization #:
Additional Lesion Tr nt Eorm Page 2 of 2
| Date and time of form completion: formmmyformdd/formyy ¥ pym| formdt() ERGEEIIb 4 ) |
Target Lesion Study Stent Delivery Irlhmal-inn— E'SI': :gg:sng
. sn
5.  Was stent attempted? sinatiomisyesnos L:I 1) YES ] @ NO Panel: Addisn2
(651) (5.2) (5.3) (5.4) (5.5) | (5.6) )
ype of sten as lesion ax sten as post- , rc lé
Type of stent | Was lesi Max stent | W t- ! If YES P Ei ﬁf};’f‘”;
re- deployment dilation d e s
diIF;ted? p}:esiure - Lo Largest Maximum dep Panel: Addstnt
lineno (f, 5) (ATM) | postdil <yesno> diar?\:!clgro(%m) pziﬁrsl\:ll)re Stents
predil <yesno> maxdiam (fl 6, 2) delvprob <yesno>
tent (vc, 50) dplpress2 (fl 6, 2)
Mamdl Stent (ve, ] (1) YES (1) YES maxpress2 (fl 6, 2) |L] (1) YES
giemi5)  |meddiam2 (76, 2) | L] 2) NO ] (2) NO ] (2) NO
Length | len (f, 5) dpipress{E5)
Name [1@) YES ] @) YES [l YES
2 |Diameter____mm |1 @ NO []@NO []@NO
Length mm

Details of Target Lesion (Post All Treatments)

PS: AddIsn3

totleng (f, 5) PT: Addlsn2

6. Total length of stent(s) placed: L
finsten (fl 6, 2)

Panel: AddIsn2

7. Final percent stenosis:

pressign (vc, 3)| | pressgrd (fl 6, 2)

8.  Pressure gradient: mHg ] ND |pressND <checked1>
Additional Treatments
9.  Was an additional percutaneous treatment | perctarg <yesno> | | (1) YES 1@ NO
performed to another target lesion? N
COMPLETE ADDITIONAL TREATMENT FORM
10. Were additional percutaneous treatment(d [ 1(1) YES []@ NO
performed to a non-target lesion? LTl el LN
CoMPLETE PROTOCOL DEVIATION FORM
11. Wer_el there complications that required |_ <yosno> 1@ YES []@ NO
additional treatment? d
11.1.  Complication during pre-treatment; 1@ YES ] (2) NO|pretx <yesno>
11.2.  Never able to cross lesion with ste] nocross <yesno> |["] (1) YES L1aN
11.3. Dissection beyond stented area: [ 11 YES ] @ NJ| dissect <yesno>
11.4. Complication in different segment Jdiffseg <yesno> [ ] (1) YES Lo N
11.5. Complication in different vessel: []¢) YES ] @ NO| diffvess <yesno>
11.6. Unplanned treatment of other lesigunplan<yesno> [ (1) YES []@ NO
J
11.6.1 Specify: MI
117, Other: __f i ect e, 50) (1 YES [1 20 NO | other <yesno>
PROVIDE ADDITIONAL COMMENTS As NEEDED ON NARRATIVE FORM
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default


dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Addlsn2
PT: Addlsn2
Panel: Addlsn2

dfolan
lineno (f, 5)

dfolan
stnattem <yesno>

dfolan
PS: Addstnt
PT: Addlsn2
Panel: Addstnt

dfolan
diam2 (fl 6, 2)

dfolan
stent (vc, 50)

dfolan
postdil <yesno>

dfolan
dplpress2 (fl 6, 2)

dfolan
predil <yesno>

dfolan
len (f, 5)

dfolan
formdt()

dfolan
delvprob <yesno>

dfolan
maxpress2 (fl 6, 2)

dfolan
maxdiam (fl 6, 2)

dfolan
formhr: formmn

dfolan
formmm/formdd/formyy

dfolan
perctarg <yesno>

default


dfolan
PS: Addlsn3
PT: Addlsn2
Panel: Addlsn2

dfolan
totleng (f, 5)

dfolan
pressND <checked1>

dfolan
pressgrd (fl 6, 2)

dfolan
finsten (fl 6, 2)

dfolan
addltx <yesno>

dfolan
nontarg <yesno>

dfolan
pretx <yesno>

dfolan
nocross <yesno>

dfolan
unplan<yesno>

dfolan
diffseg <yesno>

dfolan
diffvess <yesno>

dfolan
dissect <yesno>

dfolan
other <yesno>

dfolan
othspec1 (vc, 50)

dfolan
lesnspec (vc, 50)

dsnow
Note
Repeating record.

dfolan
diam (f, 5)

dfolan
dplpress (f, 5)

dfolan
maxpress (f, 5)

dfolan
pressign (vc, 3)


PANEL: Context
PS: Context

CORAL
Site ID: Pt. No.: Randomization #:
Additional Lesion Treatment Form Page 2 of 2
PS: AddIsn3aV2 ||
S r2 Il d time of form completion: | formmm/formdd/formyy | (mmjformdt() | |formhr: formmn | (24 hr.) J
REREECRIEPEI T | esion Study Stent Delivery Information lesssten <yesno>
6.  Was stent attempted? stnattem <yesno> | L] (1) YES [] @ NO— Was stenosis less than
60%? [ ] (1) YES [] (2) NO
(e 1)\ 16 N\ 16 2\ (e 4\ |
\~* "7 \~""=7 \~"*7 \~* "7 !
Problem with
Stent _ RPNV PS: Addstntv2
# stnttyp <stenttype3> Stent Information stent’ PT: Addisn2V2
Panel: Addstnt
1) Stud 2) Non-stud . | manuf (ve, 50) [](1)YES
nomo (.5 1) y F( ) y Manufacturer: M
lotnum (vc, 10)
6.2.1 Why was non-study stent used? |Name |stent (vc, 50) Lot # DMPLETE
] _I NARRATIVE FORM
whyNSS (vc, 150) Dial diam2 (fi 6, 2) f[nm If'en (f, 5) PAFR,
(complete Narrative Form if 1@ NO
more space is needed) O deliv (vc, 15) gth _ wom delvprob <yesno>
[ (1) Study F (2) Non-study Manufacturer: F (1) YES
6.2.1 Why was non-study stent used? |Name Lot # COMPLETE
NARRATIVE FORM
Diameter mm Length mm
(complete Narrative Form if ) []@ NO
more space is heeded) Delivery systemlength

Details of Target Lesion (Post All Treatments)

totleng (f, 5) PS: AddIsn3V2
7. Total length of stent(s) placed: °n

PT: AddIsn2V2

finsten (fl 6, 2) Panel: Addisn2

8. Final percent stenosis:

9.  Pressure gradient: pressign (vc, 3)| | pressgrd (fl 6, 2) InHg LIND pressND <checked1>
Additional Treatments
10. Was an additional percutaneous treatment [1m YES 1 2) NO | perctarg <yesno>

performed to another target lesion?
COMPLETE ADDITIONAL TREATMENT FORM

11.  Were additional percutaneous treatment(s) L]a YES []@NO nontarg <yesno>
performed to non-target lesion(s)? J
COMPLETE PROTOCOL DEVIATION FORM
12.  Were there complications that required L]@ YES []@NO
i addltx <yesno>
additional treatment? J
12.1. Complication during pre-treatment; []@) YES ] @ NO —
12.2.  Never able to cross lesion with stel nocross <yesno> |LJ (1) YES 1@ NO
12.3. Dissection beyond stented area: [ ]1¢) YES []@ NO dissect <yesno>
12.4.  Complication in different segment 4 yitrseq <yesnos [ ]1¢1)YES [ ] NO
12.5. Complication in different vessel: [ ]¢) YES [ 2 NOJ giffvess <yesno>
12.6. Unplanned treatment of other lesig P —— ? ™) YES []@ NO

12.6.1 Specify: lesnspec (vc, 50)
12.7. Other: _|

othspec1 (vc, 50) L] (1) YES ] ) NO

PRrovVIDE ADDITIONAL COMMENTS AS NEEDED ON NARRATIVE FORM

other <yesno>
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dfolan
PANEL: Context
PS: Context

default


dfolan
formhr: formmn

dfolan
PS: Addlsn3aV2
PT: Addlsn2V2
Panel: Addlsn2

dfolan
formdt()

dfolan
formmm/formdd/formyy

dfolan
stnattem <yesno>

default


dfolan
PS: AddstntV2
PT: Addlsn2V2
Panel: Addstnt

default


dfolan
PS: Addlsn3V2
PT: Addlsn2V2
Panel: Addlsn2

dfolan
lineno (f, 5)

dfolan
stent (vc, 50)

dfolan
diam2 (fl 6, 2)

dfolan
len (f, 5)

dfolan
delvprob <yesno>

dsnow
Highlight

dfolan
totleng (f, 5)

dfolan
finsten (fl 6, 2)

dfolan
pressgrd (fl 6, 2)

dfolan
pressign (vc, 3)

dfolan
pressND <checked1>

dfolan
perctarg <yesno>

dfolan
nontarg <yesno>

dfolan
addltx <yesno>

dfolan
pretx <yesno>

dfolan
dissect <yesno>

dfolan
diffvess <yesno>

dfolan
other <yesno>

dfolan
nocross <yesno>

dfolan
diffseg <yesno>

dfolan
unplan<yesno>

dfolan
lesnspec (vc, 50)

dfolan
othspec1 (vc, 50)

dfolan
lesssten <yesno>

dfolan
stnttyp <stenttype3>

dfolan
whyNSS (vc, 150)

dfolan
manuf (vc, 50)

dfolan
deliv (vc, 15)

dfolan
lotnum (vc, 10)

dsnow
Cross-Out

dsnow
Inserted Text
cm

dsnow
Cross-Out

dsnow
Inserted Text
cm

dsnow
Cross-Out

dsnow
Inserted Text
cm


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

- PS: Narr
Narrative Form M o7 Narr

Time Interval: [ ] (1) Baseline [ ] (9)6 Month L1an2Yr6Mo [ @5 4 Yr6 Mo LElEBNE:

] ) Post-randomization [_] (10) 9 Month LJaey2Yr9Mo [ @e)4Yr9 Mo

imept <interval44> [] (3 Discharge [1@n1 Year [1(19) 3 Year [ 27)5 Year
] @) 2 Week []¢2)1Yr3Mo []@oy3Yr3Mo [ @8 Termination
] s) 4 Week [] @3 1Yr6 Mo [len3Yr6 Mo
] )6 Week []@4)1Yr9 Mo [1@3Yr9Mo
] @) 8 Week [] @52 Year ] 23)4 Year
] 3 Month [ 1ua2Yr3Mo [ (24)4 Yr 3 Mo
[ (99) Other, specify __ | othspec (vc, 50)

Associated form(s):
Inclusion/Exclusion Criteria Form

2 Baseline Form

3 Baseline Medical History Form BlinHx <checked1>

4, Baseline Physical Exam Form

5. Baseline Diagnostic Angiography Form |Blinang <checked1>

6

7

8

9

|E <checked1>

E Blin <checked1>
L]

BlinPhys <checked1>

I

Intervention Procedure Form [ ]j proc <checked1>
LesnTx <checked1> [

Lesion Treatment Form

. Index Visit Completion Form |_Jindexvis <checked1>
. Contact Form contact <checked1> M———
10.  Study Exit Form [ J|term <checked1> |

11.  Adverse Event Log e e ol |
Iconmed <checked1>

12. Concomitant Medication Log

discont <checked1>

13.  Study Drug Discontinuation Form

14. Protocol Deviation Form pdev <checked1>
15. Subsequent Hospitalization Form subhosp <checked1>

16. Repeat Renal Angiography Form ra <checked1>

17. Repeat Renal Revascularization Form rr <checked1> [ ]

18. Additional Diagnostic Angiography Forn |addldiag <checked1>
19. Additional Lesion@m addlesn <checked1>

20.  Other (specify) _lotherf (ve, 100) other <checked1>

narrtext (vc, 200)

text2 (vc, 200)

HCRI Use ONLY
Version 1.0 FINAL © HCRI CRL 115 Received: / /

By:



default


dfolan
PS: Narr
PT: Narr
Panel: Narr

dfolan
PANEL: Context
PS: Context

dfolan
timept <interval44>

dfolan
othspec (vc, 50)

dfolan
ra <checked1>

dfolan
IE <checked1>

dfolan
Blin <checked1>

dfolan
BlinHx <checked1>

dfolan
BlinPhys <checked1>

dfolan
contact <checked1>

dfolan
indexvis <checked1>

dfolan
LesnTx <checked1>

dfolan
Blinang <checked1>

dfolan
pdev <checked1>

dfolan
aelog <checked1>

dfolan
term <checked1>

dfolan
other <checked1>

dfolan
addlesn <checked1>

dfolan
rr <checked1>

dfolan
othcrf (vc, 100)

dfolan
text2 (vc, 200)

dfolan
narrtext (vc, 200)

dfolan
proc <checked1>

dfolan
conmed <checked1>

dfolan
subhosp  <checked1>

dfolan
discont  <checked1>

dfolan
addldiag <checked1>


PANEL: Context
PS: Context

Site ID: Pt. No.: Randomization #:
Narrative Form Page 1 of 1
Time Interval: [] (1) Baseline ] (2) Post-randomization [ (3) Discharge
[ 4) 2 Week [ (5)4 Week ] (6) 6 Week ] 7) 8 Week ] (8 3 Mos
. ) 1 (<9) 6 Mos 1 (10) 1 Year 1 (11) 1 Yrs 6 Mos [ (12) 2 Years [J (13)2 Yrs 6 Mos
timeptV2 <interval60> [] (14) 3 Years [0 153 Yrs6 Mos [ (16) 4 Years Ju74 Yrs6 Mos [ (18) 5 Years
[ (19) Study Completion
[1 (99) Other, specify othspec (vc, 50) PS: NarrVv2
PT: Narrv2
Associated form(s): Panel: Narr
Randomization Form randomiz <checked1> |™]
Baseline Form L] 8iin <checked1>
Baseline Lesion Diagnostic Form Blinang <checked1>
Intervention Procedure Form proc <checked1>
Lesion Treatment Form LesnTx <checked1>
Index Visit Completion Form indexvis <checked1>
Contact Form contact <checked1>

Study Exit Form

Adverse Event Log aelog <checked1> I
Concomitant Medication Logs

term <checked1>

conmed <checked1>

[]
[ ]
[ ]
Study Drug Discontinuation Form Idiscont <checked1> |1
Protocol Deviation Form pdev <checked1>
Subsequent Hospitalization Form subhosp <checked1> |[]
Repeat Renal Angiography Form LI} 2 <checked1>
Repeat Renal Revascularization Form rr <checked1> ||:|
Additional Lesion Treatment Form addlesn <checked1>
Other (specify) other <checked1> ||
otherf (ve, 100)

narrtext (vc, 200)

text2 (vc, 200)
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: NarrV2
PT: NarrV2
Panel: Narr

dfolan
othspec (vc, 50)

dfolan
Blinang <checked1>

dfolan
LesnTx <checked1>

dfolan
contact <checked1>

dfolan
aelog <checked1>

dfolan
discont  <checked1>

dfolan
subhosp  <checked1>

dfolan
rr <checked1>

dfolan
addlesn <checked1>

dfolan
othcrf (vc, 100)

dfolan
other <checked1>

dfolan
ra <checked1>

dfolan
pdev <checked1>

dfolan
conmed <checked1>

dfolan
term <checked1>

dfolan
indexvis <checked1>

dfolan
proc <checked1>

dfolan
Blin <checked1>

dfolan
narrtext (vc, 200)

dfolan
text2 (vc, 200)

dsnow
Highlight

dfolan
timeptV2 <interval60>

dfolan
randomiz <checked1>


PANEL: Context
c o RA L PS: Context

Site ID: Pt. No.: Randomization #:

Transfer of Patient Form F S
PS: Transfer

Instructions: When a subject moves out of the original clinic area, the original clinic should notify | ks Tr.a”Sfer
Together HCRI and the original clinic should determine if the subject can be transferred to another [iabatbbiy
clinic. |

Information from Original Clinic

visdt()
1. Date of last subject visit or contact: vismmvisddivisyy (mm/dd/yyyy)
2. Print name of person completing this form:
3. Date Transfer of Patient Form completed: transmm/transdd/transyy | (mm/dd/yyyy) | transdt()
4, Clinic Transferring to: clinic (vc, 100) clinnum (f, 3)

(Name and 3-digit Site ID)

5. Forms and medical information forwarded to the new clinic7 forward <yesno> II:| (1) YES [1@) NO

(Confirm with HCRI the name and address of CORAL coordinator to send to)

] ] ] maildt()
6.  Date mailed: wl (mm/ddTyyyy)

Original clinic: Stop here.
Mail copy of this form with copies of other CORAL forms and medical records to new clinic.

Information from New Clinic

firvisdt()
7.  Date of first visit: firvismm/firvisdd/firvisyy ] (mmy/dd/yyyy)
(Complete appropriate forms and submit to HCRI as usual.)
. formmm/formdd/formyy formdt0
8. Date this form completed: (mm/dd/yyyy)
9.  Print name of person completing this form: name2 (vc, 100)

The new clinic is to FAX this completed form to HCRI along with the appropriate follow-up forms associated with
the subject’s first visit at the new clinic.
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default


dfolan
PS: Transfer
PT: Transfer
Panel: Transfer

dfolan
PANEL: Context
PS: Context

dfolan
visdt()

dfolan
vismm/visdd/visyy

dfolan
transdt()

dfolan
transmm/transdd/transyy

dfolan
clinic (vc, 100)

dfolan
name1 (vc, 100)

dfolan
forward <yesno>

dfolan
maildt()

dfolan
mailmm/maildd/mailyy

dfolan
firvisdt()

dfolan
firvismm/firvisdd/firvisyy

dfolan
formdt()

dfolan
formmm/formdd/formyy

dfolan
name2 (vc, 100)

dfolan
clinnum (f, 3)


CORAL

IDE # G040181

Site ID:

Pt. No.: Randomization #:

SERIOUS ADVERSE EVENT REPORTING FORM

PS: SAEfax

PT: SAEfax

H laW.|

hours of knowledge of the event at 617 632-124 GEUEESRSES

Complete entire form. Fax to HCRI
. formdt()
Date of form completion: |formmm/formdd/formyy YY) Type of report: |RepType <rpt> | [7] (2) Follow-up
1. Principal Investigator (print full name): |Plname (ve, 50) |
2. Report prepared by (print full name): IPreP”ame (ve, 50) I
3. Date of event: eventmm/eventdd/eventyy i eventdt()
4, Adverse event: ae (vc, 50)
4.1. Brief description of event:
AEDescr (vc, 250)
COMPLETE ADVERSE EVENT LOG
5. Relevant tests/procedures/laboratory data (include dates): | qis (ve, 250)
6. Concomitant medications (taken at time of event): | meds (ve, 250)
7. Event details:
stntrel <relationship12> I e e
Related to Related to study Sperel srelaonship Severity of Outcome of
study drug? stent? Angioguard? Expectedness Event Event

L) Unlikely Dg; gggzﬁ:?/e or D(;) gggzﬁ:?/e or outcome <outcome18>

[Cl¢2) Possible or (1) Expected (1) Mild T RECoVETET

. E.Tgik.’le lotnum1 (vc, 15) lotnum2 (vc, 15) ) Not » sever <severity12> ) Symptoms

I continue
drugrel <relationship11> | | catnum1 (vc, 15) catnum2 (vc, 15) expect <expected> |
8. Criteria for SAE: [] | death <checked1> [] Hos| hosp <checked1>
(check all that apply) congen <checked1> |[_] Congenital abnormality O Prolonge; ;ospl;a;al prolhosp <checked1> I
t [] Othe
medsig <checked1> other <checked1> [] othspec (vc, 100)
9. Treatment administered and follow-up plan:
TxandFU (vc, 250)

10. Date this event was reported to IRB: iromm/irbdd/irbyy | | irbdt() Ij/yyyy) ] (1) Not reported |irbnd <checked1>

| HAVE REVIEWED THE INFORMATION IN THIS CASE REPORT FORM AND ALL ATTACHED DOCUMENTS AND CERTIFY THAT THE INFORMATION CONTAINED

HEREIN IS ACCURATE.

Plsig <yesno> Plsigdt()

Signature of Investigator

Date (mm/dd/yyyy)
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dfolan
Context

default

dfolan
PS: SAEfax
PT: SAEfax
Panel: SAEfax

dfolan
formmm/formdd/formyy

dfolan
formdt()

dfolan
RepType <rpt>

dfolan
PIname (vc, 50)

dfolan
Prepname (vc, 50)

dfolan
eventdt()

dfolan
eventmm/eventdd/eventyy

dfolan
ae (vc, 50)

dfolan
AEDescr (vc, 250)

dfolan
tests (vc, 250)

dfolan
meds (vc, 250)

dfolan
stntrel <relationship12>

dfolan
epdrel <relationship12>

dfolan
drugrel <relationship11>

dfolan
catnum1 (vc, 15)

dfolan
lotnum1 (vc, 15)

dfolan
lotnum2 (vc, 15)

dfolan
catnum2 (vc, 15)

dfolan
expect <expected>

dfolan
sever <severity12>

dfolan
outcome <outcome18>

dfolan
congen <checked1>

dfolan
death <checked1>

dfolan
medsig <checked1>

dfolan
hosp <checked1>

dfolan
prolhosp <checked1>

dfolan
othspec (vc, 100)

dfolan
other <checked1>

dfolan
TxandFU (vc, 250)

dfolan
irbmm/irbdd/irbyy

dfolan
irbdt()

dfolan
irbnd <checked1>

dfolan
PIsigdt()

dfolan
PIsig <yesno>

dfolan
Pg 301


PANEL: Context
C O RA L PS: Context

Site ID: Pt. No.: Randomization #:
Crossover Form Page 1 of 1
1. Date crossover request made: _|reamm/reqddireqyy | (mm/dd/yyyy) |reqdt () PS: Crossover
o R I_ PT: Crossover
2. Name of investigator requesting crossover: _|invfirst (v 25) inviast (ve 25) Panel: Crossover
Pt Last
2.1. Phone number of investigator: _|invphone (vc 25)]
(Area code)

3. Most recent laboratory data: r C
3.1. Most recent creatinine: creat (fl 8,4) Img/dl DateI creatmm/creatdd/creatyy creatdt ()
Vi Lol L/ \ |
3.2.  Most recent potassium: potas (fl8,4) | mg/gl  Date potasmm/potasdd/potasyy| | potasdt ()
(mm/dd/yyyy) |
4. Reason for crossover request: [E—
41.  Subject met a primary endpoint: 1 () YES ] NO Iendpt <yesno>
4.2.  The subject presents with anuric acute renal failure:  [] (1) YES L1@ NOIanuriC <yesno>
4.3. Complete occlusion of all arteries to the one kidney
if there is a solitary kidney or complete occlusion of all
arteries to both kidneys if there are two kidneys
documented angiographically: []¢1)YES ] 2) NO | cmplocc <yesno>
4.4. There is at least one kidney distal to a complete
occlusion that is greater than 8 cm in length: [1¢1)YES [ 1 2) NO |distal <yesno>
4.5. Other reason: []¢1)YES ] ) NO Jothreas <yesno>
{
Specify on Narrative Form (CRL 115)
5.  Has the subject been hospitalized in the last 3 months? ] () YES [] ) NO |hosp3mo <yesno>
|
| 5.1. Provjple-daiailomls A( <ed, list additional hospitalizations on Narrative Form.
hospmm/hospdd/hospyy hospdt () r . . .
PS: Hosps Date ( ) Diagnosis: __| diagnos (vc, 100)
PT: Crossover Date: / / (mm/ddlyyyy) Diagnosis:
Panel: Hosps
Date: / / (mm/dd/yyyy) Diagnosis:
6. List all hypertensive medications:
Medication | _Total Dailv Dose | Medication Total Daily Dose

PS: Hypten

med (vc, 100) dose (fl 8,4) Jdosel (fl 8,4) Imedunit (vc, 10)

PT: Crossover
Panel: Hypten

PS: Crossover1
PT: Crossover
GEUCHOICEEUEN | Date of Committee decision: decmm/decdd/decyy | (mm/dd/yyyy) |9ecdt O

CRL 305

ossover Committee approval? []¢1)YES ] @) NO |approved <yesno>
J

Version 1.0 © HCRI


dfolan
PANEL: Context
PS: Context

default


dfolan
PS: Crossover
PT: Crossover
Panel: Crossover

dfolan
endpt <yesno>

dfolan
anuric <yesno>

dfolan
cmplocc <yesno>

dfolan
distal <yesno>

dfolan
othreas <yesno>

dfolan
reqdt ()

dfolan
reqmm/reqdd/reqyy

dfolan
invfirst (vc 25)

dfolan
invlast (vc 25)

dfolan
invphone (vc 25)

dfolan
creat (fl 8, 4)

dfolan
potas (fl 8, 4)

dfolan
creatdt ()

dfolan
potasdt ()

dfolan
creatmm/creatdd/creatyy

dfolan
potasmm/potasdd/potasyy

dfolan
hosp3mo <yesno>

dfolan
approved <yesno>

dfolan
decmm/decdd/decyy

dfolan
decdt ()

default

default


default

dfolan
PS: Hosps
PT: Crossover
Panel: Hosps

dfolan
PS: Hypten
PT: Crossover
Panel: Hypten

dfolan
PS: Crossover1
PT: Crossover
Panel: Crossover

dfolan
hospmm/hospdd/hospyy

dfolan
hospdt ()

dfolan
diagnos (vc, 100)

dfolan
med (vc, 100)

dfolan
dose (fl 8, 4)

dfolan
medunit (vc, 10)

dfolan
dose1 (fl 8, 4)


CORAL

Site ID: Pt. No.: Randomization #:

- -g= - PS: NRFUNot
Non-Routine Follow-Up Notification PT: NRFUNot

Panel: NRFUNot

Please FAX this form as soon as you are aware of a CORAL subject who will be undergciing 1o
routine follow-up. Fax to 617 307-5600; ATTN: INGRID ABRAHAMSEN

formmm/formdd/formyy

1. Date form completed: / / (mm/ddiyyyy) [0
lastctmm/lastctdd/lastctyy

2. Last subject routine contact: “nm/dd/yyyy)|'astctdt()

Protocol contact interval (e.g., "6 Mo," "2 Year"):

interval (vc, 50)

3. Type of non-routine follow-up:

noncomp [] Non-compliant subject

<checked1>
Please complete a Protocol Deviation Form for the subject's FIRST non-office follow-up contact and
submit with the Contact Form.
You will receive a memo from the DCC for your records. Should the subject resume routine follow-up,
please contact the DCC.

phone 4= | Protocol-specified telephone-only follow-up, new{ newicimminewictddinewictyy m—
Date new Informed Consent signed: 7 T trrrrrad/yyyy)
Please submit the Study Drug Discontinuation Form (unless the subject has been prescribed Atacand
or Caduet as standard of care) and continue to report AEs and SAEs as you become aware of them.
Contact Forms providing any additional data should also be submitted for each phone call.

tracking . . .

<checked1> [] Protocol-specified survival tracking only, new In newic2mm/newic2dd/newic2yy oo
Date new Informed Consent signed: dlyyyy) IR
Please submit the Study Drug Discontinuation Form. No further data on this subject is expected until
study close-out, at which time a Study Exit Form should be submitted indicating the subject's survival
status.

tif
Zif,r;%;edb [] CCC notified to deactivate the voucher card number(s) for study drug(s).

4. Comments/Additional Information:

|| comments (vc, 200)

CRL

Version 1.2 © HCRI
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default

dfolan
Page 117

dfolan
PS: NRFUNot
PT: NRFUNot
Panel: NRFUNot

dfolan
formmm/formdd/formyy

dfolan
formdt()

dfolan
lastctmm/lastctdd/lastctyy

dfolan
lastctdt()

dfolan
interval (vc, 50)

dfolan
comments (vc, 200)

dfolan
noncomp <checked1>

dfolan
phone <checked1>

dfolan
tracking <checked1>

dfolan
cccnotif <checked1>

dfolan
newic1mm/newic1dd/newic1yy

dfolan
newic1dt()

dfolan
newic2dt()

dfolan
newic2mm/newic2dd/newic2yy


pageno (fl 6, 2)

visno (vc, 20)

. Site
Site ID:

subid (ve, 7) |pagerepeat (ve, 5)
_J: ORAL

visrepeat (vc, 5) PANEL: Context

Pt. No.:

Patient

PS: Context

LA
Randomization #: PtRando _

Angiographic Core Lab Renal Angiography Case Report Form

Angiographic Observation:

[] (3) Follow-up angiogram

Is subject at high risk for contrast induced nephropathy? 1@ YES

Does the subject have only one kidney?

Date of angiogram:

[1¢1)YES
angiodt() /

PS: Angio1

PT: Angio1
Panel: Angio1

[] (1) Baseline Diagnostic and post-pressure (if appropriate) angiograms (Medical RX arm)
obs <angtype> | [ (2) Baseline Diagnostic and Intervention angiograms (Stent RX arm)

— [ (1) Disease Progression Evaluation (Medical arm follg
[] (2) Restenosis Evaluation (Stent RX arm follow up)

fupang <fupang>

[]@NO nephro <yesnocnd> @

] (2) NO | OneKidney <yesnocnd> LF:J

(mm /dotfj)yw

Assessment of adherence to renal angiography methods

1. Does the angiogram comply with Renal Angiography Methods? [] (1) YES

D 2)NO comply <yesno>

[] improper I.D. / labeling
preins <checked1> |1 no pre Angioguard insertion image,

| ] no pre Angioguard removal image | prerem <checked1>
postrem <checked1> [] no post Angioguard removal image
[] technical aspects of image
motion artifact | motion <checked1>

angul <checked1>

postprs <checked1>

OOod dog

[1no

no angiogram that profiles the o
no images of intra-renal vessels |intraren <checked1>

] above and below renal arteries and renal arteries not
opacif <checked1>

no pressure tracings for 60-79% stenosis | nopress <checked1>
no post-pressure angiogram (Medical RX Arm)
only “captured” images (and not entire study) sent

poor vessel opacificatio
opacified well)

1.1. Select all applicable reasons:

label <checked1>

cquisitior] tech <checked1>

improper angulation

noflush <checked1> ||:| no flush aortogram or selective angiogram that shows entire kidneys in FOV

cat

nonative <checked1> r

nce calibration

sﬁ’ies

[] improper angiographic technique technque <checked1>

age without contrast of the calibrated marker or = 6F

ostia <checked1>

capimg <checked1>

Assessment of Aortic Disease

2. Aortic disease: | 5ortdz <aortdz>

] (1) none

L] (2) mild (minimal — scattered wall irregularities)
1 3) moderate (vessel irregularity along both aortic walls with few “clean” regions)
[] (4) severe (“coral reef”’ appearance)

version 1.0
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dfolan
PANEL: Context
PS: Context

dfolan
PtRando

dfolan
Patient

dfolan
Site

dfolan
pageno (fl 6, 2)

dfolan
visno (vc, 20)

dfolan
subid (vc, 7)

dfolan
pagerepeat (vc, 5)

dfolan
visrepeat (vc, 5)

dfolan
PS: Angio1
PT: Angio1
Panel: Angio1

default


dfolan
obs <angtype>

dfolan
fupang <fupang>

dfolan
nephro <yesnocnd>

dfolan
OneKidney <yesnocnd>

dfolan
angiodt()

dfolan
comply <yesno>

dfolan
label <checked1>

dfolan
postrem <checked1>

dfolan
prerem <checked1>

dfolan
preins <checked1>

dfolan
tech <checked1>

dfolan
technque <checked1>

dfolan
angul <checked1>

dfolan
motion <checked1>

dfolan
noflush <checked1>

dfolan
nonative <checked1>

dfolan
ostia <checked1>

dfolan
intraren <checked1>

dfolan
opacif <checked1>

dfolan
nopress <checked1>

dfolan
postprs <checked1>

dfolan
capimg <checked1>

dfolan
aortdz <aortdz>

dsnow
Note
third option of cnd added as last minute.

dsnow
Note
third option of cnd added as last minute.

cabbate
Note
1KIDNEY: Since CT item cannot begin with a #, please rename (i.e. ONEKIDNEY).

Done.  - dcs 11/3/05


iy,
pageno (fl 6, 2) visno (vc, 20) subid (vc, 7) pagerepeat (vc, 5) visrepeat (vc, 5) PANEL: Context
C O RA L PS: Context

pr————— ]

Site i
Site ID: Pt. No.: Patient Randomization #: RiRando

Angiographic Core Lab Renal Angiography Case Report Form gif :Z::gl'g:

Panel: Angio1

Angiographic Observation:

[] (1) Baseline Diagnostic and post-pressure (if appropriate) angiograms (Medical RX arm)

obs <angtype> | [ (2) Baseline Diagnostic and Intervention angiograms (Stent RX arm)

[] (3) Follow-up angiogram — [ ] (1) Disease Progression Evaluation (Medical arm follg
[] (2) Restenosis Evaluation (Stent RX arm follow up)

fupang <fupang>

Is subject at high risk for contrast induced nephropathy? 1) YES ] (2) NO | nephro <yesnocnd>
Does the subject have only one kidney? 1 (1) YES ] (2) NO | OneKidney <yesnocnd>
Date of angiogram: angiodt() / (mm /dd/ yyyy)

Assessment of adherence to renal angiography methods

1. Does the angiogram comply with Renal Angiography Methods? [] (1) YES [1 @)NO |comply <yesno>

1.1. Select all applicable reasons:

[ ] improper I.D. / labeling | iabel <checked1>
preins <checked1> |[_] no pre EPD insertion image (if appjicahlal
| ] no pre EPD removal image (if appl| prerem <checked1>
postrem <checked1> | [_] no post EPD removal image (if applicgae
[] technical aspects of image cauisitioritech <checked1>
motion artifact | motion <checked1> [] improper angiographic technique technque <checked1>
angul <checked1> improper angulation
noflush <checked1> ||:| no flush aortogram or selective angiogram that shows entire kidneys in FOV

[1no I age without contrast of the calibrated marker or = 6F
cat nce calibration

no angiogram that profiles the osi (ies | ostia <checked1>
no images of intra-renal vessels |intraren <checked1>

poor vessel opacificatio ) |1 above and below renal arteries and renal arteries not
opacified well) opacif <checked1>

if pressures performed, no post-pressure af postprs <checked1> | RX Arm)

only “captured” images (and not entire study) sent

D other, specify: - other <checked1>

Od god

capimg <checked1>

—] othspec (vc, 200)

Assessment of Aortic Disease

2. Aortic disease:| cndQ2 <checked1>

] (1) none
L] (2) mild (minimal — scattered wall irregularities)

aortdz <aortdz>

)
[] (3) moderate (vessel irregularity along both aortic walls with few “clean” regions)
[] 4) severe (“coral reef” appearance)
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dfolan
pageno (fl 6, 2)

dfolan
visno (vc, 20)

dfolan
subid (vc, 7)

dfolan
pagerepeat (vc, 5)

dfolan
visrepeat (vc, 5)

dfolan
PtRando

dfolan
PANEL: Context
PS: Context

dfolan
Patient

dfolan
Site

default

dfolan
PS: V2Angio1
PT: V2Angio1
Panel: Angio1

dfolan
fupang <fupang>

dfolan
obs <angtype>

dfolan
nephro <yesnocnd>

dfolan
OneKidney <yesnocnd>

dfolan
angiodt()

dfolan
comply <yesno>

dfolan
label <checked1>

dfolan
preins <checked1>

dfolan
postrem <checked1>

dfolan
angul <checked1>

dfolan
noflush <checked1>

dfolan
postprs <checked1>

dfolan
prerem <checked1>

dfolan
tech <checked1>

dfolan
motion <checked1>

dfolan
nonative <checked1>

dfolan
technque <checked1>

dfolan
ostia <checked1>

dfolan
intraren <checked1>

dfolan
opacif <checked1>

dfolan
capimg <checked1>

dfolan
aortdz <aortdz>

dfolan
other <checked1>

dfolan
othspec (vc, 200)

dfolan
cndQ2 <checked1>


PANEL: Context
PS: Context

CORAL Sontet__
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() @ (mm / dd / yyyy) PS: Angio2
PT: Angio2
3. Is the RIGHT kidney present? rtpres <yesnocnd> @ YES [1 @ NO @ Panel: Angio2
3
3.1. RIGHT kidney size 1. 2. 3 Final

qrkidsz1 (fl 6, 2)

1 rkidsz2 (fl 6, 2)

rkidsz3 (fl 6, 2)

rkidsz4 (fl 6, 2)

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY #2
3.2. LESION LOCATION per lesloc1 (vc, 5) lesloc2 (vc, 5)
Nomenclature — ———— — ——
3.3. Minimum lumen Diameter
(MLD) 1. — mm [ mid1 (fi6,2) || 1. mm| s 6.2)
2. G mid2 (116, 2) 2. ___mm mid6 (fl 6, 2)
3. 3. mm | mid7 (fl 6, 2)
Final |mid4 (fl 6, 2) Final _ mm mida (fl 6, 2)

3.4. Reference lumen Diameter 1. ref1 (f 6, 2) 1. mm|refs 1 6. 2)

(Ref) 2, ref2 (fl 6, 2) 2. mm ref6 (11 6, 2)
3. ref3 (fl 6, 2) 3. mm | ref7 (fl 6, 2)
Final ref4 (fl 6, 2) Final mm ref8 (fl 6, 2)

3.5. % STENOSIS stenta (fl 6, 2) sten3a (fl 6, 2) "jenSa (fl6,2) lsten?a (6, 2)

sten2a (i 6,2) | Ystenda (fl 6, 2) sten6a (fl 6, 2) _| sten8a (fl 6, 2)
3.6. Lesion Length 1. lesl1 (f16,2) || 1. mmi lesl5 (fl 6, 2) m
2. lesl2 (1 6, 2) 2. mm lesl6 (fl 6, 2)
3. lesi3 (16,2) || 3. mml lesl7 (1 6, 2)
Final [lesi4(f6,2) Final mm lesl8 (1 6, 2)
3.7. Distance from ostium to _ ,
first renal artery branch eIt (e 2 |mm dist2 (fl 6, 2) | mm

3.8. CHARACTERISTICS
3.8.1. Calcified? calcl <yesno> [Jcalo2 <yesno> |
382 Concentric? conc1 <yesno> conc2 <yesno>
3.8.3. Eccentric? eccl <yesno> ecc2 <yesno>
384. Smooth? — - smth1 <yesno> smth2 <yesno> 2 —vooo
3.8.5. Ulcerated? ulet <yesno @) NO [T() YES /

3.9. TIMI FLOW et L2y (artial) ]o (partial)
PRE-pressure pr{pretimi1 <timi>  |(complete) | [] 1 |pretimi2 <timi> |(complete)
measurement oD e

3.10. PRESSURE GRADIENTS Aorta kidney gradient | Aorta kidney gradient

(mm HG)
3.10.1. Peak Systolic aorpk1 (f1 6, 2) | kidpk1 (1 6, 2) Igrapk1 (f1 6, 2)] aorpk2 (fl 6, 2) | kidpk2 (fl 6, 2) f grapk2 (fl 6, 2)
3.10.2. Mean Pressure aormn1 (f1 6, 2) f kidmn1 (i 6, Zﬁgramm (fl 6, 2) Jaormn2 (fl 6, 2) | Kidmn2 (fl 6, 2) Igramn2 (fe, 2)}
3.10.3. Diastolic aordiat (116, 2) | kiddiat (1 6, 2) |aradiat (16, 2) |aordiaz (1 6, 2)| kiddia2 (1 6, 20| gracia2 (16, 2
3.11. TIMI FLOW . .
) [10¢( partial) (10 (n rtial)

Medical Rx Arm ONLY posttimi1 <timi> posttimi2 <timi>

POST-pressure 11 ¢( complete) | []1 (ml pbmplete)

measurement
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dfolan
PANEL: Context
PS: Context

default

dfolan
PS: Angio2
PT: Angio2
Panel: Angio2

dfolan
angiodt()

dfolan
rtpres <yesnocnd>

dfolan
rkidsz1 (fl 6, 2)

dfolan
rkidsz4 (fl 6, 2)

dfolan
rkidsz3 (fl 6, 2)

dfolan
rkidsz2 (fl 6, 2)

dfolan
lesloc1 (vc, 5)

dfolan
lesloc2 (vc, 5)

dfolan
mld1 (fl 6, 2)

dfolan
mld4 (fl 6, 2)

dfolan
mld3 (fl 6, 2)

dfolan
mld2 (fl 6, 2)

dfolan
mld8 (fl 6, 2)

dfolan
mld7 (fl 6, 2)

dfolan
mld6 (fl 6, 2)

dfolan
mld5 (fl 6, 2)

dfolan
ref1 (fl 6, 2)

dfolan
ref4 (fl 6, 2)

dfolan
ref3 (fl 6, 2)

dfolan
ref2 (fl 6, 2)

dfolan
ref8 (fl 6, 2)

dfolan
ref7 (fl 6, 2)

dfolan
ref6 (fl 6, 2)

dfolan
ref5 (fl 6, 2)

dfolan
sten1a (fl 6, 2)

dfolan
sten4a (fl 6, 2)

dfolan
sten3a (fl 6, 2)

dfolan
sten2a (fl 6, 2)

dfolan
sten8a (fl 6, 2)

dfolan
sten7a (fl 6, 2)

dfolan
sten6a (fl 6, 2)

dfolan
sten5a (fl 6, 2)

dfolan
lesl1 (fl 6, 2)

dfolan
lesl4 (fl 6, 2)

dfolan
lesl3 (fl 6, 2)

dfolan
lesl2 (fl 6, 2)

dfolan
lesl8 (fl 6, 2)

dfolan
lesl7 (fl 6, 2)

dfolan
lesl6 (fl 6, 2)

dfolan
lesl5 (fl 6, 2)

dfolan
dist1 (fl 6, 2)

dfolan
dist2 (fl 6, 2)

dfolan
calc1 <yesno>

dfolan
calc2 <yesno>

dfolan
ulc1 <yesno>

dfolan
smth1 <yesno>

dfolan
ecc1 <yesno>

dfolan
conc1 <yesno>

dfolan
conc2 <yesno>

dfolan
ecc2 <yesno>

dfolan
smth2 <yesno>

dfolan
ulc2 <yesno>

dfolan
pretimi1 <timi>

dfolan
pretimi2 <timi>

dfolan
posttimi1 <timi>

dfolan
posttimi2 <timi>

dfolan
aorpk1 (fl 6, 2)

dfolan
kidpk1 (fl 6, 2)

dfolan
grapk1 (fl 6, 2)

dfolan
aormn1 (fl 6, 2)

dfolan
aordia1 (fl 6, 2)

dfolan
aordia2 (fl 6, 2)

dfolan
aorpk2 (fl 6, 2)

dfolan
kidpk2 (fl 6, 2)

dfolan
grapk2 (fl 6, 2)

dfolan
aormn2 (fl 6, 2)

dfolan
kidmn1 (fl 6, 2)

dfolan
gramn1 (fl 6, 2)

dfolan
kiddia1 (fl 6, 2)

dfolan
gradia1 (fl 6, 2)

dfolan
kidmn2 (fl 6, 2)

dfolan
kiddia2 (fl 6, 2)

dfolan
gramn2 (fl 6, 2)

dfolan
gradia2 (fl 6, 2)

dsnow
Note
third option of cnd added at last moment.

cabbate
Note
Date of Angiogram: In the case that angio panels will be merged into a single SAS panel, angio dates should be renamed uniquely across panels.
Why is that necessary, if they're all supposed to be the same?  - dcs 11/3/05
OK, just keep in mind that if they are different for some reason SAS will only store 1 date - you may want to include an edit check to ensure that these dates are the same prior to exporting to SAS (CA 11/8/05)

Edit checks haven't been written yet, but usually include cross panel date comparisons to ensure that they're the same.  - dcs 11/10/05

cabbate
Note
RKIDSZ1, etc: For consistency with the other items on this page, should these items be renamed as KIDSZ1, etc?
It contrasts with the Lkidsz1 two pages down.  - dcs 11/3/05

cabbate
Note
ANGIODT: Is it necessary to have a 3-part date, or are you expecting a complete date?

I'm expecting a complete date.  The site sends the films which have the full dates, and the core lab shouldn't need to give partial dates.  - dcs 11/10/05

cabbate
Note
Per peer review, codelist TIMI has codes 1-4, but CRF has codes 0-3; it may be easier for DE if the codelist codes are updated to match the CRF.

Updated codelist.  - dcs 11/29/05

dfolan
sten2 (f 5)

dfolan
sten4 (f 5)

dfolan
sten1 (f 5)

dfolan
sten3 (f 5)

dfolan
sten5 (f 5)

dfolan
sten7 (f 5)

dfolan
sten6 (f 5)

dfolan
sten8 (f 5)


PANEL: Context
C O RA L PS: Context

UVA LUHS
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() (mm / dd / yyyy) PS: V2Angio2
PT: V2Angio2
3. Is the RIGHT kidney present? rtpres <yesnocnd> | [] (1) YES ] @NO [ (3) CND [ZERE R iley
J
3.1, Rlqcnda3st <checked1> | Jrkiasz1 (@6, 2) | 2 {riaszz (6, 2) 3| rkidsz3 (i 6, 2) Final} issz4 (6, 2)
Is a stenotic lesion present? i 1) YES L] @ NO — skip p=—= -
(>/= 60% MINUS 1.8 SD) J Rstenles <yesnocnd>
STENOTIC MAIN ARTERY #1 STENOTIC MAIN ARTERY #2
3.2. LESION LOCATION per lesloc1 (vc, 5) lesloc2 (vc, 5)
Nomenclature
3.3. Minimum lumen Diameter

moa

(MLD) (fl 6, 2)

mld2 (fl 6, 2)

1 mid4 (1l 6, 2)

| mid1

mid5 (fl 6, 2) |n mld6 (fl 6, 2)

mid3 (fl 6, 2)

inalf mid7 (fi 6, 2) iy mid8 (1 6, 2)

3.4. Reference lumen Diameter

1.
(Ref) ref2 (f16,2) [l ("% 2) o P 082 et 16, 2)
‘ ref3 (fl 6, 2) 3.
ref4 (16, 2) Fina||ref7(ﬂ6’2) :IrefB(ﬂG,Z) |
3.5. % STENOSIS . 1
stenta (fl6,2) [sten3a (fi6, 2) sten5a (fl6,2)  H ien7a (6, 2)

()4

H sten2a (fl 6, 2) |sten4a (fl 6, 2)

sten6a (f1 6, 2) []sten8a (fl 6, 2)

3.6. Lesion Length 1 lesl1 (fl 6. 2 1
2 lesl2 (fl 6, 2) (6, 2) 2 lesl5 (fl 6, 2) | lesl6 (f16, 2)
3. lesl3 (fl 6, 2) 3.
Final |lesi (16.2) | Final|'®s!” (6. 2) :IlesIS (6,2)
3.7. Distance from ostium to _
3.8. CHARACTERISTICS
3.8.1. Calcified? calc1 <yesnocnd> | dedeiastli = calc2 <yesnocnd>
3.8.2. Concentric? conc1 <yesnocnd> | conc2 <yesnocnd>
3.8.3. Eccentric? ecct <yesnocnd> ey ecc2 <yesnocnd>
3.8.4. Smooth? smth1 <yesnocnd> | |smth2 <yesnocnd> =
3.8.5. Ulcerated? ulc1 <yesnocnd> =TT 2TV HEORI=S ulc2 <yesnocnd>
| |

3.9. TIMI FLOW [T0 a2 (partial) | [0 (partial)
PRE-pressure [ 1 Jpretimit <timi>  |(complete) | [] 1 {pretimi2 <timi> [complete)

measurement
LT OCIND

3.10. PRESSURE GRADIENTS

(mm HG) Aorta kidney gradient | Aorta kidney radient
3.10.1. Peak Systolic aorpk1 (fl 6, 2) § kidpk1 (fl 6, 2) | grapk (fl 6, 2)Iaorpk2 (16, 2) |kidpk2 (fi 6, 2) §9rark2 (1 6, 2)
3.10.2. Mean Pressure aormn1 (116, 2) lkidmn1 (i 6, 2] gramn1 (i 6, 2)f aormn2 (71 6, 2) | Kidmn2 (f1 6, 2) pgramn2 (7l 6, 2)
3.10.3. Diastolic aordiat (11 6, 2) | kiddia1 (116, 2) | aradiat (i 6, 2) | aordia2 (1 6, 2)] kiddia2 (1 6, 2) | gradia2 (f 6, 2)
3.11. TIMI FLOW . .
Medical Rx Arm ONLY E? goow Z(pa”'al') t E?(” fow) 12100 ”'all) t
measurement
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: V2Angio2
PT: V2Angio2
Panel: Angio2

dfolan
angiodt()

dfolan
rtpres <yesnocnd>

dfolan
rkidsz1 (fl 6, 2)

dfolan
rkidsz2 (fl 6, 2)

dfolan
rkidsz3 (fl 6, 2)

dfolan
rkidsz4 (fl 6, 2)

dfolan
Rstenles <yesnocnd>

dfolan
lesloc1 (vc, 5)

dfolan
lesloc2 (vc, 5)

dfolan
mld1 (fl 6, 2)

dfolan
mld3 (fl 6, 2)

dfolan
mld2 (fl 6, 2)

dfolan
mld4 (fl 6, 2)

dfolan
ref1 (fl 6, 2)

dfolan
ref3 (fl 6, 2)

dfolan
ref2 (fl 6, 2)

dfolan
ref4 (fl 6, 2)

dfolan
sten1a (fl 6, 2)

dfolan
sten3a (fl 6, 2)

dfolan
sten2a (fl 6, 2)

dfolan
sten4a (fl 6, 2)

dfolan
lesl1 (fl 6, 2)

dfolan
lesl3 (fl 6, 2)

dfolan
lesl2 (fl 6, 2)

dfolan
lesl4 (fl 6, 2)

dfolan
dist1 (fl 6, 2)

dfolan
mld5 (fl 6, 2)

dfolan
mld7 (fl 6, 2)

dfolan
mld6 (fl 6, 2)

dfolan
mld8 (fl 6, 2)

dfolan
ref5 (fl 6, 2)

dfolan
ref7 (fl 6, 2)

dfolan
ref6 (fl 6, 2)

dfolan
ref8 (fl 6, 2)

dfolan
sten7a (fl 6, 2)

dfolan
sten8a (fl 6, 2)

dfolan
sten6a (fl 6, 2)

dfolan
sten5a (fl 6, 2)

dfolan
lesl5 (fl 6, 2)

dfolan
lesl7 (fl 6, 2)

dfolan
lesl6 (fl 6, 2)

dfolan
lesl8 (fl 6, 2)

dfolan
dist2 (fl 6, 2)

dfolan
calc1 <yesnocnd>

dfolan
ecc1 <yesnocnd>

dfolan
ulc1 <yesnocnd>

dfolan
conc1 <yesnocnd>

dfolan
smth1 <yesnocnd>

dfolan
aorpk1 (fl 6, 2)

dfolan
aormn1 (fl 6, 2)

dfolan
aordia1 (fl 6, 2)

dfolan
kidpk1 (fl 6, 2)

dfolan
kidmn1 (fl 6, 2)

dfolan
kiddia1 (fl 6, 2)

dfolan
posttimi1 <timi>

dfolan
grapk1 (fl 6, 2)

dfolan
gramn1 (fl 6, 2)

dfolan
gradia1 (fl 6, 2)

dfolan
posttimi2 <timi>

dfolan
aordia2 (fl 6, 2)

dfolan
aormn2 (fl 6, 2)

dfolan
aorpk2 (fl 6, 2)

dfolan
kidpk2 (fl 6, 2)

dfolan
kidmn2 (fl 6, 2)

dfolan
kiddia2 (fl 6, 2)

dfolan
gradia2 (fl 6, 2)

dfolan
gramn2 (fl 6, 2)

dfolan
grapk2 (fl 6, 2)

dfolan
pretimi2 <timi>

dfolan
pretimi1 <timi>

dfolan
smth2 <yesnocnd>

dfolan
conc2 <yesnocnd>

dfolan
calc2 <yesnocnd>

dfolan
ecc2 <yesnocnd>

dfolan
ulc2 <yesnocnd>

dfolan
cndQ31 <checked1>


PANEL: Context
co RAL PS: Context

WA LU

Site ID: Pt. No.: Randomization #:

Date of angiogram: angiodt() (mm /dd/yyyy) PS: Angio3

PT: Angio3
STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTER) b

3.12. COMPLICATIONS
Medical Rx Arm only - post-pr nent

3.12.1. Dissection? dissect <yesno> | pimatica J] dissect2 <yesno>

3.12.1.1. Flow limiting? jr—meamd=c '.ﬂom <yesno> Canzms—— | flow2 <yesno>
3.12.2. Occlusion? occl1 <yesno> . occl2 <yesno> .

3.12.2.1. Main RA? [1c) YES S N = H."‘a'”z SR

3.12.2.2. Branch bran1 <yesno> [T 2)yNO bran2 <yesno> [1(2)NO
vessel? |— I—
3.12.3. Embolus? [ PNEVT =T |emb1 <yesno> | 1 VES Iemb2 <yesno>

3.12.4. Thrombus? throm1 <yesno> | [=lutasl |throm2 <yesno> |
3.12.5. Spasm? e spasm1 <yesno> _ | spasm2 <yesno>
3.12.6. Wire perforation? wire1 <yesno> wire2 <yesno>

3.12.7. Vessel rupture? —_— rupt1 <yesno> baneur2 <yesno» rupt2 <yesno>
3.12.8. Pseudoaneurysm? paneurt <yesno> ™ (o) NO TN

Assessment of RIGHT RENAL ISCHEMIA

totrt (f, 5)

4. What is the total number of right renal arteries seen?

If more than one right renal artery, please define the status of all NON-TREATED arteries (not previously defined
above).

A main renal artery(s) is/are defined as a renal artery having a diameter of 2 3.5 mm and supplying = 50% of kidney

An accessory renal artery(s) is/are defined as a renal artery having a diameter of < 3.5 mm or supplying < 50% of kidney.

RENAL ARTERY
I(_r(e)f(e:'rb\gloe':ion rnlart1 (ve, 5) rnlart2 (vc, 5) rnlart3 (vc, 5)
identification
nomenclature) stat1 <patenc>
[]¢)open (0-59% []¢)open (0-59% []¢)open (0-59%
stenosis) £ ol :
[ ) narrowed (60 - 99% | [ (4stat2 <patenc> |} 99% | [] (2)] stat3 <patenc> |99%
StenOSiS) STeTTOSTS)
4.1 Patenc [ (3) totally occluded [ (3) totally occluded [ (3) totally occluded
| .Status y [ (4) CND - why? [ (4) CND - why? [ (4) CND - why?
_Jend1 (ve,100) | cnd2 (ve, 100) _lend3 (ve,100) |

4.2. Is the entire right kidney ischemic ?  |cnd11<yesnocnd> |1 (1) YES 1@ NO []@3)CND
where ischemia is defined as ALL ren = N2
arteries are narrowed by = 60% L,,——J

Why?

cnd4 (vc, 100)
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dfolan
PANEL: Context
PS: Context

default

dfolan
PS: Angio3
PT: Angio3
Panel: Angio3

dfolan
angiodt()

dfolan
dissect1 <yesno>

dfolan
dissect2 <yesno>

dfolan
flow1 <yesno>

dfolan
flow2 <yesno>

dfolan
occl1 <yesno>

dfolan
main1 <yesno>

dfolan
bran1 <yesno>

dfolan
emb1 <yesno>

dfolan
throm1 <yesno>

dfolan
spasm1 <yesno>

dfolan
occl2 <yesno>

dfolan
main2 <yesno>

dfolan
bran2 <yesno>

dfolan
emb2 <yesno>

dfolan
throm2 <yesno>

dfolan
spasm2 <yesno>

dfolan
wire1 <yesno>

dfolan
rupt1 <yesno>

dfolan
paneur1 <yesno>

dfolan
paneur2 <yesno>

dfolan
rupt2 <yesno>

dfolan
wire2 <yesno>

dfolan
totrt (f, 5)

dfolan
rnlart1 (vc, 5)

dfolan
rnlart2 (vc, 5)

dfolan
rnlart3 (vc, 5)

dfolan
stat1 <patenc>

dfolan
stat2 <patenc>

dfolan
stat3 <patenc>

dfolan
cnd1 (vc, 100)

dfolan
cnd3 (vc, 100)

dfolan
cnd2 (vc, 100)

dfolan
cnd11<yesnocnd>

dfolan
cnd4 (vc, 100)

cabbate
Note
4.2, CND1: This item name conflicts with an item above; please rename.

Done.  - dcs 11/3/05


PANEL: Context
PS: Context
LIWA LS

CORAL

Site ID: Pt. No.: Randomization #:

Date of angiogram: angiodt() (mm / dd / yyyy) PS: V2Angio3

PT: V2Angio3
Panel: Angio3

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY

3.12. COMPLICATION| . .4a312 <checked1>
Medical Rx Arm Grrmy
3.12.1. Dissection?

3.12.1.1. Flow limiting? ==
3.12.2. Occlusion? occl1 <yesnocnd>

3.12.2.1. Main RA?

3.12.2.2. Branch

oS nt
dissect1 <yesnocnd> o A

['P=N

dissect2 <yesnocnd> E

flow2 <yesnocnd>

AVA i . ) - — - ——

occl2 <yesnocnd>

main1 <yesnocnd>
=TT

main2 <yesnocnd>

Elflow1 <yesnocnd>

LD TCY LIl T

bran1 <yesnocnd>

[1 2)NO

vessel?

3.12.3. Embolus?

4 \/—C

3.12.4. Thrombus?

emb1 <yesnocnd> ||

throm1 <yesnocnd>

3.12.5. Spasm?

3.12.6. Wire perforation?

wire1 <yesnocnd>

L (DV NI )

1l VYES

throm2 <yesnocnd>

|bran2 <yesnocnd> |7 (2 NO

emb2 <yesnocnd>

L /DN NI )

spasm1 <yesnocnd>

wire2 <yesnocnd>

3.12.7. Vessel rupture?

3.12.8. Pseudoaneurysm?

paneur1 <yesnocnd>

rupt1 <yesnocnd>

spasm2 <yesnocnd>

|ru t2 <yesnocnd>
paneur2 <yesnocnd pLe =y

Assessment of RIGHT RENAL ISCHEMIA

totrt (f, 5)

4. What is the total number of right renal arteries seen?

If more than one right renal artery, please define the status of all NON-TREATED arteries (not previously defined
above).

A main renal artery(s) is/are defined as a renal artery having a diameter of 2 3.5 mm and supplying = 50% of kidney

An accessory renal artery(s) is/are defined as a renal artery having a diameter of < 3.5 mm or supplying < 50% of kidney.

RENAL ARTERY
LOCATION
(refer to lesion
identification
nomenclature)

rnlart1 (vc, 5)

rnlart2 (vc, 5) rnlart3 (vc, 5)

1 (1) open (0 —59%

1 (1) open (0 —59%

Lle
SIETOSIS)

1 (1) open (0 —59%

" .
STIT1UOIOo)

stat1 <patenc> | 999, L 99% [ (2)] stat3 <patenc> |99%

2 stat2 <patenc>

—

4.1. Patency
Status

[] (3) totally occluded
] (4) CND - why?

_Jend1 (ve, 100)

[] (3) totally occluded
] (4) CND - why?

cnd2 (vc, 100)

[] (3) totally occluded
] (4) CND - why?

cnd3 (vc, 100)

4.2. Is the entire right kidney ischemic ?
where ischemia is defined as ALL rendr

cnd11<yesnocnd>

[1¢1)YES

arteries are narrowed by =2 60% MINUS 1.8
standard deviation (or 11.88%, i.e. > 48.12%)

and or a systolic translesion gradient >/= 20mmHg

Why?

OR >/=70% MINUS 1.8 SD (15.84%, i.e. >/= 64.16%)
with no pressures measured will be considered ischemic
if only one renal artery to that side.

Version 2.0 12-22-2006
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dfolan
PANEL: Context
PS: Context

default


dfolan
angiodt()

dfolan
PS: V2Angio3
PT: V2Angio3
Panel: Angio3

dfolan
dissect1 <yesnocnd>

dfolan
occl1 <yesnocnd>

dfolan
bran1 <yesnocnd>

dfolan
throm1 <yesnocnd>

dfolan
wire1 <yesnocnd>

dfolan
paneur1 <yesnocnd>

dfolan
flow1 <yesnocnd>

dfolan
main1 <yesnocnd>

dfolan
emb1 <yesnocnd>

dfolan
spasm1 <yesnocnd>

dfolan
rupt1 <yesnocnd>

dfolan
dissect2 <yesnocnd>

dfolan
occl2 <yesnocnd>

dfolan
bran2 <yesnocnd>

dfolan
throm2 <yesnocnd>

dfolan
wire2 <yesnocnd>

dfolan
paneur2 <yesnocnd>

dfolan
flow2 <yesnocnd>

dfolan
main2 <yesnocnd>

dfolan
emb2 <yesnocnd>

dfolan
spasm2 <yesnocnd>

dfolan
rupt2 <yesnocnd>

dfolan
totrt (f, 5)

dfolan
rnlart1 (vc, 5)

dfolan
stat1 <patenc>

dfolan
rnlart2 (vc, 5)

dfolan
stat2 <patenc>

dfolan
rnlart3 (vc, 5)

dfolan
stat3 <patenc>

dfolan
cnd1 (vc, 100)

dfolan
cnd2 (vc, 100)

dfolan
cnd3 (vc, 100)

dfolan
cnd4 (vc, 100)

dfolan
cnd11<yesnocnd>

dfolan
cndQ312 <checked1>

dsnow
Highlight


PANEL: Context
PS: Context

CORAL deorior i
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() |/ (mm / dd / yyyy) PS: Angio4
PT: Angio4
5. Is the LEFT kidney present? ltpres <yesnocnd> | 1) YES O @ NO @ Panel: Angio4
v
5.1. LEFT kidney size 1. _Yyise1 16, 2) | 2| iidszo (6, 2) 3 Jiidszs @6, 2) | FIMal__Liigsz4 (6, 2)
STENOTIC MAIN ARTERY #1 STENOTIC MAIN ARTERY #2
5.2. LESION LOCATION per llesloc1 (vc, 5) llesloc2 (vc, 5)
Nomenclature — —— —] —
5.3. Minimum lumen Diameter 1 mm
. Imld1 (fl 6, 2 -
(MLD) 2. |md2(f6, 2) me J m I (i Imidé (fl 6, 2)
3. Imld3 (fl 6, 2) m{ Imld7 (fl 6, 2)
etoret it o) Fina| ™24 (6.2 Final mm Imids (fl 6, 2)
5.4. Reference lumen Diameter 1 Iref1 (16,2) | ¢ mn{irefs (1 6, 2)
Jotenai-5) (Ref) 2. Iref2 (fl 6, 2) a0 2. mny Iref6 (fl 6, 2)
3. Iref3 (fl6,2) | 3 mnl Iref7 (fl 6, 2)
tster3{+5) Final |'ref4 (16, 2) Final mn Iref8 (fl 6, 2)
5.5. Lesion Length
tstendF5) g ; llesl1 (fl 6, 2) |2 lesi2 (f1 6, 2) Yresis fie.2) |- llesl6 (fl 6, 2)
3. 3. llesI8 (fl 6, 2)
|‘S*°ﬂ5+f'5? Finalnesm (M6, 2)|: lesi3 (16, 2) FinJ”eS” e mﬂjt
5 .
oten6-(-5) 5.6. % Stenosis j istenta (f16,2) [Astenza (16, 2) Isten5a (f 6, 2) | |istena (fi 6, 2)
L =
Isten?+£5; ilstenZa 16.2) Plistenda e, 2) || |1stensa e, 2) | ::Stensa (6,2)
tsters~<5y) | 5.7. Distance from ostium to first ) ;
renal artery branch \dist1 (116, 2) | mm \dist2 (716 2)| mm
5.8. CHARACTERISTICS
58.1. Calcified? Icalc1 <yesno> Icalc2 <yesno>
582. Concentric? Iconc1 <yesno> Iconc2 <yesno>
5.8.3. Eccentric? lecct <yesno> lecc2 <yesno>
5.8.4. Smooth? i Ismth1 <yesno> Ismth2 <yesno>
5.8.5. Ulcerated? o @ NO [T(H VES e e
59 TIMI FLOW I:l 0 £l AN - (partlal) I:l O na flow) 192 (partlal)
PRE-pressure [ 1 |leretimit <timi> | (complete) | [ 1 |ipretimi2 <timi> |(complete)
measurement oD I
5.10. PRESS['('ernﬂé?DIENTS Aorta kidney gradient | Aorta kidney gradient
5.10.1. Peak Systolic iaorpki (16, 2) Jiiapkt (16, 2) |iarapkt (@ 6. 2) laorpk2 (1 6, ikiapke (716, 2)|irapke (7 6, 2)
5.10.2. Mean Pressure |11 6 2) lgramn’ (1l 6, 2) laormn2 (fl 6,  Ikidmn2 (16, 2) Jigramn2 (f1 6, 2)
: .
5.10.3. Diastolic laordia (16, 2) [ikiddiat (7 6, 2)|lgradial (16, aordia2 (7 6, 2)| Iiddia2 (1 6, 2)|I9radi32 (16.2)
5.11. TIMI FLOW S .
) [10¢( — _ [partial) (10 (n = prtial)
M%gi)r(eégrg ey [ 1 (| Postmi <tm™ Jeomplete) | [ 1 (rnl'p°3“'m'2 <im> bmplete)
measurement
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dfolan
PANEL: Context
PS: Context

default

dfolan
PS: Angio4
PT: Angio4
Panel: Angio4

dfolan
angiodt()

dfolan
ltpres <yesnocnd>

dfolan
lkidsz2 (fl 6, 2)

dfolan
lkidsz1 (fl 6, 2)

dfolan
lkidsz3 (fl 6, 2)

dfolan
lkidsz4 (fl 6, 2)

dfolan
llesloc2 (vc, 5)

dfolan
llesloc1 (vc, 5)

dfolan
lmld1 (fl 6, 2)

dfolan
lmld3 (fl 6, 2)

dfolan
lmld2 (fl 6, 2)

dfolan
lmld4 (fl 6, 2)

dfolan
lmld5 (fl 6, 2)

dfolan
lmld7 (fl 6, 2)

dfolan
lmld6 (fl 6, 2)

dfolan
lmld8 (fl 6, 2)

dfolan
lref1 (fl 6, 2)

dfolan
lref3 (fl 6, 2)

dfolan
lref2 (fl 6, 2)

dfolan
lref4 (fl 6, 2)

dfolan
lref5 (fl 6, 2)

dfolan
lref7 (fl 6, 2)

dfolan
lref6 (fl 6, 2)

dfolan
lref8 (fl 6, 2)

dfolan
lsten2a (fl 6, 2)

dfolan
lsten4a (fl 6, 2)

dfolan
lsten1a (fl 6, 2)

dfolan
lsten3a (fl 6, 2)

dfolan
lsten5a (fl 6, 2)

dfolan
lsten7a (fl 6, 2)

dfolan
lsten6a (fl 6, 2)

dfolan
lsten8a (fl 6, 2)

dfolan
llesl1 (fl 6, 2)

dfolan
llesl3 (fl 6, 2)

dfolan
llesl2 (fl 6, 2)

dfolan
llesl4 (fl 6, 2)

dfolan
ldist1 (fl 6, 2)

dfolan
ldist2 (fl 6, 2)

dfolan
llesl5 (fl 6, 2)

dfolan
llesl7 (fl 6, 2)

dfolan
llesl6 (fl 6, 2)

dfolan
llesl8 (fl 6, 2)

dfolan
laorpk1 (fl 6, 2)

dfolan
laormn1 (fl 6, 2)

dfolan
laordia1 (fl 6, 2)

dfolan
lposttimi1 <timi>

dfolan
lkiddia1 (fl 6, 2)

dfolan
lkidmn1 (fl 6, 2)

dfolan
lkidpk1 (fl 6, 2)

dfolan
lgrapk1 (fl 6, 2)

dfolan
lgramn1 (fl 6, 2)

dfolan
lgradia1 (fl 6, 2)

dfolan
laorpk2 (fl 6, 2)

dfolan
laormn2 (fl 6, 2)

dfolan
laordia2 (fl 6, 2)

dfolan
lposttimi2 <timi>

dfolan
lkiddia2 (fl 6, 2)

dfolan
lkidmn2 (fl 6, 2)

dfolan
lkidpk2 (fl 6, 2)

dfolan
lgrapk2 (fl 6, 2)

dfolan
lgramn2 (fl 6, 2)

dfolan
lgradia2 (fl 6, 2)

dfolan
lcalc1 <yesno>

dfolan
lecc1 <yesno>

dfolan
lulc1 <yesno>

dfolan
lpretimi1 <timi>

dfolan
lconc1 <yesno>

dfolan
lsmth1 <yesno>

dfolan
lconc2 <yesno>

dfolan
lsmth2 <yesno>

dfolan
lcalc2 <yesno>

dfolan
lecc2 <yesno>

dfolan
lulc2 <yesno>

dfolan
lpretimi2 <timi>

dsnow
Note
third option of cnd added at last moment.

dfolan
lsten1 (f 5)

dfolan
lsten2 (f 5)

dfolan
lsten3 (f 5)

dfolan
lsten4 (f 5)

dfolan
lsten5 (f 5)

dfolan
lsten6 (f 5)

dfolan
lsten7 (f 5)

dfolan
lsten8 (f 5)


PANEL: Context
C O RA L PS: Context

UVA LUHS
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() |/ (mm / dd / yyyy) PS: V2Angio4
PT: V2Angio4
5. Is the LEFT kidney present? ltpres <yesnocnd> | ;) YES C0@NO [ (3) CND [N e Y
v

5.1. LEHcndas1 <checkedt> | Yiigsz1 16, 2) | 2| iidszz (6, 2) 3 diidszs 116, 2) | FIN@ Y iidsza (i 6, 2)

Is a stenotic lesion present? i 1) YES L] 2) NO —> SKijmminmi =

(>/= 60% MINUS 1.8 SD) J Lstenles <yesnocnd>

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY #2

5.2. LESION LOCATION per llesloci (vc, 5) llesloc2 (vc, 5)
Nomenclature — —— —] —
5.3. Minimum lumen Diameter 1.
(MLD) Imid1 (fl 6, 2) "Imld2 6, 2) o Imld5 (fl 6, 2) ImlId6 (fl 6, 2)
%M_ Imld4 (fl 6, 2) I?:’ln Imld7 (fl 6, 2) ImId8 (fl 6, 2)
5.4. Reference lumen Diameter 4
(Ref) ref1 (16.2) — :llrefz (16, 2) Jiref5 (16,2)  [H{irefs (fi 6, 2)
I
Iref3 (f16,2) [ rllref4 (fie, 2) Iref7 (fl 6, 2) Iref8 (fl 6, 2)

5.5. Lesion Length

llesl6 (fl 6, 2)

llesI8 (fl 6, 2)

;' |Ilesl1 (fl6,2) |l llesl2 (f1 6, 2) llesl5 (1 6, 2)
3.
Fi EI”GS'3 (f6.2) Hiiesi4 (1 6, 2) llesI7 (fl 6, 2)

5

5.6. % Stenosis

1 i1stenta (fi 6, 2 1
4 sten1a ( ) Isten2a (fl 6, 2) 7 Isten5a (fl 6, 2) I~ 1 |sten6a (1 6,2)
3
532 (M6.2) Hisienda fis,2) || |isten7a(i6,2) |[lstensa (6, 2)
5.7. Distance from ostium to first , _
renal artery branch \dist1 (fl 6, 2)} mm Idist2 (fl 6, 2) | mm
5.8. CHARACTERISTICS
58.1. Calcified? Icalc1 <yesnocnd> = V=N | — OT=7 Icalc2 <yesnocnd>
5.8.2. Concentric? LI YES Iconc1 <yesnocnd>] Iconc2 <yesnocnd> —
5.8.3. Eccentric? lecc1 <yesnocnd> S — V== '
5.8.4. Smooth? T Ismth1 <yesnocnd> || lsmth2 <yesnocnd> [
5.8.5. Ulcerated? lulc1 <yesnocnd> | T TN ! EEORIRS ] lulc2 <yesnocnd>
59. T"\;')'RTE'-OW [70 (noflow) [ 12 (partial) | [0 (noflow) [ 12 (partial)
meaézzfnsg: L1 Qioretimit <timi>  fcomplete) | L1 1]jpretimiz <timi> | (complete)
5.10. PRESSLerEIrEnC;F\é?DIENTS Aorta kidnev radiant . it
5.10.1. Peak Systolic laorpki (716, 2) [|ikidpk1 (fi 6, 2) |larapk1 (71 6, 2)|laorpka (fi 6, 2 'kidpk2 (fl 6, 2) ilgraka (fl6,2)

510.2. Mean Pressure laormn1 (16, 2) |kidmn1 (16, 2{ igramn1 (1 6, 2) laormn2 (fl 6, 4 Ikidmn2 (fl 6, 2} igramn2 (fl 6, 2)

5.10.3. Diastolic laordiat (1 6, 2) |'Kidadial (16, 2)] \gradia1 (i 6, 4120rdia2 (fl 6, A Ikiddia2 (fi 6, 4 Igradia2 (i 6, 2)
5.11. TIMI FLOW . .
Medical Rx Arm ONLY E (1) “0 flow) [ ]2 (gg:]'all()ate) E ? gnmo flow) []2 (pa)lrrgallt)ate)
POST-pressure P Iposttimi2 <timi> P
measurement

Version 2.0 12-22-2006 403


dfolan
PANEL: Context
PS: Context

default


dfolan
PS: V2Angio4
PT: V2Angio4
Panel: Angio4

dfolan
angiodt()

dfolan
ltpres <yesnocnd>

dfolan
lkidsz1 (fl 6, 2)

dfolan
lkidsz2 (fl 6, 2)

dfolan
lkidsz3 (fl 6, 2)

dfolan
lkidsz4 (fl 6, 2)

dfolan
llesloc2 (vc, 5)

dfolan
llesloc1 (vc, 5)

dfolan
lmld1 (fl 6, 2)

dfolan
lmld3 (fl 6, 2)

dfolan
lmld2 (fl 6, 2)

dfolan
lmld4 (fl 6, 2)

dfolan
lmld5 (fl 6, 2)

dfolan
lmld7 (fl 6, 2)

dfolan
lmld6 (fl 6, 2)

dfolan
lmld8 (fl 6, 2)

dfolan
lref1 (fl 6, 2)

dfolan
lref3 (fl 6, 2)

dfolan
lref2 (fl 6, 2)

dfolan
lref4 (fl 6, 2)

dfolan
lref5 (fl 6, 2)

dfolan
lref7 (fl 6, 2)

dfolan
lref6 (fl 6, 2)

dfolan
lref8 (fl 6, 2)

dfolan
llesl6 (fl 6, 2)

dfolan
llesl8 (fl 6, 2)

dfolan
llesl7 (fl 6, 2)

dfolan
llesl5 (fl 6, 2)

dfolan
llesl2 (fl 6, 2)

dfolan
llesl3 (fl 6, 2)

dfolan
llesl1 (fl 6, 2)

dfolan
llesl4 (fl 6, 2)

dfolan
lsten1a (fl 6, 2)

dfolan
lsten2a (fl 6, 2)

dfolan
lsten4a (fl 6, 2)

dfolan
lsten3a (fl 6, 2)

dfolan
lsten5a (fl 6, 2)

dfolan
lsten6a (fl 6, 2)

dfolan
lsten8a (fl 6, 2)

dfolan
lsten7a (fl 6, 2)

dfolan
ldist2 (fl 6, 2)

dfolan
ldist1 (fl 6, 2)

dfolan
Lstenles <yesnocnd>

dfolan
lcalc1 <yesnocnd>

dfolan
lecc1 <yesnocnd>

dfolan
lulc1 <yesnocnd>

dfolan
lconc1 <yesnocnd>

dfolan
lsmth1 <yesnocnd>

dfolan
lconc2 <yesnocnd>

dfolan
lsmth2 <yesnocnd>

dfolan
lcalc2 <yesnocnd>

dfolan
lecc2 <yesnocnd>

dfolan
lulc2 <yesnocnd>

dfolan
lpretimi2 <timi>

dfolan
lpretimi1 <timi>

dfolan
laorpk1 (fl 6, 2)

dfolan
laormn1 (fl 6, 2)

dfolan
laordia1 (fl 6, 2)

dfolan
lposttimi1 <timi>

dfolan
lkiddia1 (fl 6, 2)

dfolan
lkidmn1 (fl 6, 2)

dfolan
lkidpk1 (fl 6, 2)

dfolan
lgrapk1 (fl 6, 2)

dfolan
lgramn1 (fl 6, 2)

dfolan
lgradia1 (fl 6, 2)

dfolan
laorpk2 (fl 6, 2)

dfolan
laormn2 (fl 6, 2)

dfolan
laordia2 (fl 6, 2)

dfolan
lkidpk2 (fl 6, 2)

dfolan
lkidmn2 (fl 6, 2)

dfolan
lkiddia2 (fl 6, 2)

dfolan
lposttimi2 <timi>

dfolan
lgrapk2 (fl 6, 2)

dfolan
lgramn2 (fl 6, 2)

dfolan
lgradia2 (fl 6, 2)

dfolan
cndQ51 <checked1>


PANEL: Context
co RAL PS: Context

LIVA LS
Site ID: Pt. No.: Randomization #:
Date of angiogram: /| @ngiodt() (mm /dd / yyyy) PS: Angio5
PT: Angio5
STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTER) [ichahbind
5.12. COMPLICATIONS
Medical Rx Arm only - post- ment
5.12.1. Dissection? Idissect1 <yesno> —_ PN Idissect2 <yesno>
5.12.1.1. Flow [imiting? jret———t————t Iflow1 <yesno> LT VES Iflow2 <yesno>
5.12.2. Occlusion? loccl1 <yesno> Inain1 <vesnos __ loccl2 <yesno> [ [ -
5.12.2.1. Main RA? [TTTYES : =~ main® =yesno
5.12.2.2. Branch lbran1 <yesno> 1 2)NO |Ibran2 <yesno> |1 NO
vessel?
5.12.3. Embolus? 1 .o lemb1 <yesno> | NN = lemb2 <yesno>
5124 Thrombus” Ithrom1 <yesno> : I LoV T . -: Ithrom2 <yesno> Ly NICY
5.12.5. Spasm? Ispasm1 <yesno> Ispasm2 <yesno>
5.12.6. Wire perforation? lwire1 <yesno> lwire2 <yesno> [
5.12.7. Vessel rupture? (—— ] rupt1 <yesno> Ipaneur2 <yesno> {"uptz <yesno>
5.12.8. Pseudoaneurysm? Ipaneur1 <yesno> TN
Assessment of LEFT RENAL ISCHEMIA
: . Itotrt (f, 5)
6. What is the total number of left renal arteries seen?

If more than one left renal artery, please define the status of all NON-TREATED arteries (not previously defined
above).

A main renal artery(s) is/are defined as a renal artery having a diameter of 2 3.5 mm and supplying = 50% of kidney

An accessory renal artery(s) is/are defined as a renal artery having a diameter of < 3.5 mm or supplying < 50% of kidney.

RENAL ARTERY
I(_r(gf(;rb\:-c:g:ion Irnlart1 (vc, 5) Irnlart2 (vc, 5) Irnlart3 (vc, 5)
identification
nomenclature)
L1 (1) open (_0 -59% L] (1) open (O - 59% L] (1) open (O - 59%
Istat <pat stenosis) £ 3 aasic
set’ spatenc= [ ) narrowed (60 - 99% | [] (2 Istat2 <patenc> | 99% | [] (2) r]lstat3 <patenc> 9%
StenOSiS) SteTToStS) STeTToSTST
6.1. Patenc [ (3) totally occluded [ (3) totally occluded [ (3) totally occluded
| .Status y [ (4) CND - why? ] (4) CND - why? ] (4) CND - why?
_Jlend1 (vc,100) | _llend3 (ve, 100) |

6.3. Is the entire left kidney ischemic ? lend11<yesnocnd> |1 (1) YES 1@ NO []@3)CND
where ischemia is defined as ALL rends N2
arteries are narrowed by = 60%

Why?

lcnd4 (ve, 100)
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CORAL

PANEL: Context
PS: Context

WA LS

Site ID:

Pt. No.:

Randomization #:

Date of angiogram:

/| angiodt()

(mm / dd / yyyy)

PS: V2Angio5

PT: V2Angio5

| SIENOTIC MAIN ARTERY #1

5.12. COMPLICATIONS

cndQ512 <checked1>

STENOTIC MAIN ARTER ik

I: Angiob

Medical Rx Arm only - post-

5.12.1. Dissection?

ent

Idissect1 <yesnocnd>

5.12.1.1. Flow limiting?

Iflow1 <yesnocnd>

] | IVZEWAVA =y e

5.12.2. Occlusion?

Idissect2 <yesnocnd:z

%

|- TV = Iflow2 <yesnocnd>

loccl1 <yesnocnd>

5.12.2.1. Main RA?

Imain1 <yesnocnd>

loccl2 <yesnocnd> .
Imain2 <yesnocnd>

|

ALY =) =

LD T

5.12.2.2. Branch
vessel?

Ibran1 <yesnocnd>

[ 1 2)NO

Ibran2 <yesnocnd>

1 21NO

5.12.3. Embolus?

Ll oo l|emb1 <yesnocnd>

5.12.4. Thrombus?

lemb2 <yesnocnd>

Ithrom1 <yesnocnd> 1] (2\ NO

[throm2 <yesnocnd> peeknll)

5.12.5. Spasm?

5.12.6. Wire perforation?

Ispasm1 <yesnocnd>

Ispasm2 <yesnocnd
Iwire2 <yesnocnd>

I Iwire1 <yesnocnd>

>

Irupt1 <yesnocnd>
Ipaneur1 <yesnocnd [ONO

Irupt2 <yesnocnd>

5.12.7. Vessel rupture?
5.12.8. Pseudoaneurysm?

Ipaneur2 <yesnocnd
[| (2 NO

Assessment of LEFT RENAL ISCHEMIA

ltotrt (f, 5)

6. What is the total number of left renal arteries seen?

If more than one left renal artery, please define the status of all NON-TREATED arteries (not previously defined
above).

A main renal artery(s) is/are defined as a renal artery having a diameter of 2 3.5 mm and supplying = 50% of kidney

An accessory renal artery(s) is/are defined as a renal artery having a diameter of < 3.5 mm or supplying < 50% of kidney.

RENAL ARTERY
LOCATION_ Irnlart1 (vc, 5) Irnlart2 (ve, 5) Irnlart3 (vc, 5)
(refer to lesion
identification
nomenclature)
[]¢)open (0-59% []¢)open (0-59% ] ()open (0-59%
Istat1 stenosis) £ o :
S e [ 2) narrowed (60 - 99% | [] 2)fIstat2 <patenc> | 99% | [] (2) r]lstat3 <patenc> §9%
StenOSiS) SteTToSS)
6.1 Patenc [] (3) totally occluded [] (3) totally occluded [] (3) totally occluded
) .Status y ] (4) CND - why? ] (4) CND - why? ] 4)CND - why?
_Jlend1 (vc, 100) | __llend3 (ve, 100) |
6.3. Is the entire left kidney ischemic ? lend11<yesnocnd> |1 (1) YES ] @NO []1@)CND
where ischemia is defined as ALL rends J
arteries are narrowed by =2 60% MINUS 1.8
standard deviation (or 11.88%, i.e. > 48.12%) Why?

and or a systolic translesion gradient >/= 20mmHg lcnd4 (vc, 100)

OR >/=70% MINUS 1.8 SD (15.84%, i.e. >/= 64.16%)
with no pressures measured will be considered ischemic
if only one renal artery to that side.
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PANEL: Context
PS: Context

WA LU

CORAL

Site ID: Pt. No.: Randomization #:

angiodt() PS: Angio6

Date of angiogram: / (mm/dd/yyyy)

PT: Angio6
Panel: Angio6

POST INTERVENTION Target Lesion Evaluation - RIGHT KIDNEY

Refer to the following definitions when evaluating for location of the stent device:
- M where a value of “0” is assigned for a stent positioned flush with the junction of the renal artery with the aorta.
- where a (-) number is # mm of stent protruding into the aorta

- where a (+) number is # mm of proximal renal artery not covered by stent
- * Proximal stent location # mm from renal artery ostium (“0”)

- ** Distal stent location # mm (+) from renal artery ostium (“0”)

STENOTIC MAIN ARTERY #1

STENOTIC MAIN ARTERY #2

7. LESION LOCATION per nomenclature __|tesn1(ve, ) _|tesn2 (ve, 5)
8. Irz gig(ra;t)iﬁir; a(]jlclay\{?ice visible 1) YES vis1 <yesnocnd> CND | [ (1) PR (3)CND
8.1. If protection device NOT visible,
223&% have igitr? used %u (Ia,d e | [ Y[nosedt wvesnocnd>  IND | [] {noepd2 <yesnoend>  [3) CND
renal artery length = 45mm)?
9. Is there good wall apposition of device? ] (1)|appos1 <yesnocnd> |CND ] appos2 <yesnocnd> (3)CND
] (1) 100% O (1.100%
(0] 0,
10. Describe the percentage of protection: [ 2>50% E ul=100% [1e protect2 <percentage>
D @) 1-49% protect1 <percentage> E @
=) L] 4 0% 4) 0%
| ] [12 (partial) [fobeatlauwdy [ ]2 (partial)
11. TIMI FLOW with Angioguard present: L] 4flow1 <timi> |[] 3 (complete) | [Jflow2 <timi> | [] 3 (complete)
—roND —1 CND
12. Is there evidence to suggest a potential
adverse finding related to the protection E‘ (Jaet <yesnocnd> [1@CND EI ae2 <yesnocnd> ||O [J@CND
device? '
12.1. Dissection? dissect1 <yesno> | [] (2) NO dissect2 <yesno> I[7] (2) NO
12.1.1. Flow limiting? L1 YES [Jflowlim1 <yesno> | ] (4) YES flowlim2 <yesno> [
12.2. Occlusion? occlust <yesno> | M () NO occlus2 <yesno> ) o) NQ
12.2.1. Main RA? 1 YES mainral <yesno> || [ (1) YES || rElnaE SEsne
12.2.2. Branch vessel? branch1 <yesno> | 7] o) NO branch2 <yesno> | [7] ;2\ NQ
12.3. Embolus? (1) YES embolt <yesno> | [ () YES embol2 <yesno>
12.4. Thrombus? thromb1 <yesno> 1] (2y NQ thromb2 <yesno> | [] (2) NO
12.5. Spasm? 11\ YES [ spas1 <yesno> [ spas2 <yesno>
12.6. Wire perforation? perfor1 <yesno> | 11 > NO SRRl e 2)NO
12.7. Vessel rupture? 1@ YES vess1 <yesno> (1 YES []vess2<yesno>
12.8. Pseudoaneurysm? pseudot <yesno> II™ o) NO pseudo2 <yesno> I 1@ NO

12.9. Incomplete or mal-deployment of
angioguard?

[1¢1)YES

1) YES rmaldep|1 <yesno>

|ma|dep|2 <yesno>
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PANEL: Context
C O RA L PS: Context

UVA LS
Site ID: Pt. No.: Randomization #:
Date of angiogram: / |angiodt() (mm / dd / yyyy) PS: V2Angio6

POST INTERVENTION Target Lesion Evaluation - RIGHT KIDNEY PT: V2Angio6

Refer to the following definitions when evaluating for location of the stent device:
- Mwhere a value of “0” is assigned for a stent positioned flush with the junction of the renal artery with the aorta.
- where a (-) number is # mm of stent protruding into the aorta
- where a (+) number is # mm of proximal renal artery not covered by stent
- * Proximal stent location # mm from renal artery ostium (“0”)
- ** Distal stent location # mm (+) from renal artery ostium (“0”)

Panel: Angio6

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY #2

7. LESION LOCATION per nomenclature |Iesn1 (ve, 5) | |lesn2 (ve, 9)

Was EPD used? Repdusd1 <yesnounk2>-|:| (1) YES [12)NO L] 3) UNK ? (1) YES [ (2) Nq Repausdz <yesnounk2>
If NO or UNK, skip to item 13 Device: |Repddev1 (ve, 100) |— | Device|Repddev2 (ve, 100)

8. Is protection device visible L1 (1) YEYyist <yesnocnd>  PND | L] (D] vis2 <yesnocnd>  J (3) CND
radiographically?

8.1. If protection device NOT visible,
based upon anatomy, could a
device have been used (i.e. main
renal artery length =2 45mm)?

[]
=

noepd1 <yesnocnd> ND | [Jnoepd2 <yesnocnd>  [] (3) CND

9. Is there good wall apposition of device? ] (1)l appos1 <yesnocnd> CND | [lappos2 <yesnocnd> |1 (3)CND
1 (1).100% [ (1) 100%
10. Describe the percentage of protection: E g) protect <percentage> E g protect2 <percentage>
14 0% [ 0%
L1 G —=1L1 2 (partial) —1 [ 2 (partial)
11. TIMI FLOW with EPD present: O] qflow <timi> M 3 (complete) | [} °W2 <im> | [ 3 (complete)
[ TCND [ | CND
12. Is there evidence to suggest a potential 1 d |I
adverse finding related to the protection L] ({aet yesnoend> | [ ](3)CND | [Jae2 <yesnocnd> IO [] (3 CND
device? y L
12.1. Dissection? dissect? <yesno> | 1 o) NO dissectz =yesno> f2NO
12.1.1. Flow limiting? 1.4 YES r flowlim1 <yesno> | — = ,—~ flowlim2 <yesno> [|
12.2. Occlusion? occlust <yesno> | — ... mA occlus2 <yesno> =R
12.2.1. Main RA? Clves |maimal Svesno” f1 o yog | meme? esno”
12.2.2. Branch vessel? branch1 <yesno> | — ,_. \1A branch2 <yesno> | — o~
12.3. Embolus? anYES embelt yesno” N Claves o007 e
124 Thrombus? thromb1 <yesno> = NIA thromb2 <yesno> [Fesbln
12.5. Spasm? et el I spast =yesno> L Rl
12.6. Wire perforation? perert e | ania |7 e | plann
12.7. Vessel rupture? Ee—— | S [F=DRV= 1 el
do1 do2
12.8. Pseudoaneurysm? el A ||:| 2)NO psedce <yesrw>||:| 2)NO
12.9. Iglg%rgplete or mal-deployment of [ (1) YES maldepl1 <yesno> [1¢1) YES Imaldepl2 <yesno>
: |
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PANEL: Context
co RAL PS: Context

UVA LUHS
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() (mm / dd / yyyy) PS: Angio7
PT: Angio7
13. Lesion Assessment STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTER) kit
13.1. LESION LOCATION per oot 5 e (e )
pstentf5) Nomenclature —|]plesloct (vc, 5) ' I—
— 13.2. Minimum lumen Diameter | 1. g
D) (MLD) o 2023 Homarcsa | | S
3. |pmid4 (fl 6, 2) _
psten3--5) Fin pmid3 (16,2)  Finall P9 6:2) | |pmidé (16, 2)
13.3. Reference lumen Diameter 1 _preﬂ (6, 2) 1 N
pstend-5) (Ref) 2 5 P 2) | pref® (16, 2)
3. pref3 (1 6,2) | 3. | ——————————
—— Final Finall 272 | loe 5.2
13.4. Lesion Length
:psfene-(-f-s-) plesl1 (fl 6, 2) ; I
plesl3 (fl 6, 2) 3.
psteng-5) 13.5. % STENOSIS ol stenta (116, 2) psten5a (fl 6, 2) f=ak
(fl 6, | psten6a (fl 6, 2)
psten3a (fl 6, 2) psten7a (fl 6, 2)
H pstenda (fl 6, 2) psten8a (fl 6, 2) |

13.6. Stent Location #
13.6.1 Proximal end * A (652 A 0G) b P L -
prox3 (fl 6, 2) Find prox4 (16, 2) m | prox7 (fi 6, 2) m Fipprox8 (116, 2) m
13.6.1 Distal end ** Idist1 (f16,2) dist2 (1 6, 2) M [ dists (716, 2) m dist6 (fl 6, 2) nm

I dist3 (716, 2) Finéi dist4 (16,2) | dist7 (16,2) Im Find i@ (16.2) m

e——

137.TIMIFLOW [70( 2 (partial) | [ 1 2 (partial)

POST — Angioguard [ 1 (f flows <tim> ¥ 3 (complete) | [ 1]flow4 <tmi> 7 3 (complete)
removal D [T CND

13.8. COMPLICATIONS

13.8.1. Dissection? pdissect3 <yesno> __| LISNIa 1 dissect3 <yesno> D 2)NO,
13.8.1.1. Flow limiting? == Filou o> ) 1@ NOIﬂoW31 o>
13.8.2. Occlusion? pocci3 <yesno> pmwzrera ocel3 <yesno> L1NE=
13.8.2.1. Main RA? [1(1) YES pmaing <yesno> ' [ (2) NOfmans <yesno>
13.8.2.2. Branch e cvoos m
vessel? pbran3 <y 2)NO I 1@ NO
13.8.3. Embolus? 1. VYES pemb3 <yesno> *.m [] 2) NOJemes vesne
13.8.4. Thrombus? pthrom3 <yesno> j_| (2N .throms <yesno> I:l 2)NO I
13.8.5. Spasm? LD YES pspasm3 <yesno> ] [ (2) NO| spasm3 <vesno>
13.8.6. Wire perforation? pwire3 <yesno> || LOVRNC) WIS s> D 2)NO l
13.8.7. Vessel rupture? | =0S) prupt3 <yesno> LIV YES [ ] (2) NO |t syesno>
13.8.8. Pseudoaneurysm? | ppaneur3 <yesno> [ 1T(2)NO paneur3 <yesno> [1@)NO
13.8.9 Incomplete or mal-
deployment?of D (1) Y maldepl3 <yesno> P I:l (1 maldepl4 <yesno> NO
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dsnow
Inserted Text
stent

cabbate
Note
13.8.1.1. FLOW3: This item is already being used above, please rename.

Done.  - dcs 11/10/05
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PANEL: Context
PS: Context
LIWA LS

CORAL

Site ID: Pt. No.: Randomization #:

Date of angiogram: angiodt() (mm / dd / yyyy) PS: V2Angio7

PT: V2Angio7
Panel: Angio7

13. Lesion Assessment

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY

13.1. LESION LOCATION per

plesloc1 (vc, 5)

plesloc2 (vc, 5)

Nomenclature — ———
13.2. Minimum lumen Diameter 4
3. |pmid4 (fl 6, 2) )
Fin pmid3 (f 6, 2) gl PIe7 (6,2) pmld8 (1 6, 2)
13.3. Reference lumen Diameter | f1 (16, 2 p
(Ref) oref2(16.2) Lo b2 ; pref5 (fl 6, 2)2 pref6 (fl 6, 2)
3. pref7 (f16,2) |
Final ’ n | prefd (fl 6, 2)
13.4. Lesion Length
;- plesl5 (f1 6, 2) .
3.

13.5. % STENOSIS psten5a (fl 6, 2)

pstenia (fl 6, 2)
psten6a (fl 6, 2)

q psten7a (fl 6, 2)
Fral

psten3a (fl 6, 2)

psten8a (fl 6, 2)

H pstenda (1 6, 2) [

13.6. Stent Location
13.6.1 Proximal end * proxt (16, 2 prox2 (16, 2 poe e poee® _bm
prox3 (fl 6, 2) Find prox4 (16, 2) m | prox7 (16, 2) m Finlprox8 (f 6, 2) m
13.6.1 Distal end ** Idist1 (fie,2) dist2 (1 6, 2) M | dist5 (71 6, 2) m dist6 (fl 6, 2) hm
Idist3 16.2) Fina dist4 (6, 2) n [ dist7 16, 2) Im Find disté (16.2) m
13.7. TIMI FLOW [J0( —=]2 (partial) | ] —] 2 (partial)
POST —stent apd post- | 7] 1 (flows <timi> | 3 (complete) | 7 1|fow4 <timi> 1 3 (complete)
EPD removal (if used) | [ cND ] No EPD ] CND [1No EPD
13.8. COMPLICATIONS
13.8.1. Dissection? pdissect3 <yesno> __| oA NO dissect3 <yesno> D 2N
13.8.1.1. Flow limiting? e pllows <yesno> T [ (2)NO|fowst <yesno>
13.8.2. Occlusion? pocel3 <yesno> [ wzrevral occl3 <yesno> L1@N '
13.8.2.1. Main RA? (1) YES pmain3 <yesno> [ ] (2) NOJ main3 <yesno>
13.8.2.2. Branch
vessel? e e @) NO | L@No
13.8.3. Embolus? [T YES pemb3 <yesno> *.m [ (2) NO | omee wveere
13.8.4. Thrombus? pthvom3 <yesno> 2UNO ] trom3 <yesno> O @NO !
13.8.5. Spasm? T TLYES pspasm3 <yesno> - [] (2) NOJ P23 <yesno>
13.8.6. Wire perforation? pwire3 <yesno> e NO e L] (2)NO l
13.8.7. Vessel rupture? R =) prupt3 <yesno> LI YE L] (2) NO | ruet3 <yesno>
13.8.8. Pseudoaneurysm? | ppaneurs <yesno> L 1 2)NO paneur3 <yesno> L] (2)NO
13.8.9 Incomplete or mal-
gteer::to';/ment of I:l (1) Y maldepl3 <yesno> Y I:l (1 maldepl4 <yesno> NO
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PANEL: Context
PS: Context

WA LU

CORAL

Site ID: Pt. No.: Randomization #:

Date of angiogram: angiodt() (mm / dd / yyyy) PS: Angio8

PT: Angio8
Panel: Angio8

POST INTERVENTION Target Lesion Evaluation - LEFT KIDNEY

Refer to the following definitions when evaluating for location of the stent device:
- M where a value of “0” is assigned for a stent positioned flush with the junction of the renal artery with the aorta.
- where a (-) number is # mm of stent protruding into the aorta
- where a (+) number is # mm of proximal renal artery not covered by stent
- * Proximal stent location # mm from renal artery ostium (“0”)
- ** Distal stent location # mm (+) from renal artery ostium (“0”)

STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTERY #2
14. LESION LOCATION per nomenclature —Litesn1 (ve, 5) _Liiesn2 (ve, 5)
15. Is protection device visible (] (1) YEg=landla L lanOND | [ (1)pesllanNall 3)CND
radiographically? lvis1 <yesnocnd> lvis2 <yesnocnd>
15.1. If protection device NOT visible,
based upon anatomy, could a
device have been used (i.e. main L1 ) Yinocpat <yesnocna> [N | L1 {inoepdz <yesnocna> 2 CND
renal artery length = 45mm)?
16. Is there good wall apposition of device? L] (1) 1appos? <yesnocnd> | CND | []|lappos2 <yesnocnd>  |(3) CND
] (1) 100% 1 (1) 100%
. . ) I:l (2; CO0/ Ly 4N1N0/ I:l
17. Describe the percentage of protection: [ (3)] protect3 <percentage> 0 protect4 <percentage>
[]@'orm 1@ 0%
10 (noflow) []2 (partial) 10 (noflow) []2 (partial)
18. TIMI FLOW with Angioguard present: ] ow <timis []3 (complete) | [] R — [] 3 (complete)
CND CND
19. Is there evidence to suggest a potential =
adverse finding related to the protection E‘ P <yesnocnd> [1(3)CND E—‘Eﬁ':'—"lla632 S O[] 3)CND
device?
19.1. Dissection? ldissect <yesno> 1@ NO Idissect2 <yesno> | (2)NO
19.1.1. Flow ||m|t|ng7 LI YES I: [flowlim1 <yesno> (1) YES [flowlim2 <yesno> |
19.2. Occlusion? locclus1 <yesno> | LT 2)NO locclus2 <yesno> | L (2) NO
19.2.1. Main RA? LI@YES Imainra1 <yesno> |:| (1) YES [ Imainra2 <yesno>
19.2.2. Branch vessel? Ibranch1 <yesno> | LI (2) NO Ibranch2 <yesno> LT 2NO
19.3. Embolus? L1 YES lembol1 <yesno> LI YES lembol2 <yesno>
19.4. Thrombus? Ithromb1 <yesno> LI2NO Ithromb2 <yesno> (2)NO
19.5. Spasm? M YES ispast <yesno> | T (M) YES [ ispas2 <yesno>
19.6. Wire perforation? Iperfor1 <yesno> | LI (2)NO Iperfor2 <yesno> | LI (2)NO
19.7. Vessel rupture? L] (1 YES Ivess1 <yesno> L] (1) YES [ Ivess2 <yesno>
19.8. Pseudoaneurysm? Ipseudot <yesno> |1 (2)NO Ipseudo2 <yesno> 2)NU
19.9. Incomplete or mal-deployment of

angioguard?

1) YES

version 1.0

Imaldepl1 <yesno>
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CORAL

PANEL: Context
PS: Context

WA LS

Site ID: Pt. No.:

Randomization #:

Date of angiogram:

POST INTERVENTION Target Lesion Evaluation - LEFT RIDNEY

angiodt()

Refer to the following definitions when evaluating for location of the stent device:

- Mwhere a value of “0” is assigned for a stent positioned flush with the junction of the renal artery with thic aura.

- where a (-) number is # mm of stent protruding into the aorta

- where a (+) number is # mm of proximal renal artery not covered by stent
- * Proximal stent location # mm from renal artery ostium (“0”)

- ** Distal stent location # mm (+) from renal artery ostium (“0”)

PS: V2Angio8

(mm / dd / yyyy)
PT: V2Angio8

Panel: Angio8

STENOTIC MAIN ARTERY #1

STENOTIC MAIN ARTERY #2

14. LESION LOCATION per nomenclature

llesn1 (vc, 5)

llesn2 (vc, 5)

Was EPD used?

Lepdusd1 <yesnounk2>

If NO or UNK, skip to item 20

[1 (1) YES [] 2)NO [] (3) UNK

Device:

Lepddev1 (vc, 100)

JI,:l MYES[] @ N1 Lepdusd2 <yesnounk2>

Device

Lepddev2 (vc, 100)

15. lrsac?i?g;?:;t)ir?irc]::lley\gce visible HEO) YE1 is1 <yesnocnd> I:ND HE0) - (3)CND
15.1. If protection device NOT visible,
gz\s/iecde have ?)gaetr? used ?iucled S ain | 0 Y]inoepdt syesnocnd> INp | [ {inoepd2 <yesnoend>  k3) CND
renal artery length 2 45mm)?
16. Is there good wall apposition of device? 1@ lappos? <yesnocnd> CND | [] 'appos2 <yesnocnd> (3)CND
D(1)100% |:| 1\ 1009
17. Describe the percentage of protection: E g: protect3 <percentage> E protect4 <percentage>
L] 0% O 4) 0%
L1 | 2 (partial) — | LI 2 (partial)
18. TIMI FLOW with EPD present: O 1 3 (complete) | []'oW2 <tim> | M 3 (complete)
| [CND [ [ CND
19. Is there evidence to suggest a potential ml []@3)CND | [ 0[] 3)CND
adverse finding related to the protection 0 el s 7] tae2 <yesnocnd> |‘
device? v
19.1. Dissection? Idissect1 <yesno>| [] (2) NO Idissect2 <yesno> I (2) NO

19.1.1. Flow limiting?

[ 1M1 YES

[ [flowlim1 <yesno>

[ (1) YES iflowlim2 <yesno> ||

19.2. Occlusion?

locclus1 <yesno>

[ 12)NO

locclus2 <yesno> L NO

19.2.1. Main RA?

11 YES

19.2.2. Branch vessel?

Ibranch1 <yesno>

Imainral <yesno>

[1¢1) YES I Imainra2 <yesno>

11 NO

Ibranch2 <yesno> | 7 1oy NO

lembol2 <yesno> |

19.3. Embolus? (1) YES lembolt <yesno> | [ (1) YES

19.4. Thrombus? Ithromb1 <yesno> 1] (o) NO Ithromb2 <yesno> YNO

19.5. Spasm? 1 YES [J'spas1 <yesno> []'spas2 <yesno>
19.6. Wire perforation? lperfor® <yesno> | 7 ) NO lperfor2 <yesno> { M 5) NO

19.7. Vessel rupture? 1 YES [|!vess1 <yesno> 1) YES [ Ivess2 <yesno>
19.8. Pseudoaneurysm? lpseudot <yesno> | ) NO lpseudo2 <yesno> o) NO

19.9. L;l:\z::neg;ete or mal-deployment of [ (1) YES Imaldepl1 <yesno> | (] (1) YES Al ot
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Highlight
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dfolan
Lepddev1 (vc, 100)

dfolan
Lepdusd1 <yesnounk2>


PANEL: Context
co RAL PS: Context

LUVA LUHS
Site ID: Pt. No.: Randomization #:
Date of angiogram: angiodt() (mm / dd / yyyy) PS: Angio9
PT: Angio9
20. Lesion Assessment STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTER) [ishitabans
20.1. |;\1ES|ON ILOCAT'ON per pllesloc1 (vc, 5) pllesloc2 (vc, 5)
omenclature — —
20.2. Minimum lumen Diameter | 4 1
pImId1 (ﬂ 6, 2) pImId5 (ﬂ 6, 2) ImId6 (fl 6. 2
(MLD) pimld2 (fl 6, 2) 2 pimids (A6, 2)
pImlid3 (fl 6, 2) 3. it
oimidd (16, 2) o Fin pImld7 (fl 6, 2) o plmld8 (fl 6, 2)
pistent5) 20.3. Reference lumen Diameter | 4 piref1 (16,2) || 1 I
(Ref) 2. plref2 (fl 6, 2) 2
pistenz-++5) 3. Iref3 (f1 6, 2) || 3. m
Eiop [prera 6,2) ISR 02 || 2 feire (16.2) [Mpirets (16, 2)
pisters—+5) .
20.4. Lesion Length 1 [iesi2 6, 2) [olesit @6,2) [ [ptesis @6, 2) pllesl6 (fl 6, 2)
2 ’ =
steRAE . g !
|3:'.na| plesl4 (f16,2) Piea2 (6 i: pllesl7 (fl 6, 2) M} pllesl8 (71 6, 2)
i itrerr
sleteRE--5)
20.5. % STENOSIS Istensa (1l 6, 2)
plsten2a (fl 6, 2) H plstenia (fl 6, 2) p ) plsten6a (fl 6, 2)
| plstenda (fl 6, 2) pisten7a (il 6,2) W ctensa (f1 6, 2)
20.6. Stent Location *
pistenSAF) 20.6.1 Proximalend *  powco? po2 16,2 ff s @16.2 pocaed |-
Iprox3 (fl 6, 2) Fleroxs @16.2) m [oens ileh 2) FirlProx8 (716, 2)
20.6.1 Distal end ** Idist1 (1 6, 2) m Idist2 (fl 6, 2) m [!dist5 (16, 2) hm dist6 (fl 6, 2) hm
Idist3 (f1 6, 2) Inm Fi st @162 fym [dist? (16, 2) m Find dist8 (6, 2) m
20.7. TIMI FLOW _ 10 (no flow) [] Z-madiab——0 | []0 (no (partial)
rPe%ScJT/a_I Angioguard (1 1 (minimal) [ Jiflows <timi> | | [] 1 (mil!flow4 <timi> | (complete)
[1CND
20.8. COMPLICATIONS
20.8.1. Dissection? pldissect3 <yesno> __| LISNIa 1 Idissect3 <yesno> D 2)NO,
20.8.1.1. Flow limiting? === B )
20.8.2. Occlusion? ploccl3 <yesno> I NG NIA) loccl3 <yesno>
20.8.2.1. Main RA? LT(1) YES pimain3 <yesno> ] (2) NOJ 'main3 <yesno>
20.8.3. Embolus? 14 YES plemb3 <yesno> *.m [ (2) NO | o™ wesne>
20.8.4. Thrombus? plthrom3 <yesno> N \a) J throms <yesno> L1@NO '
20.8.5. Spasm? | 1(1)YES jplspasma <yesno> ] I:l 2)NO Ispasm3 <yesno>
20.8.6. Wire perforation? plwire3 <yesno> | | L NI Iwire3 <yesno> I:l ) NO |
20.8.7. Vessel rupture? T IES plrupt3 <yesno> LIV YES [ ] (2) NO | 'rupt3 <yesno>
20.8.8. Pseudoaneurysm? | pipaneur3 <yesno> [ 1T(2)NO Ipaneur3 <yesno> [1@)NO
20.8.9 Incomplete or mal-
deployment of MY aldep!T <yosnos D ¢ - =——1NO
a.fqg.}gg.u.a.pq") maldepl2 <yesno>
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dfolan
plsten5a (fl 6, 2)

dfolan
plsten7a (fl 6, 2)

dfolan
plsten6a (fl 6, 2)
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dfolan
plflow3 <yesno>

dfolan
ldissect3 <yesno>

dfolan
lflow31 <yesno>

dfolan
lmain3 <yesno>

dfolan
loccl3 <yesno>

dfolan
plmain3 <yesno>

dfolan
ploccl3 <yesno>

dfolan
plbran3 <yesno>

dfolan
plthrom3 <yesno>

dfolan
plwire3 <yesno>

dfolan
plpaneur3 <yesno>

dfolan
plrupt3 <yesno>

dfolan
plspasm3 <yesno>

dfolan
plemb3 <yesno>

dfolan
lbran3 <yesno>

dfolan
lthrom3 <yesno>

dfolan
lwire3 <yesno>

dfolan
lpaneur3 <yesno>

dfolan
lrupt3 <yesno>

dfolan
lspasm3 <yesno>

dfolan
lemb3 <yesno>

dfolan
ldist1 (fl 6, 2)

dfolan
lprox1 (fl 6, 2)

dfolan
lflow3 <timi>

dfolan
lflow4 <timi>

dfolan
lprox5 (fl 6, 2)

dfolan
lprox4 (fl 6, 2)

dfolan
lprox2 (fl 6, 2)

dfolan
lprox3 (fl 6, 2)

dfolan
ldist5 (fl 6, 2)

dfolan
ldist4 (fl 6, 2)

dfolan
ldist2 (fl 6, 2)

dfolan
ldist3 (fl 6, 2)

dfolan
lprox8 (fl 6, 2)

dfolan
lprox6 (fl 6, 2)

dfolan
lprox7 (fl 6, 2)

dfolan
ldist8 (fl 6, 2)

dfolan
ldist6 (fl 6, 2)

dfolan
ldist7 (fl 6, 2)

dfolan
maldepl1 <yesno>

dfolan
maldepl2 <yesno>

dsnow
Cross-Out

dsnow
Inserted Text
stent

cabbate
Note
20.8.1.1. LFLOW3: This item name is being used above; please rename.

Done.  - dcs 11/10/05

dfolan
plsten2 (f 5)

dfolan
plsten4 (f 5)

dfolan
plsten3 (f 5)

dfolan
plsten1 (f 5)

dfolan
plsten5 (f 5)

dfolan
plsten7 (f 5)

dfolan
plsten6 (f 5)

dfolan
plsten8 (f 5)


PANEL: Context
PS: Context
LIWA LS

CORAL

Site ID: Pt. No.: Randomization #:

angiodt() PS: V2Angio9

Date of angiogram: (mm /dd /yyyy)

PT: V2Angio9

20. Lesion Assessment STENOTIC MAIN ARTERY #1 | STENOTIC MAIN ARTER" b
201 . LESION LOCATION per p||eS|OC1 (VC, 5) p||es|0c2 (VC, 5)
Nomenclature — ——
20.2. Minimum lumen Diameter | 4 1
(MLD) pimld2 (fl 6, 2) 2 plmid6 (6. 2)
pimld3 (fl 6, 2) 3. rr
oimidd (16, 2) ! Ly (fl6,2) o pimlda (fl 6, 2)
20.3. Reference lumen Diameter | 4
. plref1 (ﬂ 6, 2) 1 Iref5 (fl 6, 2
(Ref) 2. plref2 (fl 6, 2) p|Prefe (6. 2) | fpiref (f16. 2)
3. Iref3 (16, 2) || 3. m|
Final loirers 6. 2) plref3 (fl 6, 2) - piref7 (fl 6, 2) | Prrefe (716.2)
20.4. Lesion Length ; . ollesi2 (716, 2) ||Pllest (16,2) | [pllesis (16,2) pliesl6 (fl 6, 2)
. 0 "=
3. pllesl3 (fl 6, 3.|pllesl7 (f16,2) [ pliesis (1 6, 2)
Final|Pes 6.2 o
20.5. % STENOSIS
° plsten2a (fl 6, 2) H plstenta (fl 6, 2) pistensa (fl 6, 2) olstensa (fl 6, 2)
plstenda (fl 6, 2) pisten7a (il 6,2) W ctensa (f1 6, 2)

20.6. Stent Location
20.6.1 Proximal end * Iprox1 (fl 6, 2) Iprox2 (fl 6, 2) Iprox5 (fl 6, 2) Iprox6 (fl 6, 2) "
Iprox3 (fl 6, 2) F Iprox4 (fl 6, 2) m Iprox7 (fl 6, 2) s FI Iprox8 (fl 6, 2)
20.6.1 Distal end ** Idist1 (1 6, 2) m Idist2 (fl 6, 2) m |['dist5 (@6, 2) hm dist6 (fl 6, 2) nm
prrTr S T ) e YT T
20.7. TIMI FLOW g .
POST — stent and (10 (noflow) [ b 10 (no <t (partial)
ost-EPD removal (if [ 1 (minimal) [ qiflow3 <timi> [ | [7] 1 (mif """ ="M | (complete)
ﬁsed) ] CND O NoePo— | CJ CND o EPD
20.8. COMPLICATIONS
20.8.1. Dissection? i <an°> W— s I:l 2) N Iflow31 <yesno>
20.8.1.1. Flow limiting? [ R ] 2)NO ]
20.8.2. Occlusion? [Pt = ooos e O @NO[—
20.8.2.1. Main RA? (1 YES DI e O @NOL— 7
20.8.2.2. sgasgcel?’? plbran3 <yesno> M1 s NIA lbran3 <yesno> I:l @) NO
. lemb3 <yesno> lemb3 <yesno>
20.8.3. Embolus? = _p. = . [1@NO |
20.8.4. Thrombus? s IZIC) prm—"
20.8.5. Spasm? N Mo 1@ NO ;
20.8.6. Wire perforation? | Pre3 “esne- ——— , L @NO[————
20.8.7. Vessel rupture? PSS o e ] @) NO
20.8.8. Pseudoaneurysm? | Plpaneurs svesno> 1@ NO L 1@ NO
20.8.9 Incomplete or mal-
deployment of L (1) Y] matdepit <yesno> D L (1] maidepiz <yesnos NO
stent?
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dfolan
PANEL: Context
PS: Context

default


dfolan
angiodt()

dfolan
PS: V2Angio9
PT: V2Angio9
Panel: Angio9

dfolan
pllesloc2 (vc, 5)

dfolan
pllesloc1 (vc, 5)

dfolan
plmld2 (fl 6, 2)

dfolan
plmld4 (fl 6, 2)

dfolan
plmld3 (fl 6, 2)

dfolan
plmld5 (fl 6, 2)

dfolan
plmld7 (fl 6, 2)

dfolan
plmld6 (fl 6, 2)

dfolan
plmld8 (fl 6, 2)

dfolan
plref6 (fl 6, 2)

dfolan
plref8 (fl 6, 2)

dfolan
pllesl6 (fl 6, 2)

dfolan
pllesl8 (fl 6, 2)

dfolan
pllesl7 (fl 6, 2)

dfolan
pllesl5 (fl 6, 2)

dfolan
plref7 (fl 6, 2)

dfolan
plref5 (fl 6, 2)

dfolan
plmld1 (fl 6, 2)

dfolan
plref1 (fl 6, 2)

dfolan
plref3 (fl 6, 2)

dfolan
pllesl1 (fl 6, 2)

dfolan
pllesl3 (fl 6, 2)

dfolan
pllesl4 (fl 6, 2)

dfolan
pllesl2 (fl 6, 2)

dfolan
plref4 (fl 6, 2)

dfolan
plref2 (fl 6, 2)

dfolan
plsten2a (fl 6, 2)

dfolan
plsten4a (fl 6, 2)

dfolan
plsten1a (fl 6, 2)

dfolan
plsten3a (fl 6, 2)

dfolan
plsten5a (fl 6, 2)

dfolan
plsten7a (fl 6, 2)

dfolan
plsten6a (fl 6, 2)

dfolan
plsten8a (fl 6, 2)

dfolan
lprox1 (fl 6, 2)

dfolan
lprox3 (fl 6, 2)

dfolan
ldist1 (fl 6, 2)

dfolan
ldist3 (fl 6, 2)

dfolan
lprox2 (fl 6, 2)

dfolan
lprox4 (fl 6, 2)

dfolan
ldist2 (fl 6, 2)

dfolan
ldist4 (fl 6, 2)

dfolan
lprox5 (fl 6, 2)

dfolan
lprox7 (fl 6, 2)

dfolan
ldist5 (fl 6, 2)

dfolan
ldist7 (fl 6, 2)

dfolan
lprox6 (fl 6, 2)

dfolan
lprox8 (fl 6, 2)

dfolan
ldist6 (fl 6, 2)

dfolan
ldist8 (fl 6, 2)

dfolan
lflow4 <timi>

dfolan
lflow3 <timi>

dfolan
pldissect3 <yesno>

dfolan
ploccl3 <yesno>

dfolan
plbran3 <yesno>

dfolan
plthrom3 <yesno>

dfolan
plwire3 <yesno>

dfolan
plpaneur3 <yesno>

dfolan
maldepl1 <yesno>

dfolan
plflow3 <yesno>

dfolan
plmain3 <yesno>

dfolan
plemb3 <yesno>

dfolan
plspasm3 <yesno>

dfolan
plrupt3 <yesno>

dfolan
ldissect3 <yesno>

dfolan
loccl3 <yesno>

dfolan
lbran3 <yesno>

dfolan
lthrom3 <yesno>

dfolan
lwire3 <yesno>

dfolan
lpaneur3 <yesno>

dfolan
maldepl2 <yesno>

dfolan
lflow31 <yesno>

dfolan
lmain3 <yesno>

dfolan
lemb3 <yesno>

dfolan
lspasm3 <yesno>

dfolan
lrupt3 <yesno>


PANEL: Context
co RAL PS: Context

LIVA LS
Site ID: Pt. No.: Randomization #:
Al PS: Angio70
Date of angiogram: / (mm / dd / yyyy) PT: Angio10
Panel: Angio70
21. Is there global ischemia? globisch <yesnocnd> [1¢1)YES [1@)NO [1@)CND
(ALL renal arteries are = 60% stenotic) N2
Why? -
cndwhy (vc, 150)
22. Miscellaneous Observations:
miscobs (vc, 200)
= miscobs1 (vc, 200)
potadv <yesnocnd>
23. Evidence for Potential Adverse Finding/s? [1¢1)YES 1@ NO [1@3)CND
23.1. If YES, describe:
ifyes (vc, 150)
23.2. If CND, WHY: __[ifend (vc, 150)
23.3. Notification of CCC: e (e LY /_ |escdt
Person Notified (mm / ddTYYYY)
Interpretation
. cltech (vc, 100)
Core Lab Technologist:
PRINT NAME
. interpdt ()
Date of Interpretation: /
(mm /dd / yyyy)
i d (vc, 100
Interpreting Physician: (7 1)
PRINT NAME
dinterpdt
Date of Interpretation: el /
(mm / dd / yyyy)
Signatures
. clsig <yesno> clsigdt ()
Core Lab Technologist: Date
(mm / dd / yyyy)
mdsig <yesno> .
Interpreting Physician: Date HESERE )

(mm/dd/yyyy)
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dfolan
PANEL: Context
PS: Context

default

dfolan
PS: Angio10
PT: Angio10
Panel: Angio10

dfolan
angiodt()

dfolan
globisch <yesnocnd>

dfolan
cndwhy (vc, 150)

dfolan
miscobs (vc, 200)

dfolan
potadv <yesnocnd>

dfolan
ifyes (vc, 150)

dfolan
ifcnd (vc, 150)

dfolan
ccc (vc, 100)

dfolan
cccdt ()

dfolan
cltech (vc, 100)

dfolan
interpdt ()

dfolan
interpmd (vc, 100)

dfolan
mdinterpdt ()

dfolan
clsig <yesno>

dfolan
mdsig <yesno>

dfolan
clsigdt ()

dfolan
mdsigdt ()

cabbate
Note
Per peer review please confirm whether this field will be verified by DE or will only be single-entered.

Single entry is sufficient. - dcs 11/29/05

dfolan
miscobs1 (vc, 200)


PANEL: Context
PS: Context

CORAL AT
Site ID: Pt. No.: Randomization #:
: PS: V2Angio10
. angiodt() .
Date of angiogram: / (mm /dd /yyyy) PT: V2Angio10
Panel: Angio70
21. Is there global ischemia? [1¢1)YES 1@ NO [1@B)CNE
(ALL renal arteries are = 60% stenotic r|globisch <yesnocnd> 2
Why?
—] cndwhy (vc, 150) —
22. Miscellaneous Observations:
miscobs (vc, 200)
miscobs1 (vc, 200)
potadv <yesnocnd>
23. Evidence for Potential Adverse Finding [1¢)YES 1@ NO []@3)CND
23.1. If YES, describe:
ifyes (vc, 150)
23.2. If CND, WHY: __
ifcnd (ve, 150)
23.3. Notification of CCC: [
ccc (ve, 100) fied (mm / dd ccedt ()
Interpretation
Core Lab Technologist: cltech (vc, 100)
NT NAME
Date of Interpretation: e |/
yy)
Interpreting Physician: G o, 1) S
Date of Interpretation: T e
yyyy)
Signatures
Core Lab Technologist: _____ | ¢isig <yesno> Date |l sigdt ()
YY)
Interpreting Physician: mdsig <yesno> Date R ;
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dfolan
PANEL: Context
PS: Context

default


dfolan
PS: V2Angio10
PT: V2Angio10
Panel: Angio10

dfolan
angiodt()

dfolan
globisch <yesnocnd>

dfolan
cndwhy (vc, 150)

dfolan
miscobs (vc, 200)

dfolan
miscobs1 (vc, 200)

dfolan
potadv <yesnocnd>

dfolan
ifyes (vc, 150)

dfolan
ifcnd (vc, 150)

dfolan
ccc (vc, 100)

dfolan
cccdt ()

dfolan
cltech (vc, 100)

dfolan
interpdt ()

dfolan
interpmd (vc, 100)

dfolan
mdinterpdt ()

dfolan
clsig <yesno>

dfolan
mdsig <yesno>

dfolan
clsigdt ()

dfolan
mdsigdt ()


CORAL Hospitalization for CHF Adjudication Form

Site ID:

Pt. No.

Randomization #:

PANEL: Context
PS: Context

Unique Event Number:

Site Reported Date:

/ /

DAY MONTH YEAR

strptdt ()

evntno (f, 10)

strptdd/strptmmm/strptyyyy

admit <yesno>

[INO []YES worse

ning heart failure?

1. Was the patient admitted (ie met the protocol definition for hospitalization) for the management of new or

PS: CHFHosp

newhf <yesno>

If Yes—w| b. If yes

orth <checked1>

hypop

edema <checked1>

Orthopnea

jugular <checked1>

__ Paroxysmal Nocturnal dyspne:

| Increasing peripheral edema

| Increasing fatigue/decreasing exercise tolerance
Renal hypopeifu

__Pulmonary edem

- -
Increasing dyspnea on exertion

r worsening heart failure was determined b

8] noctdys <checked1>

[IJNO |__‘| YES  [2a. Was there documented evidence for new or worsening heart failure?

<

PT: CHFHosp

Panel: CHFHosp

east one of the following):

incrfatg <checked1>

Al fiimabial
pulmed <checked1> Hat iunvuy

Elevated jugular vénoUS pressure

__Radiological signs of CHII o e

1)

[ONO  []YES 3. Did the patient require 1V therapy with either vasodilators, diuretics, or inotropes?

ivther <yesno>

[INO []JYES |4. Did the worsening heart failure occur in the setting of a MI?

Miset <yesno>

chfhosp <checked1>

[ ] CORAL HF criteria met under the Old Definition M

[ ] CORAL HF criteria NOT met under the Old Definition MI

nochfhosp <checked1>

ADJUDICATED DATE OF EVENT (check o

____ Site reported Date of Event as Above

____ CEC Adjudicated Date of Event /

cecadj <checked1>

aof the follawina)

siterpt <checked1>

Doy aaon oo
cecadjdd/cecadjmmm/cecadjyyyy

cecadjdt ()

chfhosp2 <checked1>

[ ] CORAL HF criteria met under the New Definition MI

[ ] CORAL HF criteria NOT met under the New Definition Ml

nochfhosp2
<checked1>

Comments:

comments (vc, 200) single entry

Physician Reviewer Signature:

MDsig <yesno>

CEC Administrative Signature:

CECsig <yesno>

Date:

MDsigdd/MDsigmmm/MDsigyyyy

MDsigdt ()

Date:

day month year

—J CECsigdd/CECsigmmm/CECsigyyyy

CECsigdt ()

duplicat <checked1>

CRL 801

CHF adj form v 913 11.doc

v2



dfolan
chfhosp2 <checked1>

dfolan
nochfhosp2 <checked1>

dfolan
PS: CHFHosp 
PT: CHFHosp
Panel: CHFHosp

dfolan
PANEL: Context
PS: Context

default

dfolan
evntno (f, 10)

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

dfolan
admit <yesno>

dfolan
orth <checked1>

dfolan
hypoperf <checked1>

dfolan
edema <checked1>

dfolan
jugular <checked1>

dfolan
radio <checked1>

dfolan
pulmed <checked1>

dfolan
incrfatg <checked1>

dfolan
noctdys <checked1>

dfolan
dysp <checked1>

dfolan
newhf <yesno>

dfolan
ivther <yesno>

dfolan
MIset <yesno>

dfolan
chfhosp <checked1>

dfolan
nochfhosp <checked1>

dfolan
siterpt <checked1>

dfolan
cecadj <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
comments (vc, 200) single entry

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()

dfolan
duplicat <checked1>


CORAL Death Adjudication Form

Site ID: Pt. No. Randomization #:

Unique Event Number: evntno (f, 10) Site Reported Date: L strptddistrptmmmistrotyyyy

strptdt ()
]

Adjudicated Date of Event (check one of the following): I P DRzl iniAC]

PT: DeathAd]
D SITE REPORTED DATE OF EVENT AS ABOVE siterpt <checked1> Panel: DeathAd;

[ ] CEC ADJUDICATED DATE OF EVENT |
day] cecadjdd/cecadjmmm/cecadjyyyy

cecadjdt ()

cecadj <checked1>

DEATH CLASSIFICATION

|. CARDIOVASCULAR:
D Fata| MI fatalmi <checked1> II. NON-CARDIOVASCULAR:

Infection |infect <checked1> I

(] Pump Failure|ump <checked1>

|:| Sudden Death sudden <checked1> |:|
Witnessed] witness <checkedT> I .
— Il Malignancy | malig <checked1>
Last seen >=1 hr and < 24 hrsI lastseen <checked1> 0
Pulmonary| pulm <checked1>
[] Presumed Sudden Death|pressd <checked1> P
[] Presumed Cardiovascula: prescard <checked 1> [] Gastrointestinal |gastro <checked1>
[] Stroldstroke <checked1> [] Accidental |accident <checked1>
im et | — "N H .« .
L] p [ESREEE [] Suicide |suicide <checked1>
D cvproc <checked1> g
Specify: "|spect (vc, 100) [ Diabetes |diabetes <checked1>
Other CV: . othnoncv <checked1>
| ify:  |spec2 (ve, 100) [ Othesrp':zﬁy(_:v —I—
othcv <checked1> D— spec3 (vc, 100) —
1l. RENAL
D Renal renal <checked1>
IV. Unknown
unknown
D Unknown <checked1>
]
Comments: comments (vc, 200) single entry MDsigdt ()
Physician Reviewer Signature: MDsig <yesno> Date: | MDsigdd/MDsigmmm/MDsigyyyy
day month year
CEC Administrative Signature: CECsig <yesno> Date: _| CECsigdd/CECsigmmm/CECsigyyyy
aay monm year
CECsigdt ()

CRL 802 coral death adj. form v. 10.14.05


dfolan
PANEL: Context
PS: Context

default

dfolan
strptdt ()

dfolan
evntno (f, 10)

dfolan
PS: DeathAdj 
PT: DeathAdj
Panel: DeathAdj

dfolan
fatalmi <checked1>

dfolan
CECsigdt ()

dfolan
MDsigdt ()

dfolan
CECsig <yesno>

dfolan
MDsig <yesno>

dfolan
comments (vc, 200) single entry

dfolan
cecadj <checked1>

dfolan
cecadjdt ()

dfolan
siterpt <checked1>

dfolan
witness <checked1>

dfolan
sudden <checked1>

dfolan
pump <checked1>

dfolan
lastseen <checked1>

dfolan
pressd <checked1>

dfolan
prescard <checked1>

dfolan
stroke <checked1>

dfolan
pe <checked1>

dfolan
cvproc <checked1>

dfolan
othcv <checked1>

dfolan
spec1 (vc, 100)

dfolan
spec2 (vc, 100)

dfolan
spec3 (vc, 100)

dfolan
infect <checked1>

dfolan
malig <checked1>

dfolan
accident <checked1>

dfolan
gastro <checked1>

dfolan
pulm <checked1>

dfolan
othnoncv <checked1>

dfolan
diabetes <checked1>

dfolan
suicide <checked1>

dfolan
renal <checked1>

dfolan
unknown <checked1>

dfolan
strptdd/strptmmm/strptyyyy

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
cecadjdd/cecadjmmm/cecadjyyyy


CORAL MI Adjudication Form PANEL: Context

PS: Context
Site ID: Pt. No. Randomization #:
Unique Event Number: Site Reported Date: I pvem -
evntno (f, 10) . strptdd/strptmmm/strptyyyy strptdt ()
ischsx <yesno> O ves 1. Ischemic Symptoms: clinical presentation consistent with myocardial infarction? PS: MIAdj
== YES 2. ECG changes consistent with myocardial infarction ? PT: MIAdj
segehng <yesno> |No n-Procedural MI: Panel: MiAd)

sigQwv <checked1>

new significant Q waves (or R waves in V1-V2) in two contiguous leads in the absence of

previous LVH or conduction abnormalities
It evolving ST-segment / T-wave changes in two or more contiguous leads | block <checked1>
Twave <checked1> | development of new left bundle branch block

ST segment elevation requiring thrombolytics or PCI

Post-CABG MI: stseg <checked1>
pathQwv <checked1> || new pathological Q waves that are persistent at discharge
documentation of new wall motion abnormality (other than septal)
o cardmark <yesno> o cardmark2 orwall <chocked 1>
Old Definition New Definition |<yesno> abnwall <checke
3. Cardiac Marker criteria met for this event?L_NoO _LJYes 3.Cardiac Marke [yes
Non-Procedural MI: trop <checked1> i Non-Procedural Ml: trop2 <checked1>
Troponin drawn: Troponin drawn:
__Troponinis > 2x ULN (necrog - __Troponinis > 1x ULN (necrosis range)
~ Troponin not > 2x ULN (necrd tropnot <checked1> —_Troponin not > 1x ULN (necrosis range), | tropnot2
> 2x ULN > 1x ULN <checked1>
Troponin not drawn: < > Troponin not drawn:
"™ CK and GKMB or only cf ok <checked1 " CK and CKMB or only CKMB drawn, | ¢k2 <checked1>
2x ULN 2x ULN
__only CK drawn, seri " __only CK drawn, serial CK changes of ZZX UL
ckserial <checked1> -
Post-PCI MI : Post-PCI MI : ckserial2 <checked1>
Troponin drawn: Troponin drawn: pcitrop2 <checked1>
_ P ) __ Troponin > 3x ULN (necrosis range,
r

pcitropnot <checked1> __Troponin not> 3x ULN, CKMB > 3 pcitropnot2 <checked1>

Troponin not drawn:

T Troponin not drawn:

cick2 <checked1> [~
__CKand CKMB or only CK ; __CKand CKMB or only CKMB drawi P
3x ULN pcick <checked1> 3% ULN :
——— i ——— - only CK drawn, serial CK changes i i

peickserial <checked1> pasurement if last - andy> 50% above last measurergner sellsheetl

measure > ULN <checked1>

|

Post-CABG M : Post-CABG MI : J cabgck2 <checked1>

CKIMB > 5x ULN and > 50% above I cabgck <checked1> __CKMB >5x ULN and new Q w

Mlcrit <checked1> hsurement if last measure > ULN motion abnormalities |

|
L
S o Milcrit2 <checked1>

4. [JCORAL MI Criteria Met (please check one below) 4. [JCORAL MI Criteria Met (please chg

nonproc <checked1> periproc <checked1> || pericabg <checked1> Non-Procedural Peri-PCl  Peri-CABG
_onproc2 <checked1> lperiproc2<checked1> II pericabg2 <checked1> I
I o

noMicrit <checked1> =~

noMlcrit2 <checked1>
5. Date of event

[JSite R siterpt <checked1>

or

[ ICEC Adjudicated Date of Event: / /
| cecadj <checked1> | Day Month Year | cecadjdt ()
cecadjdd/cecadjmmm/cecadjyyyy

comments (vc, 200) single entry |
Comments: MDsigdt ()
| MDsig <yesno> ; i i
Physician Reviewer Signat N Date MDsigdd/MDsigmmm/MDsigyyyy
=7 e

CEC Administrative Signatu] CECsig <yesno> Date: L L

CECsigdd/CECsigmmm/CECsigyyyy

duplicat <checked1> CECsigdt ()
v2

CRL 803 MI adj form v9 12 11.doc


dfolan
cardmark2 <yesno>

dfolan
trop2 <checked1>

dfolan
tropnot2 <checked1>

dfolan
ck2 <checked1>

dfolan
ckserial2 <checked1>

dfolan
pcitrop2 <checked1>

dfolan
pcitropnot2 <checked1>

dfolan
pcick2 <checked1>

dfolan
pcickserial2 <checked1>

dfolan
cabgck2 <checked1>

dfolan
PS: MIAdj 
PT: MIAdj
Panel: MIAdj

dfolan
MIcrit2 <checked1>

dfolan
noMIcrit2 <checked1>

dfolan
nonproc2 <checked1>

dfolan
periproc2<checked1>

dfolan
pericabg2 <checked1>

dfolan
PANEL: Context
PS: Context

dfolan
evntno (f, 10)

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

default

dfolan
comments (vc, 200) single entry

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()

dfolan
ischsx <yesno>

dfolan
ecgchng <yesno>

dfolan
sigQwv <checked1>

dfolan
Twave <checked1>

dfolan
block <checked1>

dfolan
pathQwv <checked1>

dfolan
stseg <checked1>

dfolan
abnwall <checked1>

dfolan
cardmark <yesno>

dfolan
trop <checked1>

dfolan
tropnot <checked1>

dfolan
ck <checked1>

dfolan
ckserial <checked1>

dfolan
pcitrop <checked1>

dfolan
pcitropnot <checked1>

dfolan
pcick <checked1>

dfolan
pcickserial <checked1>

dfolan
cabgck <checked1>

dfolan
nonproc <checked1>

dfolan
periproc <checked1>

dfolan
pericabg <checked1>

dfolan
MIcrit <checked1>

dfolan
noMIcrit <checked1>

dfolan
siterpt <checked1>

dfolan
cecadj <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
duplicat <checked1>


. L. . . . PANEL: Context
CORAL Progressive Renal Insufficiency Adjudication Form |k
(Old Definition)

Site ID:

Pt. No.

Randomization #:

Unigque Event Number:

evntno (f, 10)

Site Reported Date:

|strptdd/strptmmm/strptyyyy |

strptdt ()

1.) Did the patient experience a doubling of baseline Cr on 2 measurements separated by > 60

double <yesno>

L IYes No

siterpt <checked1>

PS: RenAdj
PT: RenAdj

Panel: RenAdj

- renal <checked1>

[] CORAL Progressive Renal Insufficiency Criteria Met

Adjudicated Date of Event (check one of the following):
___SITE REPORTED DATE OF EVENT AS ABOVE

___ CEC ADJUDICATED DATE OF EVENT / /

—dav_month _vear

cecadj <checked1>

cecadjdd/cecadjmmm/cecadjyyyy

OR
renalnot <checked1> cecadjdt ()
expl (vc, 200) single ent
[[] CORAL Progressive RenaII Pl ) sing Y
Explain
coreonly <checked1>
[ICore Lab Values Only
[[]Core Labs and Local LabslcOrebCal <checked1> |
[]Local Lab Values Only R T
comments (vc, 200) single entry
Comments:
MDsigdt ()
MDsig <yesno> ; " "
Physician Reviewer Signature: Date: MDsigdd/Mpsigmmm/MEsigyyyy
aay monmn year
CEC Administrative Signature: _| CECsig <yesno> Date: CECsigdd/CECsigmmm/CECsigyyyy
aay montn year
CECsigdt ()

CRL 804 coral renal insuff adj form OLD DEFINITION 9 12 11.doc


dfolan
coreonly <checked1>

dfolan
corelocal <checked1>

dfolan
localonly <checked1>

dfolan
PS: RenAdj 
PT: RenAdj
Panel: RenAdj

dfolan
PANEL: Context
PS: Context

default

dfolan
evntno (f, 10)

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

dfolan
double <yesno>

dfolan
renal <checked1>

dfolan
cecadj <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
siterpt <checked1>

dfolan
renalnot <checked1>

dfolan
expl (vc, 200) single entry

dfolan
comments (vc, 200) single entry

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()


PANEL: Context
PS: Context

CORAL Renal Replacement Therapy Adjudication Form

Site ID:

Pt. No.

Randomization #:

Unique Event Number:
evntno (f, 10)

Site Reported Date:

strptdd/strptmmm/strptyyyy
strptdt ()

repl <checked1>

[[] CORAL Renal Replacement Therapy Criteria Met:

(at least one must be checked)

PS: Renrep

PT: Renrep
Panel: Renrep

trans <checked1>

Adjudicated Date of Event (check one of the foll

nal):
__ SITE REPORTED DATE OF EVENT AS ABOV(IN

siterpt <checked1>

a. renal trapsplant
b. hemodi t <checked 1> hemo <checked1> —>] I
. physiciall oo __ CEC ADJUDICATED DATE QE-EMENT . .
d. patient died within 30 days after the initiation of ) cecadjdd/cecadjmmm/cecadjyyyy
— < >
dialysis for chronic renal faill yo4th <checked1> cecad) <checked
cecadjdt ()
OR
replnot <checked1>
[ ] CORAL Renal Replacement Therapy Criteria NOT Met
Explain
expl (vc, 200) SINGLE ENTRY
comments (vc, 200) SINGLE ENTRY |
Comments: MDsigdt ()
MDsig <yesno> MDsigdd/MDsigmmm/MDsi
Physician Reviewer Signature: 9y Date: ¢ & Sy
day month year
CECsig <yesno> ] ] ]
CEC Administrative Signature: Date: | CECsigdd/CECsigmmm/CECsigyyyy
day month year
CECsigdt ()
CRL 805

coral renal replacement therapy adj. form v. 10.14.05



dfolan
PANEL: Context
PS: Context

default


dfolan
strptdt ()

dfolan
PS: Renrep 
PT: Renrep
Panel: Renrep

dfolan
evntno (f, 10)

dfolan
replnot <checked1>

dfolan
siterpt <checked1>

dfolan
cecadjdt ()

dfolan
cecadj <checked1>

dfolan
comments (vc, 200)  SINGLE ENTRY

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
CECsigdt ()

dfolan
expl (vc, 200) SINGLE ENTRY

dfolan
repl <checked1>

dfolan
death <checked1>

dfolan
rrt <checked1>

dfolan
hemo <checked1>

dfolan
trans <checked1>

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
strptdd/strptmmm/strptyyyy

dfolan
cecadjdd/cecadjmmm/cecadjyyyy


CORAL Stroke Adjudication Form

PANEL: Context
PS: Context

Site ID:

Pt. No.

Randomization #:

Unique Event Number:

evntno (f, 10)

Site Reported Date:

O

___ | strptdd/strptmmm/strptyyyy

strptdt ()

PS: Stroke
PT: Stroke

Panel: Stroke

focal <yesno>
[INO O 1. Focal neurological deficit (resulting from a vascular cause involving the central nervous
system) of sudden onset which is not due to a readily identifiable cause (i.e., brain tumor,
trauma)?
revers <yesno> . L
[INO [JY 2. Were symptoms reversible within 24 hours?
[CJNO YES [[] UNKNOWN |3a. Was an imaging study performed?

imag <yesnounk7>

If yes\>

b.If yes, Is there documentation of:

D NODYES - New hemorrhage?

newhem <yesno>

U nold YES - New infarction? [newinfa <yesno> |

Old Definition

| stroke <checked1>

[_JCORAL Stroke Criteria Met
__Hemorrhagic Stroke

hemstroke <checked1>

__lIschemic

__Non-Hemorrhagic Strok

__lIschemic

nonhemstroke <checked1> __Primary |

[ J|CORAL TIA Criteria Met
Itia <checked1> I

New Definition

[_JCORAL Stroke Criteria Met

ntracranial Hemorrhage
__Unknown|unk <checked1>

stroke2 <checked1>

Stroke

ischstroke <checked1>

Stroke w/ Hemorrhagic

ischstrokehem <checked1>

primhem <checked1>

DCORAL TIA Criteria Met tia2 <checked1> |

Adjudicated Dal siterpt <checked1>

the following):

Adjudic% siterpt2<checked1>

one of the following):

____SITE REPORTED DATE OF EVENT AS ABOVE

cecadj <checked1>

DATE 01 cecadjdd/cecadjmmm/cecadjyyyy

___ SITE REPORTED DATE OF EVEI cecadj2dd/cecadj2mmm/cecadj2yyyy

| CEC

cecadj2 <checked1>

EVENT /

day month

/

year

cecadjdt2 ()

I-cecadjdt ()

Explain

CORAL Criteria NOT Met, NO EVENT

| exol (ve, 200) SINGLE

ENTRY |

CORAL Criteria NQT Met NOQ EVEN
Explain

T

expl2 (vc, 200) SINGLE ENTRY

Comments: comments (vc, 200)

SINGLE ENTRY

Physician Reviewer Signatu

MDsig <yesno>

CEC Administrative Signaturg

CECsig <yesno>

duplicat <checked1>

Dat

MDsigdd/MDsigmmm/MDsigyyyy | °

MDsigdt ()

. / .
' CECsigdd/CECsigmmm/CECsigyyyy

CECsigdt ()

CRL 806

stroke adj form v 9.20.11.doc

v2


dfolan
stroke2 <checked1>

dfolan
ischstroke <checked1>

dfolan
ischstrokehem <checked1>

dfolan
primhem <checked1>

dfolan
unk <checked1>

dfolan
PS: Stroke 
PT: Stroke
Panel: Stroke

dfolan
siterpt2<checked1>

dfolan
cecadj2dd/cecadj2mmm/cecadj2yyyy

dfolan
cecadj2 <checked1>

dfolan
cecadjdt2 ()

dfolan
expl2 (vc, 200) SINGLE ENTRY

dfolan
tia2 <checked1>

dfolan
PANEL: Context
PS: Context

dfolan
evntno (f, 10)

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

default

dfolan
focal <yesno>

dfolan
revers <yesno>

dfolan
imag <yesnounk7>

dfolan
newhem <yesno>

dfolan
newinfa <yesno>

dfolan
stroke <checked1>

dfolan
hemstroke <checked1>

dfolan
nonhemstroke <checked1>

dfolan
tia <checked1>

dfolan
siterpt <checked1>

dfolan
cecadj <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
expl (vc, 200) SINGLE ENTRY

dfolan
comments (vc, 200) SINGLE ENTRY

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()

dfolan
duplicat <checked1>


CORAL Progressive Renal Insufficiency Adjudication Form

L. PANEL: Context
(New Definition) PS: Context

Site ID: Pt. No. Randomization #:
Unique Event Number: Site Reported Date:
q Jevntno (7, 10) p strptdd/strptmmm/strptyyyy | strptdt ()
PS:
RenAdjnew
PT:
. . . . . . RenAdjnew
1.) Did the patient experience a 30% decline in GFR from baseline on 2 measurement =5t

separated by > 60 days? RenAdjnew

decline <yesno>

[ JYes [ INo

Adjudicated Date of Event (check one of the following):

[] CORAL Progressive Renal Insufficiency Criteria Met ——p— SITE REPORTED DATE OF EVENT AS ABOVE | SierPt <checked>
——ogCSSIVE meNa ‘

renal <checked1> ___ CEC ADJUDICATED DATE OF EVE[ cecadjdd/cecadjmmmicecadiyyyy

cecadj <checked1>
cecadjdt ()

renalnot <checked1>

[[] CORAL Progressive Renal Insufficiency Criteria NOT Met
Explain

expl (vc, 200) single entry

coreonly <checked1>

[ICore Lab Values Only
[ ]Core Labs and Local Labs |corelocal <checked1>

[]Local Lab Values Only
localonly <checked1>

comments (vc, 200) single entry
Comments:
MDsig <yesno> MDsigdd/MDsigmmm/MDsigyyyy I'V'DSigdt 0
Physician Reviewer Signature: Date: 7 7
day month year
CECsig <yesno> " n "
CEC Administrative Signature: Date: | CECsigdd/CECsigmmm/CECsigyyyy
aay montn yean
CECsigdt ()

807 coral renal insuff adj form NEW DEFINITION 9 12 11.doc


dfolan
PANEL: Context
PS: Context

default

dfolan
evntno (f, 10)

dfolan
PS: RenAdjnew
PT: RenAdjnew
Panel: RenAdjnew

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

dfolan
decline <yesno>

dfolan
renal <checked1>

dfolan
cecadj <checked1>

dfolan
siterpt <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
renalnot <checked1>

dfolan
expl (vc, 200) single entry

dfolan
comments (vc, 200) single entry

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
MDsigdt ()

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()

dfolan
coreonly <checked1>

dfolan
corelocal <checked1>

dfolan
localonly <checked1>


CORAL Silent Ml Adjudication Form

Patient ID: Patient Initials: Site No.

Unique Event Number: Jevntno (f, 10) Site Reported Date: Y A
DAY MONTH YEAR

strptdd/strptmmm/strptyyyy | | strptdt ()

PS: Silentmi
PT: Silentmi

Panel: Silentmi

[INO []VYES . . . .
1.Were there new pathologic Q waves in two or more contiguous leads in the absence of
qwaves <yesno> corresponding symptoms?
Adjudicated Date of Event (check one of the following): I
" " siterpt <checked1>
[] CORAL Silent Mi Criteria Met | S'enM! <checked1> 5| SITE REPORTED DATE OF EVENT AS ABO
_ CEC ADJUDICATED DATE OF EVENT / /

cecadj <checked1> Icecadjdd/cecadjmmm/cecadjyyyy y_ cecadjdt ()

noevent <checked1>

[] CORAL Criteria NOT Met, NO EVENT
Explain
expl (vc, 200) SINGLE ENTRY

comments (vc, 200) SINGLE ENTRY |

Comments: MDsigdt ()
MDsig <yesno> MDsigdd/MDsigmmm/MDsigyyyy
Physician Reviewer Signature: Date:
- day month year
CECsig <yesno> | CECsigdd/CECsigmmm/CECsigyyyy I
CEC Administrative Signature: Date: CECsigdt ()

day month yea

Coral Silent M| Adjudication Form v.10/22/2008
808 coral silent MI adjudication fo


dfolan
siterpt <checked1>

dfolan
cecadjdd/cecadjmmm/cecadjyyyy

dfolan
cecadjdt ()

dfolan
cecadj <checked1>

dfolan
silentmi <checked1>

dfolan
noevent <checked1>

dfolan
expl (vc, 200) SINGLE ENTRY

dfolan
comments (vc, 200) SINGLE ENTRY

dfolan
MDsig <yesno>

dfolan
CECsig <yesno>

dfolan
MDsigdt ()

dfolan
MDsigdd/MDsigmmm/MDsigyyyy

dfolan
CECsigdd/CECsigmmm/CECsigyyyy

dfolan
CECsigdt ()

dfolan
qwaves <yesno>

dfolan
evntno (f, 10)

dfolan
strptdd/strptmmm/strptyyyy

dfolan
strptdt ()

dfolan
PS: Silentmi
PT: Silentmi
Panel: Silentmi

dfolan
PANEL: Context
PS: Context

default


CORAL PANEL: Context
PS: Context

Site ID: Pt. No.. Randomization #: |
Pre-randomization MR Angiography Data Form Page 1 of 3
PS: MRA
mranum (f, 10) PT: MRA
MRA number: :
perfrm <angsite> Panel: MRA
1. This MR angiogram was performed at: [] (1) Investigative site [ (2) Outside hospital
11.  Name of radiologist supervising MRA: _|Physfirs (vc, 50) SR (16, 50
| mramm/mradd/mrayy First Last
2. Date of MRA: (mm/dd/yyyy) mradt() agentNA <checked1>
3.  Contrast Agent: agent (ve, 50) Contrast dose: | contrst (fl 8, 2) |Contrast njection ratef i ate (ve, 10) LINA
4.  Bolus timing method: |P°meth <bolusmethod> s e )
5. Manufacturer: manuf (vc, 50)
fstren (vc, 50)
6. Field strength: | —|
7 Coil: coil (ve, 50)
8. 3D GdMRA: [] Not done | S¢MRAND =checked>
8.1. FOV: fovl (fi6,2) {cm  Matrix: |matrix1 (vc, 50)

8.2. Slice thickness: |slice1 (fl 6, 2) Imm

83. TR: |tr1(we.50)]| TE:|tel(ve.50)|  flip:|flip1 (ve, 50) bandwidth; |2andwint (ve, 50)

8.4. Parallel factor: parfact1 (ve, 50)|

8.5.  Partial Fourier factorLoureir! (ve, 50)

8.6.  Scan duration (s): |5Ca‘"d“r1 (ve, 50) |

9. 3D phase contrast:  [_] Not done | GdphzND <checked1>

9.1. FOV: fov2 (fl6,2) lcm  Matrix: |matrix2 (vc, 50)

9.2. Slice thickness: |[slice2 (f1 6, 2) jmm

9.3. TR: |tr2(vc, 50) _TE;|te2(vc, 50)| flip| fip2 (ve, 50)  foandwidth:| °2"4*th2 (ve. 50)
94. Parallel factor: |parfact2 (vc, 50)

9.5. Partial Fourier factor:]foureir2 (vc, 50d

9.6.  Scan duration (s):]3¢@"dur2 (v¢, 50)

addseq (vc, 150)

10. Additional sequences:

11.  On-site post processing:

. images (f, 5)
11.1.  Total number of post-processed MRA images:

11.2.  Sub-volume MIPs of right renal artery:

11.3.  Sub-volume MIPs of left renal artery: IMIPs (ve, 50)

Version 1.0 CRL 601 MRA CORE LAB data input by



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: MRA
PT: MRA
Panel: MRA

dfolan
mranum (f, 10)

dfolan
perfrm <angsite>

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dfolan
mramm/mradd/mrayy

dfolan
mradt()

dfolan
agentNA <checked1>

dfolan
manuf (vc, 50)

dfolan
bolmeth <bolusmethod>

dfolan
contrst (fl 8, 2)

dfolan
agent (vc, 50)

dfolan
injrate (vc, 10)

dfolan
fstren (vc, 50)

dfolan
coil (vc, 50)

dfolan
GdMRAND <checked1>

dfolan
GdphzND <checked1>

dfolan
fov1 (fl 6, 2)

dfolan
matrix1 (vc, 50)

dfolan
slice1 (fl 6, 2)

dfolan
fov2 (fl 6, 2)

dfolan
slice2 (fl 6, 2)

dfolan
matrix2 (vc, 50)

dfolan
tr1 (vc, 50)

dfolan
te1 (vc, 50)

dfolan
flip1 (vc, 50)

dfolan
bandwth1 (vc, 50)

dfolan
parfact1 (vc, 50)

dfolan
foureir1 (vc, 50)

dfolan
scandur1 (vc, 50)

dfolan
tr2 (vc, 50)

dfolan
te2 (vc, 50)

dfolan
flip2 (vc, 50)

dfolan
bandwth2 (vc, 50)

dfolan
parfact2 (vc, 50)

dfolan
foureir2 (vc, 50)

dfolan
scandur2 (vc, 50)

dfolan
addseq (vc, 150)

dfolan
images (f, 5)

dfolan
rMIPs (vc, 50)

dfolan
lMIPs (vc, 50)

dfolan
units (vc, 10)


CORAL PANEL: Context
PS: Context

Site ID: Pt. No.. Randomization #: |
Pre-randomization MR Angiography Data Form Page 1 of 3
PS: MRA
mranum (f, 10) PT: MRA
MRA number: :
perfrm <angsite> Panel: MRA
1. This MR angiogram was performed at: [] (1) Investigative site [ (2) Outside hospital
11.  Name of radiologist supervising MRA: _|Physfirs (vc, 50) Sl (18, 50
| mramm/mradd/mrayy First Last
2. Date of MRA: (mm/dd/yyyy) mradt() agentNA <checked1>
3.  Contrast Agent: agent (ve, 50) Contrast dose: | contrst (fl 8, 2) |Contrast njection ratef ;i ae (ve, 10) LINA

. units (vc, 10)
4.  Bolus timing method: |P°meth <bolusmethod>

f (vc, 50
5. Manufacturer: manuf (ve, 50)

. fstren (vc, 50)
6. Field strength:

7 Coil: coil (ve, 50)
8. 3D Gd MRA: [] Not done | SAMRAND <checked1>
8.1. FOV: fovia (ve20)] cm  Matrix; |matrix1 (vc, 50) A iR

8.2. Slice thickness: |slice1 (fl 6, 2)

83 TR |res0] Telet e s0)
8.4. Parallel factor: parfact1 (vc, 50) |

8.5.  Partial Fourier factorLoureir! (ve, 50)

8.6.  Scan duration (s): |5Ca‘"d“r1 (ve, 50) |

9. 3D phase contrast:  [_] Not done | GdphzND <checked1>

flip: flip1 (vc, 50)  bandwidth: bandwth1 (vc, 50)

- fov2 20 - trix2 (vc, 50
9.1. FOV: ovza(ve20)fcm  Matrix: |matrix2 (ve, 50) 1
9.2. Slice thickness: |[slice2 (f1 6, 2) jmm
9.3. TR: |tr2(vw, 50) | TE:|te2 (ve, 50)| flip| fip2 (ve, 50)  foandwidth:| °2"4*t2 (ve. 50)
94. Parallel factor: |parfact2 (vc, 50)

9.5. Partial Fourier factor: ] foureir2 (vc, 50d

9.6.  Scan duration (s):]3¢@"dur2 (v¢, 50)

addseq (vc, 150)

10. Additional sequences:

11.  On-site post processing: :
morethan (vc, 5) images (f, 5)
11.1.  Total number of post-processed MRA images:

11.2.  Sub-volume MIPs of right renal artery:

11.3.  Sub-volume MIPs of left renal artery: IMIPs (vc, 50)

Version 1.0 CRL 601 MRA CORE LAB data input by



dfolan
PANEL: Context
PS: Context

default


dfolan
PS: MRA
PT: MRA
Panel: MRA

dfolan
mranum (f, 10)

dfolan
perfrm <angsite>

dfolan
physfirs (vc, 50)

dfolan
physlast (vc, 50)

dfolan
mramm/mradd/mrayy

dfolan
mradt()

dfolan
agentNA <checked1>

dfolan
manuf (vc, 50)

dfolan
bolmeth <bolusmethod>

dfolan
contrst (fl 8, 2)

dfolan
agent (vc, 50)

dfolan
injrate (vc, 10)

dfolan
fstren (vc, 50)

dfolan
coil (vc, 50)

dfolan
GdMRAND <checked1>

dfolan
GdphzND <checked1>

dfolan
fov1 (fl 6, 2)

dfolan
matrix1 (vc, 50)

dfolan
slice1 (fl 6, 2)

dfolan
fov2 (fl 6, 2)

dfolan
slice2 (fl 6, 2)

dfolan
matrix2 (vc, 50)

dfolan
tr1 (vc, 50)

dfolan
te1 (vc, 50)

dfolan
flip1 (vc, 50)

dfolan
bandwth1 (vc, 50)

dfolan
parfact1 (vc, 50)

dfolan
foureir1 (vc, 50)

dfolan
scandur1 (vc, 50)

dfolan
tr2 (vc, 50)

dfolan
te2 (vc, 50)

dfolan
flip2 (vc, 50)

dfolan
bandwth2 (vc, 50)

dfolan
parfact2 (vc, 50)

dfolan
foureir2 (vc, 50)

dfolan
scandur2 (vc, 50)

dfolan
addseq (vc, 150)

dfolan
images (f, 5)

dfolan
rMIPs (vc, 50)

dfolan
lMIPs (vc, 50)

dfolan
units (vc, 10)

dfolan
fov1a (vc 20)

dfolan
morethan (vc, 5)

dfolan
fov2a (vc 20)


CORAL

Site ID:

Pt. No.:

Randomization #:

PANEL: Context
PS: Context

|

MRA number:|mranum (f, 10)

12.

13.

14.

15.

16.

17.

Version 1.0 CRL 602 MRA CORE LAB data input by

Pre-randomization MR Angiography Data Form

MRA Image Quality: MRAImg <diagintervi>

Anatomic coverage of 3D coronal volume
a. from origin of celiac trunk down to common iliac arteries
b. entire aorta anteriorly and at least to mid-kidney posteriorly

c. Aorta and renal arteries free of wrap-around artifact

Bolus timing and enhancement
a. Dark inferior vena cava
b. Minimal ringing artifact

c. Homogeneous arterial signal

Resolution
a. Visualization of renal arteries with branching to renal hilum
b. Slice thickness less than 3mm before interpolation

c. Frequency and Phase dimensions less than 2mm
Minimal artifact
a. Sharp outline of kidney and renal arteries

b. Free of metal artifact

Post-processing

L]t YES
L1t YES
L1t YES

L1t YES
L]t YES
L1t YES

L1t YES
L1 YES
L] YES

L]t YES
L1t YES

a. At least two subvolume MIPs for each renal artery [ ] (0) Core Lab [] (1) YES

b. MIPS free of bright structure overlap

] ©)Core Lab [] (1) YES

Page 2 of 3

[] (1) Diagnostic [] (2) Non-diagnostic

[J@NO
] @ NO
] @ NO

PS: MRA1
PT: MRA1

Panel: MRA1

trunk <yesno>

midkid <yesno> I

artif <yesno>

1) NO

darkinf <yesno>

L1@N
] @ NO

1@ NO

minring <yesno>

artsig <yesno>

hilum <yesno>

CleN
1@ NO

1@ NO
] @ NO

slice <yesno>

freqphz <yesno>

shrpkid <yesno>
| e ————————

freemetl <yesno>

1 @) NG

subvol <CLyesno>

Ll@N

overlap <CLyesno>
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default

dfolan
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Panel: MRA1

dfolan
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dfolan
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CORAL PANEL: Context
PS: Context

Site ID: Pt. No.. Randomization #: }
Pre-randomization MR Angiography Data Form Page 3 of 3
MRA number: | mranum (f. 10) PS: MRA2
PT: MRA2
18. Right Kidney is present: 0.2 ] L] YES L@ NO Panel: MRA2
; {

Right Kidney size (S| x AP x RL): ARG 2 :r Volume: |vol1 (f6,2) :
RL1 (fl 6, 2) volunt1 (vc, 5)

Cortical thickness: __Jcortt (fl6,2) | mm

Right Renal | |
colnum (f, 5) Artery Site renart (vc, 5) PS: RiKid
18.1 | Stenosiq stensgn (vc, 2) "stenos (fi6,2) % % IZZ;Z:RR"Atiid
1o gginhasm ] spin <yesnoND7> L1 YES L1(1)YES L1 YES
' onp3D ch [ o [1@NO 1@ NO [1@NO
[ ] Not Done [ ] Not Done [ ] Not Done [ ] Not Done
18.3 | Post-stenotic | L R 1) YES 1 YES L] YES
dilatation Ik [1@2)NO 1@ NO 1@ NO
L]t YES L]t YES 1) YES L]t YES
18.4 | Delayed peak
on cine PC cinepc []@NO 1@ NO []@NO
<yesnoND7> [ ] Not Done [ ] Not Done [ ] Not Done
19. Left Kidney is present: L1t YES ] @ NO
ISI2 (fi6,2) I_I { PS: MRA3
Left Kidney size (Sl x AP x - AP2 (fl 6, 2) Volu 2) PT: MRA2
RL2 (fl 6, 2 )
Cortical thickness: |2 {16.2) | mm e volunt2 (vc, 5) Panel: MRAZ2
Left Renal '
Artery Site TR 18 ©) - - I S LcftKid
- PT: MRA2
colnum (f, 5) I] Stenosis stensgn (vc, 2) |stenos (fle, 2) % % Panel: LeftKid
Spin L]t YES L]t YES 1) YES L]t YES
19.2 | dephasing (I spin <yesnoND7> [1@NO []@NO ]2 NO
on 3D PC [ Not Done ] Not Done ] Not Done ] Not Done
19.3 | Post-stenotic rld”;t <yesno> o) YES L] YES 1) YES
dilatation | [1@NO 1@ NO 1@ NO
L1 YES L1mYES L1(1)YES L1 YES
19.4 ODr?'zi};]eedppgak cinepc <yesnoND7> (] @NO ] @ NO (] @NO
CTNot Done ] Not Done ] Not Done ] Not Done
. If stenosis is unilateral: [] (1) Right [ (2 Left ] 3)No, bilaterallUlnilat <nobilat> |
PS: MRA4 Ischemic kidney enhances less on arterial phase. L1 YES L1 2 NO | enhances <yesno>
PT: MRA2 Ischemic kidney has delayed Gd excretion. L] YES []@NO ]delayed <yesno
Panel: MRA3 Ischemic kidney hyper-concentrates the urine. 1o YES [ 1@ NO hypercon <yesno>
21. Severe aortic atherosclerosis []¢) YES [ 2 NO |atheros <yesno>

Version 1.0 CRL 603 MRA CORE LAB data input by
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CORAL PANEL: Context
PS: Context

Site ID: Pt. No.. Randomization #: }
Pre-randomization MR Angiography Data Form Page 3 of 3
MRA number: | mranum (f. 10) PS: MRA2
PT: MRA2
18. Right Kidney is present: 1102 ] L] YES L@ NO Panel: MRA2
; {

Right Kidney size (S| x AP x RL): ARG 2 :r Volume: |vol1 (6,2 :
RL1 (fl 6, 2) volunt1 (vc, 5)

Cortical thickness: __Jcort1 (fl6,2) | mm

Right Renal | |
colnum (f, 5) Artery Site renart (vc, 20) PS: RiKid
18.1 | Stenosis stensgn (vc, 2) "stenos (f1e,2) % % IZZ;Z:RR"Atiid
1o gginhasm ] spin <yesnoND7> L1 YES L1(1)YES L1 YES
' onp3D ch [ o [1@NO 1@ NO [1@NO
[ ] Not Done [ ] Not Done [ ] Not Done [ ] Not Done
18.3 | Post-stenotic | L1 R L1 YES [1¢)YES LI YES
dilatation Ik [1@2)NO 1@ NO 1@ NO
L]t YES L]t YES 1) YES L]t YES
18.4 | Delayed peak
on cine PC cinepc []@NO 1@ NO []@NO
<yesnoND7> [ ] Not Done [ ] Not Done [ ] Not Done
19. Left Kidney is present: L1t YES ] @ NO
ISI2 (fi6,2) I_I { PS: MRA3
Left Kidney size (Sl x AP x - AP2 (fl 6, 2) Volu 2) PT: MRA2
RL2 (fl 6, 2 )
Cortical thickness: | {16.2) | mm e volunt2 (vc, 5) Panel: MRAZ
Left Renal '
Artery Site renart (vc, 20) PS: LeftKid
- PT: MRA2
colnum (f, 5) I] Stenosis stensgn (vc, 2) |stenos (fle, 2) % % Panel: LeftKid
Spin L]t YES L]t YES 1) YES L]t YES
19.2 | dephasing (I spin <yesnoND7> [1@NO []@NO ]2 NO
on 3D PC [ Not Done ] Not Done ] Not Done ] Not Done
19.3 | Post-stenotic rld”;t <yesno> o) YES L] YES 1) YES
dilatation | [1@NO 1@ NO 1@ NO
L1 YES L1mYES L1(1)YES L1 YES
19.4 ODr?'zi};]eedppgak cinepc <yesnoND7> (] @NO ] @ NO (] @NO
CTNot Done ] Not Done ] Not Done ] Not Done
. If stenosis is unilateral: [] (1) Right [ (2 Left ] 3)No, bilaterallUlnilat <nobilat> |
PS: MRA4 Ischemic kidney enhances less on arterial phase. L1 YES L1 2 NO | enhances <yesno>
PT: MRA2 Ischemic kidney has delayed Gd excretion. L] YES []@NO ]delayed <yesno
Panel: MRA3 Ischemic kidney hyper-concentrates the urine. 1o YES [ 1@ NO hypercon <yesno>
21. Severe aortic atherosclerosis []¢) YES [1 2 NO | atheros <yesno>

Version 1.0 CRL 603 MRA CORE LAB data input by



dfolan
PANEL: Context
PS: Context

default

dfolan
PS: MRA2
PT: MRA2
Panel: MRA2

dfolan
rkid <yesno>

dfolan
mranum (f, 10)

dfolan
spin <yesnoND7>

dfolan
cinepc <yesnoND7>

dfolan
renart (vc, 20)

default


default

dfolan
PS: MRA3
PT: MRA2
Panel: MRA2

default


default

dfolan
PS: MRA4
PT: MRA2
Panel: MRA3

dfolan
PS: LeftKid
PT: MRA2
Panel: LeftKid

dfolan
PS: RtKid
PT: MRA2
Panel: RtKid

dfolan
renart (vc, 20)

dfolan
spin <yesnoND7>

dfolan
cinepc <yesnoND7>

dfolan
stenos (fl 6, 2)

dfolan
dilat <yesno>

dfolan
stensgn (vc, 2)

dfolan
stensgn (vc, 2)

dfolan
stenos (fl 6, 2)

dfolan
dilat <yesno>

dfolan
SI1 (fl 6, 2)

dfolan
RL1 (fl 6, 2)

dfolan
AP1 (fl 6, 2)

dfolan
vol2 (fl 6, 2)

dfolan
cort1 (fl 6, 2)

dfolan
SI2 (fl 6, 2)

dfolan
AP2 (fl 6, 2)

dfolan
RL2 (fl 6, 2)

dfolan
vol1 (fl 6, 2)

dfolan
lkid <yesno>

dfolan
cort2 (fl 6, 2)

dfolan
enhances <yesno>

dfolan
delayed <yesno>

dfolan
hypercon <yesno>

dfolan
atheros <yesno>

dfolan
unilat <nobilat>

dfolan
volunt1 (vc, 5)

dfolan
volunt2 (vc, 5)

dfolan
colnum (f, 5)

dfolan
colnum (f, 5)


YasCore CORAL Trial

The Vascular Ultrasound Core Laboratory

Vascular Core Lab Final Report Form
Screen Exam

RENAL DUPLEX ULTRASOUND FINDINGS SCREEN EXAM

Clinical Date of | o ammm/examdd/examyyyy
Site # Exam PS: Ultra1
PS: Context MM DD Y VL
Bzl Panel: Context examdt() Panel: Ultra1
Randomizatit
Patient # SPONSOR REPOR

Renal Parenchymal Evaluation i
Right hilar1 (fl 6, 2) hilrstn1 <YESNONAUNK7> Panel: ScrnUSa

Hillar Analysis | | msec Hillar Analysis; Supports Stenosis OvYes ONo ONA O UNK |
(AT)

PS: ScrnUSa

Upper Pole PSV]ruppsv (i 6,2) |cm/sec EDV |:| cm/sec |rupedv (fl 6, 2)

Lower Pole PSV|rlowpsv (fi 6, 2) [cm/sec EDV |:| cm/sec |rlowedv (fl 6, 2)

Cortical Thickness]rthick (fl 4, 2) |cm Average: Rl |riavg1 (fl 4, 2)

Average Pole to Pole Kidney Measurement| |cm avglent (fl 4, 2)

Left

Hillar Analysis | [msec Hillar Analysis; Supports Stenosis |O Yes ONo ONA O UNK |
(AT)

hilar2 (fl 6, 2) hilrstn2 <yesnonaunk7>

Upper Pole PSV |luppsv (fi6,2) fcm/sec EDV :lcm/sec lupedv (fl 6, 2)

Lower Pole PSV]iiowpsv (fi 6, 2) |cm/sec  EDV :l cm/sec |llowedv (i 6, 2)

Cortical Thickness |ithick (fl4,2) |cm Average: RI [riavg2 (fl 4, 2)

Average Pole to Pole Kidney Measurement :l cm |2velen2 (14, 2)

Comments ...

comments (vc, 200)

scrrevwr <reviewer2>

Reviewer O Gail Hadley, RN, RvT O Sandra M. Kim, RVT, RDMS O Michael Jaff, DO O OtherJothrevwr (vc, 100)

. reviewdt Vascore of Massachusetts General
Review Date | 0 | overread [OYes ONo | 62 Stariford Streot

MM/DD/YYYY Boston, MA 02114
overread1 <yesno>

rev. 02/07/2006

Pg 501
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YasCore CORAL Trial

The Vascular Ultrasound Core Laboratory

Vascular Core Lab Final Report Form
Post Treatment Scans

RENAL DUPLEX ULTRASOUND FINDINGS
= Panel: Context

Clinical Date
exammm/examdd/exam

MM/DD/YYYY PT: PostUS7a

_ Patient |:| Panel: Ultra1
Randomization # examdt()
Patient # SPONbUH T

PSV EDV PS: PostUS1a
Aorta | psv1 (£ 5) Iedv1 (f5) |cm/sec PT: PostUS1a
e DV Panel: PostUS1a

1
RIGHT RENALPRA |: psv2 (f 5) edv2 (f5) kec |O proximalto stent O intfrelatn1 <relation4> [t O unk O NA |

MRA psv3 (15) [[eava (f5) |, . q relatn2 <relation4>  |intrastent QO distal to stent O unk O NA |

DRA [_|Psv4 (f5) [ ]edv4 (5) fsec [O proximaltostent Q intrastd relatn3 <relationd>  Punk O NA |

Pstent |:psv5 (5) [1edv5 (5) feec

Mstent I: psv6 (f5) | |edv6 (F5) ...

Dstent | psv7 (f5)| edv7 (f5) |sec

Renal PSV  Aorta PSV
Renal Aortic Ratioj— I = | |=|

renpsv (f5) | | aortapsv (f 5)
STENT 2: if applicable

reslt (fl 4, 2)

psv8 (f 5)

P-IS| | | | cm/sec |edv8 (f5)

psva (£5) | nuis | | | | cmisec |edv9 (F5)

psv10 (F5) |P1S | | | | cmisec edv10 (f 5)

Right Renal Parenchymal Evaluation

Upper Pole PSV |uppole (f5) }/sec Lower Pole PSyv |lowpole (f5) .
Cortical Thicknesdthick (fl4,2) | Average: Rl I: avgrit (fl 4, 2)| analys1 <YESNONAUNK7>

Hilar Analysis [hilart (f5) kec Hilar Analysis; Supports Stenosis [OvYes ONo ONA O UNK

)

i avglen1 (fl 4, 2
Average Pole to Pole Kidney Length Measurements |avalent ( ) indpos1 <yesnonaunk7>

PST I: pst1 (vc, 50) ] Indirect Findings Positive |O Yes ONo ONA O UNK |
Right Diagnostic Impression  [Q Normal O Occluded
O 1-59% stenosis O Insufficient direct findings to determine status of renal artery
rimpress <impression> O >=60-99% stenosis
Right Final Impression O RAR O Absolute PSV>200cm/sec NO PST O NA
determined using: O Absolute PSV>200cm/sec+PST O Deviated from Criteria Page 1 of 2

rfinimpr <impression1>

Pg 502
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YasCore

The Vascular Ultrasound Core Laboratory

CORAL Trial

Vascular Core Lab Final Report Form

Post Treatment Scans

RENAL DUPLEX ULTRASOUND FINDINGS

PS: Context
= Panel: Context

Clinical Site # |:| Date of Exa

exammm/examdd/examyyyy

Patient # I:l

T

PS: Ultra1
VUCL LABE[SrSys

Panel: Ultra1

m/sec

Upper Pole Huppolet (f5)

Cortical Thickness el ({14, 2

Hilar Analysifhilar2 (f5) hsec

psT [_|

pst2 (vc, 50) '

Lower Pole PS

Average: RI
Hilar Analysis; Supports Stenosis |

Average Pole to Pole Kidney Length Measurement

lowpole1 (f 5)

peC

avgri2 (fl 4, 2)

Randomization #
psvI1 (f5) [leav11 (f5) - relatn4 <relationd> -
eft Renal PRA /sec |O proximal t O distiNostent O unk O NA
MRA|PSV12 (F5) | leqy12 (75) fisec [O proximalto stent O intrastent |rela <reN> unk O NA
DRALPSVI3 (F5) |l oqv13 (£5) m/sec |O proxim{ relatn6 <relationd> Bnt O distal to ste nk O NA
sv14 (f5 L
Pstent|P (f5) |ledvid (£5) Em/sec PS: PostUS2a
Mstent psv15 (f5) f}edv15 (f5) misec PT: PostUS2a
Panel: PostUS2a
Dstent]psv16 (f5) §edv16(f5) kmysec
Aorta PSV
Renal Aortic Ratiqrenpsv1 (f5) |{aortapsv1 (f5) Presitt (fi 4, 2)
STENT 2: if applitaore———
= YW] =V
p-14psv17 (f5) I edv17 (f5) h/sec
o psvis 5) [|eav1s 5) | oo
Left Renal Parenchymal Evaluation

analys2 <YESNONAUNK7>

avglen3 (fl 4, 2)

Yes ONo ONA OUNK |

indpos2 <yesnonaunk7>

Indirect Findings Positive |O Yes ONo ONA O UNK |

Left Diagnostic |O N

. i <i ion>
Impression O 1 limpress <impression

ided

£99% stenosis O Insufficient direct findings to determine status of renal artery

Left Final Impression

O RAR
O Absolute PS

determined using:

[finimpr <impression1> '

solute PSV>200cm/sec NO PST O NA
viated from Criteria

Interval Change [OYes ONo ONA O UNK

chng <YESNONAUNK7>

Comments

comments (vc, 200)

Reviewer

reviewer <reviewer1>

sigdt()

MM/DD/

Overread

overread2 <yesno>

O Gail Sandager, RN, RVT O Sandra M. Kim, RVT, RDMS O Shirley Morgan, RN, RVT O Michael R. Jaff, DO, RVT O Other...

Vascore 01 othrevwr1 (vc, 100)

Boston, MA 02114
rev. 03/21/2006 v.2
Page 2 of 2
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YasCore

The Vascular Ultrasound Core Laboratory

—‘| MASS

SACHUSETTS
W= CENERAL HOSPITAL

EXAMPLE BARCODE LABEL

Bar code labels are sometimes placed on Feedback forms and other documents from the Core L ab.
Below is an example of how to read the labels.

mediatyp (vc, 20)

- examintrvl (vc, 40)
Media Type —‘
Exam Interval _‘

corelabid (vc, 10)

CoreLabID #

Site Name

Trial Name
\

,, b

ps: ultra1 \4

. i F-60247 [Video- 1 Mo./Vasc.]

panel: ultra1
XYZ Trial / XYZ Hospital (04

XXXXX ' 02-Dec

/ﬂ’uuuuunu

ultradd/ultramm/ultrayy| [ultradt ()

/ Exam Date Slle#

Patient # panel: CONTEXT

Core Lab
BARCODE LABEL

Procedure Manual- Section 6
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CORAL

CORAL
Patient Functioning and
Quality of Life Questionnaire:

Baseline

Instructions
This questionnaire asks for your views about your health. This information will help keep track of how you
feel and how well you are able to do your usual activities.

Any information that would permit you to be identified as a member of the study will be regarded as
strictly confidential and will be used only for this study.

Please answer every question by marking one box. If you are unsure about how to answer, please give
the best answer you can.

The Research Coordinator will hand you this Questionnaire. Please complete to the best of your ability
since the Research Coordinator is not permitted to answer any questions during your completion time.

. PS: Context
pageno (f, 5) visno (vc, 20) subid (vc, 20) Panel: Context

To be completed by the Research Coordinator:

Site
Site ID Date of Survey survmm/survdd/survyy survdt()

Patient No. Patient Before start of treatment? a @ YES

Randomization No. | PTRando pretx <yesno> d @2 NO

This form was completed: O (1) By the Patient

formempl<contact3> | U (2) By Research Coordinator via interview

U (3) By Proxy

PS: QOLBas01

PT: QOLBas01
Panel: QOLBas01
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CONTEXT CORAL

Questions on Health Perception

The following questions are about your health. Think about how you have been feeling
recently and then answer each question below. Please circle the number of the answer

that most closely fits you. If you are unsure about how to answer a question, please give
the best answer that you can.

PS: QOLBas02
PT: QOLBas02

1. First, in general, would you say your health is: Panel: QOLBas02

Excellent ... 1 |heaith <health1>
Very GOOd.......ooovveieiieeee e 2
GOOd ... 3
Fair 4
POOK 5

2. Compared to one year ago, how would you rate your health in general now?

Much better than one year ago ......................... 1 |hxhealth <health2>
Somewhat better than one year ago.................. 2
About the same...........ccccccie 3
Somewhat worse now than one year ago ......... 4
Much worse now than one year ago ................. 5
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PT: QOLBas02
Panel: QOLBas02
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CONTEXT

CORAL

Current Daily Activities

PS: QOLBas03
PT: QOLBas03

Panel: QOLBas03

1. The following questions are about activities you might do during a typical day. °
would like to know if your health limited you in each of these activities during the
past month. If so, how much?

(Please circle the appropriate answer)

YES, YES, NO, NOT
egﬁwﬁgrﬁﬁi?gl#ggﬂ-:hmD LIMITED A LIMITED A | LIMITED AT
LOT LITTLE ALL
a. Vigorous activities, such as ) —
running, lifting heavy objects, or 1 2 3 | vigacty <limit>
strenuous sports
b. Moderate activities, such as —
moving a table, pushing a vacuum 1 2 3 | modactv <limit>
cleaner, bowling, or playing golf [
c. Lifting or carrying groceries 1 2 3 | grocactv <limit>
d. Climbing several flights of stairs 1 2 3Isevstair <limit>
1
e. Climbing one flight of stairs 1 2 3 | onestair <limit>
f. Bending, kneeling, or stooping 1 2 3 |stoop <limit>
g. Walking more than one mile 1 2 3 | grtmile <limit>
h. Walking several blocks 1 2 3 |sevblock <limit>
i. Walking one block 1 2 3 Joneblock <limit>
j- Bathing and dressing yourself 1 2 3 | dressing <limit>
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CONTEXT CORAL

2. During the past month, have you had any of the following problems with your work or

regular activities as a result of your physical health? PS: QOLBas04
PT: QOLBas04
(Please circle the appropriate answer) Panel: QOLBas04

AS A RESULT OF YOUR PHYSICAL

HEALTH, HAVE YOU ... YES NO
a. Cut down on the amount of time you 1 2 phyredct <yesno>
spend on work or other activities
b. ﬁ(cecomplished less than you would 1 2 phyacemp <yesno>
c. Been limited in the kind of work or .
other activities 1 2 Physkind =yesno
d. Had difficulty performing work or _
other activities (for example, it took 1 2 physdiff <yesno>

extra effort)

3. During the past month, have you had any of the following problems with your work or
regular activities as a result of any emotional problems (such as feeling depressed
or anxious)?

(Please circle the appropriate answer)

AS A RESULT EMOTIONAL
PROBLEMS, HAVE YOU ... YES NO
a. Cut down on the amount of time you 1 2 emoredct <yesno>
spend on work or other activities?
b. Accomplished less than you would 1 2
like? emoaccmp <yesho>
c. Didn’t do work or other activities as
1 2 emotcare <yesno>
carefully as usual? |
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CONTEXT CORAL

4. During the past month, to what extent have health problems interfered with your

normal social activities with family, friends, neighbors, or groups? (Circle one) PS: QOLBas05

PT: QOLBas05
Panel: QOLBas05

Notatall........oooooo 1
SHGhtlY oo 2 |[EEShSEEEETES
Moderately ........cooovviiiiiiiii 3
QuIte @ bit..oeeeeee e 4
Extremely ... 5

5. How much bodily pain have you had during the past month? (Circle one)

NONE ..o 1 vodypain <paint>
Very Mild ... 2
T e 3
Moderate.......cccooeeeeeeeeee 4
SEVEIC...eiiiiiiiieee e 5
VErY SEVEIE ... .. 6

6. During the past month, how much did pain interfere with your normal work (including
both work outside the home and housework)? (Circle one)

workpain <pain2>

Notatall........covveiieiiie e 1

Alittle bit ..o 2

Moderately .......coooeviiiiiii 3

QuIte @ bit..oeeeeee e 4

Extremely ... 5
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CONTEXT CORAL

Current We"'Being PS: QOLBas06

PT: QOLBas06

Panel: QOLBas06

1. These next questions are about how you feel and how things have been with you
during the past month. For each question, please give the one answer that comes
closest to the way you have been feeling. How much of the time during the past

month . . .
DURING THE PAST A good | Some | Alittle | None of
MONTH, HOW MUCH OF All of Most of bit of of the of the the
THE TIME.... the time | the time | the time time time time
a. Did you feel full of life? 1 2 3 4 5 6
lifefull
QOL >
b. Were you {<QOLstate 1 2 3 4 5 6
nervous person?
nervous
c. Did you feel so dow <QOLstate>
the dumps that nottmTg | 2 3 4 5 6
could cheer you up?
depress
d. Did you feel calm and ~QOLstate> N
. 4 3 4 5 6
peaceful?
peace
. <QOLstate>
e. Did you ha 1 2 3 4 5 6
energy? energy
f  Did ; <QOLstate>
. Did you fe
downhearted and low? ! 2 3 4 ° 6
down
. <QOLstate>
g. Did you feel worn out? 2 3 4 5 6
wornout
QOLstat
h. Were you a hap] s4Y-state> 2 3 4 5 6
person? |paony
<QOLstate>
i. Did you feeltired? 1 2 3 4 5 6
tired
<QOLstate>
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CONTEXT CORAL

2. During the past month, how much of the time has your physical health or emotional
problems interfered with your social activities (like visiting with friends, relatives,
etc.)? (Circle one answer)

PS: QOLBas07
PT: QOLBas07

Panel: QOLBas07

All of the tiMe ..o 1
social <active>

Most of the time.......coonvieiie e, 2

Someofthe time......ccooveeeeee . 3

Alittle bitof the time........oovveiii 4

None of the time.......ooveeeieee e 5

3. How TRUE or FALSE is each of the following statements for you?

(Circle one number on each line)

How TRUE or FALSE is Definitely | Mostly Don’t Mostly | Definitely

each statement for you? true true know false false

a. | seem to getill more ) 2 3 4 5
easily than other people. Jiliness <truth>

b. | am as healthy as 1 2 3 4 5
anybody | know. healthy <truth>

c. | expect my health to 1 2 3 4 5
get worse. |worse <truth>

d. My health is excellent. 1 2 3 4 5

excellnt <truth>
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CONTEXT CORAL

Questions on Health Perception PS: QOLBas08
By circling one number in each group below, please indicate which statements best |Bee/REEIL]
describe your own health state today. Panel: QOLBas08

1. Mobility (Circle one) | mobility <qolwalk>

| have no problems in walking about................ 1
| have some problems in walking about.................ooo 2
lam confined to bed.........ooii i 3

2. Self-Care (Circle one) selfcare <qolselfcare>

| have no problems with self-care..............oooiiiiii i, 1
| have some problems washing or dressing myself...............ccooiiiinnn. 2
| am unable to wash or dress myself.............coiiiiii AT 3

3. Usual Activities (Circle one) |uslactv <golactiv>

(e.g. work, study, housework, fani-, Ities)

| have no problems with performing my usual activities............................... 1
| some problems with performing my usual activities............................o..l. 2
| am unable to perform my usual activities. ... 3

4. Pain/Discomfort (Circle one) |discmfrt <discom>

| have no pain or disComfort...... ..o 1
| have moderate pain or discomfort............cooiiiiiiiii 2
| have extreme pain or discomfort.............oooii i 3

5. Anxiety/Depression (Circle one) |anxiety <anx>

| am not anXxious Or dePreSSEed........oouiiiiiiii e 1

| am moderately anxious or depressed.........oooviiiiiiiiiii i 2

| am extremely anxious or depressed............coovuviiiiiiiiiiiiiiieans T 3
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CONTEXT CORAL

Best imaginable

health state PS: QOLBas09

PT: QOLBas09

Panel: QOLBas09

10
To help people say how good or bad a health state -

[ =]

is, we have drawn a scale (rather like a thermometer)
on which the best state you can imagine is marked
100 and the worst state you can imagine is marked
0.

today (f, 5)

We would like you to indicate on this scale how
good or bad your own health is today, in your
opinion. Please do this by drawing a line from the
box below to whichever point on the scale indicates

how good or bad your health state is today.

Your own
health state
today
Worst imaginable
health state
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CONTEXT CORAL

Employment
PS: QOLBas10
PT: QOLBas10
Panel: QOLBas10
1. Which term best describes your most recent main job? (Circle one)

employ <employ>

Professional or technical (lawyer, teacher, social worker, scientist, nurse,

doctor, state police, computer programmer)..........ccceueeeiieeiieiieee e eens 1
Clerical worker (secretary, receptionist, data entry, cashier).............cccceeevvuennnn.. 2

Service worker (janitor, cook, waitress/waiter, nurse’s aide, security

guard, driver, road crew worker, subway conductor)...........ccccoeviviiiiiiiiii e 3
Craftsman or tradesman (carpenter, electrician, mechanic) .............ccccccevuunnnn.. 4
Other (please describe) _|employsp (v¢,200) | .. 5
2. What was your total family income last year before taxes? (Circle one)
income <income> | Less than $10,000 ...........cuueuuriurureesrireeseesesseeesesssesseees st ssseeseseseseeens 1
$10,000 10 $20,000.......c.eeieiiieiiieeiee e 2
$20,000 10 $40,000.......c..eiiiiieiiieeiie e 3
$40,000 t0 $60,000........ceeeiiuiieeaiiee e naeas 4
$60,000 t0 $80,000........ceeeiieieeeiieeeeiee e 5
$80,000 t0 $100,000.......ceeiiieiiiieeiieeieeeiie e seee e 6
more than $100,000 ........cceiiiiiiiiieie e 7

3. Which of the following statements best describes your work situation for the past

month? (Circle one)

worksitn <situation>

LT o o (LT T 1

Unemployed (but SEeKiNg WOIK) ........cooviiiiiiiieiei e 2

ON diSADIITY ...vee e e a e aaaaa 3

REUIMEA ... e 4

ON SICK IBAVE ...t 5
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CONTEXT CORAL

Personal Information

PS: QOLBas11
PT: QOLBas11

4, What is the highest grade of school you completed? (Circle one) Panel: QOLBas11
schling <schooling> | Grad@ €IGht OF IS ...

S0mMeE high SChOOL.......eeeiie e 2
Graduated from high SChoOl .............ouuiiiii 3
Some college or did not attend college, but

had additional special training ............ccooviiiiiiiiiiiiiiii e 4
Graduated from COllEGE ......unii i 5
Post-graduate WOIK ..........oooiiiii e 6

5. How many people, including yourself, live in your household?|hshold (f, 5) beople

6. Are you presently: (Circle one)

T S Married Or liVing @S MAITEd ..........c.cooveeeeeeeeeeeeeeeee e 1
Divorced or separated ...........cooooeooiiiiiii e 2
WIOWEA ... 3
Never Married ... 4
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SitelD: Pt.No. __ Randomization No.

=

INSTRUCTIONS

A list of symptoms appears down the left side of the page. For each one, please
think whether YOU HAVE EVER HAD this symptom during the PAST MONTH.

If not, FILL IN THE CIRCLE ‘N’, and go on to the next symptom.

If you have had it or think you have had it — even if only once, and only very mildly—
then FILL IN THE CIRCLE 'Y’ and go on to answer HOW OFTEN you have had this
symptom, filling in the appropriate circle. Then answer HOW DISTRESSING this
symptom has been to you, again filling in the appropriate circle.

SAMPLE QUESTIONS

DURING THE PAST HOW OFTEN?
MONTH, HAVE YOU
EXPERIENCED THIS 1 = Once or twice
SYMPTOM OR FEELING? 2 = Once or twice a
week
Please mark: 3 = Often each week
Y=Yes N=No 4 = Almost daily

If YES, then answer

HOW DISTRESSING
HAS IT BEEN?

0 = Not at all

1 = Somewhat
2 = Moderately
3 = Very Much
4 = Extremely

1. Drynessof mouth & ® O 6 ® © O 666 O

2. General Weakness © ® ONONONO, ONONONONO

3. Confusion ® ® O 6 O ® 0 6 @
Copyright 1987, 1990, 1992, 1993, 2000 by PHASE V Technologies, Inc. CRL 211
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SitelD: Pt.No. Randomization No. o
DURING THE PAST MONTH, HOW OFTEN? HOW DISTRESSING
HAVE YOU EXPERIENCED HAS IT BEEN?
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all

week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much

If YES, then answer —> 4 = Extremely

1. Dryness of mouth © ® ONONONO, ONONONONO

2. General weakness © ® © 6 ® ONONONONO,

3. Confusion © ® ONONONO) ONONONONO.

4. Heartburn © ® ONONONO, ONONONONO

5. ltching © ® ONONONO, ONONONONO

6. Shortness of breath © ® ONONONO, ONONONONO,

7. Unable to sleep,

insomnia © ® ONONONO, ONONONONO
8. Mood swings © ® ONONONO, ONONONONO,
9. Difficulty remembering

things ® ONONONO) ONONONONO
10. Blurry vision © ® ONONONO, ONONONONO
11. Wheezing, difficulty

breathing © ® ONONONO) ONONONONO.
12. Hives or swelling of

body or facial areas © ® ONONONO, ONONONONO
13. Extreme thirst © ® ONONONO, ONONONONO)
14. Lethargy, no energy to

do things © ® ONONONO, ONONONONO
15. Difficulty thinking © ® ONONONO, ONONONONO)
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SitelD: Pt.No. __

Randomization No.

DURING THE PAST MONTH,

HOW OFTEN?

HOW DISTRESSING

HAVE YOU EXPERIENCED HAS IT BEEN?
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer —> 4 = Extremely
16. Diarrhea © ® ONONONO) ONONONONO.
17. Cloudy thinking © ® © 6 ® ONONONONO,
18. Hair loss © ® ONONONO) ONONONONO.
19. Double vision © ® ONONONO) © 0666
20. Lightheadedness © ® ONONONO, ONONONONO
21. Tiredness, feelingweary © ® ONONONO, ONONONONO,
22. Constipation © ® © 6 6 ONONONONO,
23. Rapid heartbeat or
palpitations © ® ONONONO) ONONONONO.
24. Numbness or tingling
of hands ® ONONONO, ONONONONO
25. Fatigue © ® ONONONO, ONONONONO
26. Reduced awareness
of what's going on © ® ONONONO ONONONONO,
27. Body aches and pains © ® ONONONO, ONONONONO,
28. Dizziness when standing
up © ® ONONONO ONONONONO.

Copyright 1987, 1990, 1992, 1993, 2000 by PHASE V Technologies, Inc.
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CORAL

CORAL
Patient Functioning and
Quality of Life Questionnaire:

Follow-Up

Instructions

This questionnaire asks for your views about your health. This information will help keep track of how you
feel and how well you are able to do your usual activities.

Any information that would permit you to be identified as a member of the study will be regarded as
strictly confidential and will be used only for this study.

Please answer every question by marking one box. If you are unsure about how to answer, please give
the best answer you can.

Please comple [aSHEIION our ability.
Panel: Context

pageno (f, 5) visno (vc, 20) subid (vc, 20)

To be completed by HCRI

Site ID i Date of| Survey: |survmm/survdd/survyy

Patient No. Patient S

PS: QOLANNO1

Randomization No. PTRando PT: QOLANNO1
Panel: QOLANnNO1

Time Point (circle one) 6 month 1 year 2 year 3 year

timept <interval45>

Who was contacted? |contact <contact1>
a (1) Patient QO (2) Proxy
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CONTEXT

CORAL

QueStionS on Health Perception PS: QOLANN02

PT: QOLANN02

Panel: QOLAnN02
The following questions are about your health. Think about how you have been feel.iig

recently and then answer each question below. Please circle the number of the answer

that most closely fits you. If you are unsure about how to answer a question, please give
the best answer that you can.

1. First, in general, would you say your health is:

Excellent ... 1 |health <health1>
Very GOOd.......ooovveieiieeee e 2
GOOd ... 3
Fair 4
POOK 5

2. Compared to one year ago, how would you rate your health in general now?

Much better than one year ago ............cccou....... 1 |Dxhealth <health2>
Somewhat better than one year ago.................. 2
About the same...........ccccccie 3
Somewhat worse now than one year ago ......... 4
Much worse now than one year ago ................. 5
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Current Daily Activities

PS: QOLANN03

PT: QOLANN03

Panel: QOLANN03
1. The following questions are about activities you might do during a typical day. We

would like to know if your health limited you in each of these activities during the

past month. If so, how much?

(Please circle the appropriate answer)

YES, YES, NO, NOT
egﬁg‘lﬁg:ﬁnﬂ?_?;l#ggnﬁhmD LIMITED A LIMITED A | LIMITED AT
LOT LITTLE ALL
a. Vigorous activities, such as
running, lifting heavy objects, or 1 2 3 Jvigactv <limit>
strenuous sports
b. Moderate activities, such as
moving a table, pushing a vacuum 1 2 3 | modactv <limit>
cleaner, bowling, or playing golf [
c. Lifting or carrying groceries 1 2 3 | grocactv <limit>
d. Climbing several flights of stairs 1 2 3 | sevstair <limit>
1
e. Climbing one flight of stairs 1 2 3 | onestair <limit>
i
f. Bending, kneeling, or stooping 1 2 3 | stoop <limit>
g. Walking more than one mile 1 2 3 | grtmile <limit>
|
h. Walking several blocks 1 2 3 |sevblock <limit>
]
i. Walking one block 1 2 3 | oneblock <limit>
j- Bathing and dressing yourself 1 2 3 | dressing <limit>
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vigactv <limit>

dfolan
modactv <limit>

dfolan
grocactv <limit>

dfolan
sevstair <limit>

dfolan
onestair <limit>

dfolan
stoop <limit>

dfolan
grtmile <limit>

dfolan
sevblock <limit>

dfolan
oneblock <limit>

dfolan
dressing <limit>


CONTEXT

CORAL

2. During the past month, have you had any of the following problems with your woi S ¥ele/ Wy
regular activities as a result of your physical health? PT: QOLANNO4

Panel: QOLAnn04

(Please circle the appropriate answer)

AS A RESULT OF YOUR PHYSICAL YES NO
HEALTH, HAVE YOU ...
a. Cut down on the amount qf _t?me you 1 2 I ——
spend on work or other activities
b. Accomplished less than you would 1 2
like phyaccmp <yesno>
c. Been limited in the kind of work or 1 2
other activities phiyskindisyesno=
d. Had difficulty performing work or
other activities (for example, it took 1 2 Syl e
extra effort) |

3. During the past month, have you had any of the following problems with your work or
regular activities as a result of any emotional problems (such as feeling depressed
or anxious)?

(Please circle the appropriate answer)

AS A RESULT EMOTIONAL
PROBLEMS, HAVE YOU ... YES NO
a. Cut down on the amount of time you 1 2

spend on work or other activities? emoredct <yesno>
b. Accomplished less than you would 1 2

Ilker) emoaccmp <yesno=>
c. Didn’t do work or other activities as 1 2

carefully as usual? emotcare <yesno>
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physkind <yesno>
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physdiff <yesno>
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emoredct <yesno>
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emoaccmp <yesno>

dfolan
emotcare <yesno>
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CORAL

4. During the past month, to what extent have health problems interfered with your FYSEEIEY:
normal social activities with family, friends, neighbors, or groups? (Circle one) [Sifiele) W\ 05

Panel: QOLANnn05

Notatall........oooooo 1
SHGhtlY oo 2 (SRR
Moderately ........cooovviiiiiiiii 3
QuIte @ bit..oeeeeee e 4
Extremely ... 5

5. How much bodily pain have you had during the past month? (Circle one)

NONE ..o 1 vodypain <paint>
Very Mild ... 2
T e 3
Moderate.......cccooeeeeeeeeee 4
SEVEIC...eiiiiiiiieee e 5
VErY SEVEIE ... .. 6

6. During the past month, how much did pain interfere with your normal work (including
both work outside the home and housework)? (Circle one)

workpain <pain2>

Notatall........covveiieiiie e 1

Alittle bit ..o 2

Moderately .......coooeviiiiiii 3

QuIte @ bit..oeeeeee e 4

Extremely ... 5
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Current Well-Being T QOLAO

Panel: QOLANnNn06

1. These next questions are about how you feel and how things have been with you
during the past month. For each question, please give the one answer that comes
closest to the way you have been feeling. How much of the time during the past
month . . .

DURING THE PAST A good Some A little | None of
MONTH, HOW MUCH OF All of | Most of bit of of the of the the
THE TIME.... the time | the time | the time time time time
a. Did you feel full {~ 1 2 3 4 5 6
lifefull
<QOLstate>
b. Were you a very 2 3 4 5 6
nervous person? |nervous
<QOLstate>
c. Did you feel so dowrmm
the dumps that nothina 1 2 3 4 5 6
could cheer you up? | depress
<QOLstate>
d. Did you feel calm an T 7 2 3 4 5 6
peaceful? -
. <QOLstate>
e. Did yo%have : 1 2 3 4 5 6
energy” energy
¢ Did ; <QOLstate>
. Did you fee
downhearted and low? |down 2 3 4 5 6
<QOLstate>
g. Did you feelworn qut2 | 1 2 3 4 5 6
wornout
<QOLstate>
h. Were you a happy . 2 3 4 5 6
person? oy
<QOLstate>
i. Did you feertrea . 1 2 3 4 5 6
tired
<QOLstate>
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lifefull <QOLstate>

dfolan
nervous <QOLstate>

dfolan
depress <QOLstate>

dfolan
peace <QOLstate>

dfolan
energy <QOLstate>

dfolan
down <QOLstate>

dfolan
wornout <QOLstate>

dfolan
happy <QOLstate>

dfolan
tired <QOLstate>
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CORAL

2. During the past month, how much of the time have your physical health or emotic [ ¥ele/ W\ Tové
problems interfered with your social activities (like visiting with friends, relatives, [gele]WNly

etc.)? (Circle one answer) Panel: QOLANN07
) ) All of the tiMe ..o 1
social <active>
Most of the time.......coonvieiie e, 2
Someofthe time......ccooveeeeee . 3
Alittle bitof the time........oovveiii 4
None of the time.......ooveeeieee e 5

3. How TRUE or FALSE is each of the following statements for you?

(Circle one number on each line)

How TRUE or FALSE is Definitely | Mostly Don’t Mostly | Definitely

each statement for you? true true know false false

a. | seem to getill more 4 2 3 4 5
easily than other people. Jiiness <truth>

b. | am as healthy as 1 2 3 4 5
anybody | know. healthy <truth>

c. | expect my health i 1 2 3 4 5
get worse.  |worse <truth>

d. My health is excpllaat 1 2 3 4 5

excellnt <truth>
CRL 220

Version 4, 10/01/04 © HCRI


dfolan
PS: QOLAnn07
PT: QOLAnn07
Panel: QOLAnn07

dfolan
CONTEXT

dfolan


dfolan
social <active>
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illness <truth>
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healthy <truth>
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worse <truth>

dfolan
excellnt <truth>
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Questions on Health Perception PS: QOLANN08
By circling one number in each group below, please indicate which statements best Jik Q_o'-A”"OS
describe your own health state today. FENELR SRl

1. Mobility (Circle one) |mobility <qolwalk>

| have no problems in walking about...............o 1
| have some problems in walking about.................ooo 2
lam confined to bed. ... 3

2. Self-Care (Circle one) |selfcare <qolselfcare>

| have no problems with self-care..............ooiiiiii i, 1
| have some problems washing or dressing myself...............ccooiiiiinnn. 2
| am unable to wash or dress myself.............ooiiiii, e 3

3. Usual Activities (Circle one) |uslactv <qolactiv>
(e.g. work, study, housework, fantmyorrersore—cretrrmres)

| have no problems with performing my usual activities............................... 1
| some problems with performing my usual activities.....................ocoiin 2
| am unable to perform my usual activities. ... 3

4. Pain/Discomfort (Circle one) | jiscmirt <discom>

| have no pain or discomfort........ ... 1
| have moderate pain or discomfort....... ... 2
| have extreme pain or discomfort..... ... 3

5. Anxiety/Depression (Circle one)

| am not anxious Or depreSSed.........oouiiiiiiiii e 1

| am moderately anxious or depressed.........oovviiii i 2

| am extremely anxious Or depresSed. .........o.viiuiiie i 3
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Best imaginable
health state [N
PT: QOLAnN09

Panel: QOLAnn09

10
T3

[ =]

To help people say how good or bad a health state today (f, 5)

is, we have drawn a scale (rather like a thermometer)
on which the best state you can imagine is marked
100 and the worst state you can imagine is marked
0.

We would like you to indicate on this scale how
good or bad your own health is today, in your
opinion. Please do this by drawing a line from the
box below to whichever point on the scale indicates

how good or bad your health state is today.

Your own
health state
today
Worst imaginable
health state
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CONTEXT
S(=]D: Pt. No. Randomization No.

PS: QOLANnNn10
PT: QOLANN10

INSTRUCTIONS Panel: QOLANnN10

A list of symptoms appears down the left side of the page. For each one, please
think whether YOU HAVE EVER HAD this symptom during the PAST MONTH.

If not, FILL IN THE CIRCLE ‘N’, and go on to the next symptom.

If you have had it or think you have had it — even if only once, and only very mildly—
then FILL IN THE CIRCLE 'Y’ and go on to answer HOW OFTEN you have had this
symptom, filling in the appropriate circle. Then answer HOW DISTRESSING this
symptom has been to you, again filling in the appropriate circle.

SAMPLE QUESTIONS

DURING THE PAST HOW OFTEN? HOW DISTRESSING
MONTH, HAVE YOU HAS IT BEEN?
EXPERIENCED THIS 1 = Once or twice
SYMPTOM OR FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y=Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer 4 = Extremely
—>
1. Dryness of mouth ®» ® O 6 @ © O 6 @
2. General Weakness © ® ONONONO ONONONONO
3. Confusion O®| 0606 oNoNoNoNO
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CONTEXT

SitelD: Pt.No. Randomization No. o
PS: QOLANN11
DURING THE PAST MONTH, HOW OFTEN? HOW DISTRES: [ESsaANE
HAVE YOU EXPERIENCED HAS IT BEEN :
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer —> 4 = Extremely
1. Dryness of mouth © ® ONONONO ONONONONO
2. General weakness © ® ONONONO, ONONONONO,
3. Confusion © ® ONONONO, ONONONONO,
4. Heartburn © ® ONONONO, ONONONONO
5. ltching © ® ONONONO, ONONONONO
6. Shortness of breath © ® ONONONO, ONONONONO,
7. Unable to sleep,
insomnia © ® ONONONO, ONONONONO
8. Mood swings © ® ONONONO, ONONONONO,
9. Difficulty remembering
things ® ONONONO) © 06666
10. Blurry vision © ® ONONONO, ONONONONO
11. Wheezing, difficulty
breathing © ® ONONONO) © 06O
12. Hives or swelling of
body or facial areas © ® ONONONO, ONONONONO
13. Extreme thirst © ® ONONONO, ONONONONO)
14. Lethargy, no energy to
do things © ® ONONONO, ONONONONO
15. Difficulty thinking © ® ONONONO, ONONONONO)
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CONTEXT

SitelD: Pt.No. Randomization No. o
PS: QOLANN12
DURING THE PAST MONTH, HOW OFTEN? HOW DISTRES: [l
HAVE YOU EXPERIENCED HAS IT BEEN :
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer —> 4 = Extremely
16. Diarrhea © ® ONONONO) © 06O
17. Cloudy thinking © ® ONONONO ONONONONO
18. Hair loss © ® ONONONO, ONONONONO,
19. Double vision © ® ONONONO © 0666
20. Lightheadedness © ® ONONONO, ONONONONO
21. Tiredness, feelingweary © ® ONONONO, ONONONONO,
22. Constipation © ® ONONONO, ONONONONO,
23. Rapid heartbeat or
palpitations © ® ONONONO) © 06O
24. Numbness or tingling
of hands ® ONONONO, ONONONONO
25. Fatigue © ® ONONONO, ONONONONO
26. Reduced awareness
of what's going on ONO, ONONONO, ONONONONO,
27. Body aches and pains © ® ONONONO, ONONONONO,
28. Dizziness when standing
up © ® ONONONO ONONONONO.
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CORAL

Patient Functioning and
Quality of Life Questionnaire:

Study Close-Out

Instructions

This questionnaire asks for your views about your health. This information will help keep track of how you
feel and how well you are able to do your usual activities.

Any information that would permit you to be identified as a member of the study will be regarded as
strictly confidential and will be used only for this study.

Please answer every question by marking one box. If you are unsure about how to answer, please give
the best answer you can.

The Research Coordinator will hand you this Questionnaire. Please complete to the best of your ability
since the Research Coordinator is not permitted to answer any questions during your completion time.

pageno (f, 5)

visno (vc, 20)

subid (vc, 20)

PS: Context
Panel: Context

To be completed by the Research Coordinator:

Site ID

Patient No.

Rando

mization No.

Site

Date of Survey

Patient

PTRando

This form was completed:

4 (1) By the Patient

formcmpl<contact3>

U (2) By Research Coordinator via interview

U (3) By Proxy

survmm/survdd/survyy

survdt()

PS: QOLEx01

PT: QOLEXx01
Panel: QOLEx01
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CONTEXT

CORAL

Questions on Health Perception PS: GOLEX0Z

PT: QOLEx02

Panel: QOLEx02
The following questions are about your health. Think about how you have been fee®

Y
recently and then answer each question below. Please circle the number of the answer

that most closely fits you. If you are unsure about how to answer a question, please give
the best answer that you can.

1. First, in general, would you say your health is:

Excellent ... 1 |health <health1>
Very GOOd.......ooovveieiieeee e 2
GOOd ... 3
Fair 4
POOK 5

2. Compared to one year ago, how would you rate your health in general now?

1 hxhealth <health2>

Much better than one year ago

Somewhat better than one year ago.................. 2

About the same ..., 3

Somewhat worse now than one year ago ......... 4

Much worse now than one year ago ................. 5
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health <health1>
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hxhealth <health2>
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Current Daily Activities

PS: QOLEx03

PT: QOLEx03

Panel: QOLEx03
1. The following questions are about activities you might do during a typical day. We

would like to know if your health limited you in each of these activities during the

past month. If so, how much?

(Please circle the appropriate answer)

YES, YES, NO, NOT
egﬁg‘lﬁg:ﬁnﬂ?_?;l#ggnﬁhmD LIMITED A LIMITED A | LIMITED AT
LOT LITTLE ALL
a. Vigorous activities, such as
running, lifting heavy objects, or 1 2 3 Jvigactv <limit>
strenuous sports
b. Moderate activities, such as
moving a table, pushing a vacuum 1 2 3 | modactv <limit>
cleaner, bowling, or playing golf [
c. Lifting or carrying groceries 1 2 3 | grocactv <limit>
d. Climbing several flights of stairs 1 2 3 | sevstair <limit>
1
e. Climbing one flight of stairs 1 2 3 | onestair <limit>
i
f. Bending, kneeling, or stooping 1 2 3 | stoop <limit>
g. Walking more than one mile 1 2 3 | grtmile <limit>
|
h. Walking several blocks 1 2 3 | sevblock <limit>
]
i. Walking one block 1 2 3 | oneblock <limit>
j- Bathing and dressing yourself 1 2 3 | dressing <limit>
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dfolan
grocactv <limit>
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sevblock <limit>
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oneblock <limit>
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dressing <limit>


CONTEXT

CORAL

2. During the past month, have you had any of the following problems with your wol[SS¥eleR="1
regular activities as a result of your physical health? PT: QOLEx04

Panel: QOLEx04

(Please circle the appropriate answer)

AS A RESULT OF YOUR PHYSICAL YES NO
HEALTH, HAVE YOU ...
a. Cut down on the amount qf _t?me you 1 2 I ——
spend on work or other activities
b. Accomplished less than you would 1 2
like phyaccmp <yesno>
c. Been limited in the kind of work or 1 2
other activities phiyskindisyesno=
d. Had difficulty performing work or
other activities (for example, it took 1 2 Syl e
extra effort) |

3. During the past month, have you had any of the following problems with your work or
regular activities as a result of any emotional problems (such as feeling depressed
or anxious)?

(Please circle the appropriate answer)

AS A RESULT EMOTIONAL
PROBLEMS, HAVE YOU ... YES NO
a. Cut down on the amount of time you 1 2

spend on work or other activities? emoredct <yesno>
b. Accomplished less than you would 1 2

Ilker) emoaccmp <yesno=>
c. Didn’t do work or other activities as 1 2

carefully as usual? emotcare <yesno>
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physkind <yesno>
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physdiff <yesno>
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emotcare <yesno>


CONTEXT

CORAL

4. During the past month, to what extent have health problems interfered with your SR
normal social activities with family, friends, neighbors, or groups? (Circle one) [SeleR=%5)

Panel: QOLEx05

Notatall........oooooo 1
SHGhtlY oo 2 (SRR
Moderately ........cooovviiiiiiiii 3
QuIte @ bit..oeeeeee e 4
Extremely ... 5

5. How much bodily pain have you had during the past month? (Circle one)

NONE ..o 1 vodypain <paint>
Very Mild ... 2
T e 3
Moderate.......cccooeeeeeeeeee 4
SEVEIC...eiiiiiiiieee e 5
VErY SEVEIE ... .. 6

6. During the past month, how much did pain interfere with your normal work (including
both work outside the home and housework)? (Circle one)

workpain <pain2>

Notatall........covveiieiiie e 1

Alittle bit ..o 2

Moderately .......coooeviiiiiii 3

QuIte @ bit..oeeeeee e 4

Extremely ... 5
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Current Well-Being e

Panel: QOLEx06

1. These next questions are about how you feel and how things have been with you
during the past month. For each question, please give the one answer that comes
closest to the way you have been feeling. How much of the time during the past
month . . .

DURING THE PAST A good Some A little | None of
MONTH, HOW MUCH OF All of Most of bit of of the of the the
THE TIME.... the time | the time | the time time time time
a. Did you feel full g==== 1 2 3 4 5 6
lifefull
<QOLstate>
b. Were you a very 2 3 4 5 6
nervous person? |nervous
<QOLstate>
c. Did you feel so dowrmm
the dumps that nothina 1 2 3 4 5 6
could cheer you up? | depress
<QOLstate>
d. Did you feel calm an T 7 2 3 4 5 6
peaceful? -
. <QOLstate>
e. Did yo%have : 1 2 3 4 5 6
energy” energy
¢ Did ; <QOLstate>
. id you feel
downhearted and low? |down 2 3 4 5 6
<QOLstate>
g. Did you feel worn qut2 | 1 2 3 4 5 6
wornout
<QOLstate>
h. Were you a happy . 2 3 4 5 6
person? oy
<QOLstate>
i. Did you feertrea . 1 2 3 4 5 6
tired
<QOLstate>
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depress <QOLstate>
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peace <QOLstate>
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energy <QOLstate>
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down <QOLstate>

dfolan
wornout <QOLstate>

dfolan
happy <QOLstate>

dfolan
tired <QOLstate>


CONTEXT

CORAL

2. During the past month, how much of the time have your physical health or emotic [ ele =574
problems interfered with your social activities (like visiting with friends, relatives, [Zele/R="0y;

etc.)? (Circle one answer) Panel: QOLEx07
) ) All of the tiMe ..o 1
social <active>
Most of the time.......coonvieiie e, 2
Someofthe time......ccooveeeeee . 3
Alittle bitof the time........oovveiii 4
None of the time.......ooveeeieee e 5

3. How TRUE or FALSE is each of the following statements for you?

(Circle one number on each line)

How TRUE or FALSE is Definitely | Mostly Don’t Mostly | Definitely

each statement for you? true true know false false

a. | seem to getill more 4 2 3 4 5
easily than other people. Jiiness <truth>

b. | am as healthy as 1 2 3 4 5
anybody | know. healthy <truth>

c. | expect my health i 1 2 3 4 5
get worse.  |worse <truth>

d. My health is excpllaat 1 2 3 4 5

excellnt <truth>
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illness <truth>
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healthy <truth>
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worse <truth>
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excellnt <truth>
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Questions on Health Perception PS: QOLEX08
By circling one number in each group below, please indicate which statements best [EESeRaS
describe your own health state today. el Gl dE s

1. Mobility (Circle one) |mobility <qolwalk>

| have no problems in walking about...............o 1
| have some problems in walking about.................ooo 2
lam confined to bed. ... 3

2. Self-Care (Circle one) |selfcare <qolselfcare>

| have no problems with self-care..............ooiiiiii i, 1
| have some problems washing or dressing myself...............ccooiiiiinnn. 2
| am unable to wash or dress myself.............ooiiiii, e 3

3. Usual Activities (Circle one) |uslactv <qolactiv>
(e.g. work, study, housework, fanfmyorrersere—crerrvmresy

| have no problems with performing my usual activities............................... 1
| some problems with performing my usual activities.....................ocoiin 2
| am unable to perform my usual activities. ... 3

4. Pain/Discomfort (Circle one) | iccmirt <discoms

| have no pain or discomfort........ ... 1
| have moderate pain or discomfort....... ... 2
| have extreme pain or discomfort..... ... 3

5. Anxiety/Depression (Circle one)

| am not anxious or depressed..........cooviiiiiiii i 1
| am moderately anxious or depressed..........c.ooviiiiiiiiiiii i

| am extremely anxious or depressed..........ccooiiiiiiiiii i
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mobility <qolwalk>
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anxiety <anx>


CONTEXT

CORAL

Best imaginable [S¥aeR=)
health state  [Si¥elei=t0))

Panel: QOLEx09

-

0

[ =]

To help people say how good or bad a health state

is, we have drawn a scale (rather like a thermometer)
today (f, 5)

on which the best state you can imagine is marked

100 and the worst state you can imagine is marked
0.

We would like you to indicate on this scale how
good or bad your own health is today, in your
opinion. Please do this by drawing a line from the
box below to whichever point on the scale indicates
how good or bad your health state is today.

Your own
health state
today
0
Worst imaginable
health state
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CONTEXT

SitelD: Pt.No. Randomization No.

@ PS: QOLEX10
PT: QOLEX10

INSTRUCTIONS Panel: QOLEx10

A list of symptoms appears down the left side of the page. For each one, please
think whether YOU HAVE EVER HAD this symptom during the PAST MONTH.

If not, FILL IN THE CIRCLE ‘N’, and go on to the next symptom.

If you have had it or think you have had it — even if only once, and only very mildly—
then FILL IN THE CIRCLE 'Y’ and go on to answer HOW OFTEN you have had this
symptom, filling in the appropriate circle. Then answer HOW DISTRESSING this
symptom has been to you, again filling in the appropriate circle.

SAMPLE QUESTIONS

DURING THE PAST HOW OFTEN? HOW DISTRESSING
MONTH, HAVE YOU HAS IT BEEN?
EXPERIENCED THIS 1 = Once or twice
SYMPTOM OR FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y=Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer 4 = Extremely
—>
1. Dryness of mouth ®» ® O 6 @ © O 6 @
2. General Weakness © ® ONONONO ONONONONO
3. Confusion O®| 0606 oNoNoNoNO
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CONTEXT

SitelD: Pt.No. Randomization No. o
PS: QOLEx11
DURING THE PAST MONTH, HOW OFTEN? HOW DISTRES: [§inunsi
HAVE YOU EXPERIENCED HAS IT BEEN :
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer —> 4 = Extremely
1. Dryness of mouth © ® ONONONO ONONONONO
2. General weakness © ® ONONONO, ONONONONO,
3. Confusion © ® ONONONO, ONONONONO,
4. Heartburn © ® ONONONO, ONONONONO
5. ltching © ® ONONONO, ONONONONO
6. Shortness of breath © ® ONONONO, ONONONONO,
7. Unable to sleep,
insomnia © ® ONONONO, ONONONONO
8. Mood swings © ® ONONONO, ONONONONO,
9. Difficulty remembering
things ® ONONONO) © 06666
10. Blurry vision © ® ONONONO, ONONONONO
11. Wheezing, difficulty
breathing © ® ONONONO) © 06O
12. Hives or swelling of
body or facial areas © ® ONONONO, ONONONONO
13. Extreme thirst © ® ONONONO, ONONONONO)
14. Lethargy, no energy to
do things © ® ONONONO, ONONONONO
15. Difficulty thinking © ® ONONONO, ONONONONO)

Copyright 1987, 1990, 1992, 1993, 2000 by PHASE V Technologies, Inc. CRL 236



dfolan
CONTEXT

dfolan

dfolan
PS: QOLEx11
PT: QOLEx11
Panel: QOLEx11


CONTEXT

SitelD: Pt.No. Randomization No. o
PS: QOLEx12
DURING THE PAST MONTH, HOW OFTEN? HOW DISTRES: [Hinnsia
HAVE YOU EXPERIENCED HAS IT BEEN :
THIS SYMPTOM OR 1 = Once or twice
FEELING? 2 = Once or twice a 0 = Not at all
week 1 = Somewhat
Please mark: 3 = Often each week 2 = Moderately
Y =Yes N=No 4 = Almost daily 3 = Very Much
If YES, then answer —> 4 = Extremely
16. Diarrhea © ® ONONONO) © 06O
17. Cloudy thinking © ® ONONONO, ONONONONO,
18. Hair loss © ® ONONONO, ONONONONO,
19. Double vision © ® ONONONO © 0666
20. Lightheadedness © ® ONONONO, ONONONONO
21. Tiredness, feelingweary © ® ONONONO, ONONONONO,
22. Constipation © ® ONONONO, ONONONONO,
23. Rapid heartbeat or
palpitations © ® ONONONO) © 06O
24. Numbness or tingling
of hands ® ONONONO, ONONONONO
25. Fatigue © ® ONONONO, ONONONONO
26. Reduced awareness
of what's going on ONO, ONONONO, ONONONONO,
27. Body aches and pains © ® ONONONO, ONONONONO,
28. Dizziness when standing
up © ® ONONONO ONONONONO.
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PS: BIOCHEM

PT: BIOCHEM
Panel: BIOCHEM
Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
1 12 | This field contains the number assigned as the patient ID by the Study or
HMAO-1LD E Project. If client-assigned combinations of alpha and numeric are not
AT (7, 14 compatible with our Lab computer system, an assigned number is used.
2 10 | This field is the Specimen Number or “Accession Number” pre-assigned to
Specimen # the study/project. If there is no pre-assigned number, the system will
Pre-assigned assign a number. This number, in combination with the date should be
accession # or unique.
Lab ID #
spec (vc, 10)
SQ: Specimen
Comment Field
3 Performed 10 | This field contains the ‘performed test’ code.
Test-Code
testcode (vc, 10)
4 Result 10 | This field contains the ‘Result Name’ code.
Name/Code
resname (vc, 10)
5 Specimen 16 | This field contains the Collection Date of the Specimen. The date format is
Collection Date DD/YYYY HH:MI, where HH is 00-23. For Months and Days that are
- specdttm () i i
and Time : : han 10, the characters include a leading zero.
6 |1 [indicates the status of the test in guestion (e.g. F = verified/final, C =
Test Status |teststat(ve, 1) lorrected).
7 Result Verify 16 | This field contains the verify date of the result. The date format is
Dpte-ond Tima MM/DD/YYYY HH:MI, where HH is 00-23. For Months and Days that are
TR ) less than 10, the characters include a leading zero.
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Text Box
PS: BIOCHEM
PT: BIOCHEM
Panel: BIOCHEM

dsnow
Text Box
ptid (vc, 12)

dsnow
Note
site, patient, rando.  E.g. 0620010123

dsnow
Text Box
spec (vc, 10)

dsnow
Text Box
testcode (vc, 10)

dsnow
Text Box
resname (vc, 10)

dsnow
Text Box
specdttm ()

dsnow
Text Box
teststat (vc, 1)

dsnow
Text Box
resldttm ()


Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
8 1 This data item will indicate the type of result record (N = Numeric, C =
Result Typeg restype (ve, 1) Comment, and F = Free Text, S = String-not strictly numeric). Test
pe e commoente wil| generate additional, separate data records.
9 Result Units 20 ||resunit(ve,20) h contains the Units the result is being reported in.
10 Result-Value 80 | This data field is used for the result value, and could contain up to 80
Characters for Alpha Numeric test results or comments. If the result record
SQ: Modifiers includes a Comment or is Free Text (see field # 8), this information will
Field . 4 (vc, 80) also be stored here as a separate record with the same demographics as
the numeric test result record.
11 15 | This field has contained a “Visit Number” or related designation for the
Visit Number patient. The actual numeric ‘Visit' or ‘Year text label will precede the
umeric information in the field.
S0O: Order visnum (vc, 15)
Comment Field
12 | Patient ID Code: 60 This field has been used for a patient’s initials or an acrostic code.
acrostic or
Initials
nmfld (vc, 60)
SQ: Name Field
13 3 This data item indicates the Patient Type code (e.g. OS).
Patient Type
Code pttype (vc, 3)
14 8

Site-Code

This data item is the “Study ID code”

(DR#-client-cd)

sitecode (vc, 8)

Patient Location Code — e.g. UOQ7A).
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Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
15 10 | This field contains the ‘Ordered Test’ code.
Ordered Test
Code ordtest (vc, 10)
16 Specimen 16 | This field contains the specimen receipt date. The date format is
Receipt Date MMIDB/YYYY HH:MI, where HH is 00-23. For Months and Days that are
and Time ) han 10, the characters include a leading zero.
17 Patient Birth 10 This data item is the Patient Birth Date expressed as MM/DD/YYYY. The
Date —-STF patient Birth Date is typically not known for research study/project
dobdt() | specimens and the field. For Months and Days that are less than 10, the
SQ: Study characters include a leading zero.
patient BDates
will be entered For Study patients that do not have specified birth dates, a value of
as 01/01/1900 01/01/1900 will be entered and reported (required field).
when not
provided
18 SQ: Lab 14 | This field contains the computer-assigned specimen accession number. This
assigned n number is our lab internal number. It will usually differ from the

Accession #

accession (vc,

14)

ned accession # or Lab ID # that is used in field # 2.
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PS: BIOCHEM
PT: BIOCHEM
Panel: BIO_CUMU

Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
1 12 | This field contains the number assigned as the patient ID by the Study or
HMAO-1LD E Project. If client-assigned combinations of alpha and numeric are not
AT (72 114 compatible with our Lab computer system, an assigned number is used.
2 10 | This field is the Specimen Number or “Accession Number” pre-assigned to
Specimen # the study/project. If there is no pre-assigned number, the system will
Pre-assigned assign a number. This number, in combination with the date should be
accession # or unique.
Lab ID #
spec (vc, 10)
SQ: Specimen
Comment Field
3 Performed 10 | This field contains the ‘performed test’ code.
Test-Code
testcode (vc, 10)
4 Result 10 | This field contains the ‘Result Name’ code.
Name/Code
resname (vc, 10)
5 Specimen 16 | This field contains the Collection Date of the Specimen. The date format is
Collection Date DD/YYYY HH:MI, where HH is 00-23. For Months and Days that are
- specdttm () i i
and Time : : han 10, the characters include a leading zero.
6 |1 [indicates the status of the test in guestion (e.g. F = verified/final, C =
Test Status |teststat(ve, 1) lorrected).
7 Result Verify 16 | This field contains the verify date of the result. The date format is
Dpte-ond Tima MM/DD/YYYY HH:MI, where HH is 00-23. For Months and Days that are
TR L ) less than 10, the characters include a leading zero.
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Panel: BIO_CUMU

dsnow
Text Box
ptid (vc, 12)

dsnow
Note
site, patient, rando.  E.g. 0620010123
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Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
8 1 This data item will indicate the type of result record (N = Numeric, C =
Result Typeg restype (ve, 1) Comment, and F = Free Text, S = String-not strictly numeric). Test
ype e commoente wil| generate additional, separate data records.
9 Result Units 20 ||resunit(ve,20) h contains the Units the result is being reported in.
10 Result-Value 80 | This data field is used for the result value, and could contain up to 80
Characters for Alpha Numeric test results or comments. If the result record
SQ: Modifiers includes a Comment or is Free Text (see field # 8), this information will
Field 4 (vc, 80) also be stored here as a separate record with the same demographics as
the numeric test result record.
11 15 | This field has contained a “Visit Number” or related designation for the
Visit Number patient. The actual numeric ‘Visit' or ‘Year text label will precede the
umeric information in the field.
S0O: Order visnum (vc, 15)
Comment Field
12 | Patient ID Code: 60 This field has been used for a patient’s initials or an acrostic code.
acrostic or
Initials
nmfld (vc, 60)
SQ: Name Field
13 3 This data item indicates the Patient Type code (e.g. OS).
Patient Type
Code pttype (vc, 3)
14 8

Site-Code

This data item is the “Study ID code”

(DR#-client-cd)

sitecode (vc, 8)

Patient Location Code — e.g. UOQ7A).
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Field Sunquest Max
Seq Field Name and | Field
# Content Size Field Description - Comments
15 10 | This field contains the ‘Ordered Test’ code.
Ordered Test
Code ordtest (vc, 10)
16 Specimen 16 | This field contains the specimen receipt date. The date format is
Receipt Date MMIDB/YYYY HH:MI, where HH is 00-23. For Months and Days that are
and Time ) han 10, the characters include a leading zero.
17 Patient Birth 10 This data item is the Patient Birth Date expressed as MM/DD/YYYY. The
Date —-STF patient Birth Date is typically not known for research study/project
dobdt() | specimens and the field. For Months and Days that are less than 10, the
SQ: Study characters include a leading zero.
patient BDates
will be entered For Study patients that do not have specified birth dates, a value of
as 01/01/1900 01/01/1900 will be entered and reported (required field).
when not
provided
18 SQ: Lab 14 | This field contains the computer-assigned specimen accession number. This
assigned n number is our lab internal number. It will usually differ from the

Accession #

accession (vc,

14)

ned accession # or Lab ID # that is used in field # 2.
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