Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.

SOLVD
ELIGIBILITY VISIT FORM

BT 5 5, S O PR A e T 1 ST T I P T, TS MMM e

YERSION A ¢ 5-22-B6

TENP 1D: FORN: [ STE]F VISIT: [1J

INSTRUCTIONS: ~ This fore is te be used vnly at Visit 1, the SOLVD Eligibility Visit.

Print clearly when entering a response in the apgropriate boxes, For sultiple
thoice gquestions, circle the one appropriate letter corresponding to the response
chesen,  Specific instructions for various ?uestions are enclosed in boxes directly
ge%oylthe question. See the SOLVD Beneral Instructions for Coapleting Fores for
etails,

S0LVD ELIGIBILITY VISIT FORM  {screen ! of 11 )  (GEF page § of 8 )

f. IDENTIFYING INFORMATION
3.2, Citys
s / ; [
t. Today’s Dates l / l !
I A B / , —_—
Honth Day Year [
2.1, Last Mame: ——p—
[- 3.3, State/ProvintBassievesrerroercsranness
3.4, Country: [----- -
2.2. First Name:
3.5, Zip Code/Canadian or
European Postal Code: po——
4, Telephone Nuaber {Home):
g.3. Middle Name:
2.2. Third Name:
{raiden, ‘
initial, Hospital Informatisn
etc.)
%.1. Hospital Name:
3.1. Street Address:




SOLVD ELIGIRILITY VISIT FORM

(screen 2 of 11 ) (SEF page 2 of § )

wn
.

9.

3.

3.

9.

wn

TQ

3.

4,

5

6.

~J

. Hospital Street Address:

|

LT L

L

City: _1
State/ProvinCeeseeviiosrassconcrreses
Country;

21p Lode/Canadian or

European Postal Code:

7. Patient Huspital ID

L

Husber:

&.1. Last Name:

-——

_

6.2. First Name:

6.3. Street Address:

&.4, City:

8.6. Country:

5.9, State/ProvINCR v rcrreosvncrsnstoanrorns

6.7. Zip Code/Canadian or

Eurppean Postal Code: ["'T“




SOLYD ELIGIBILITY VISIT FORM  (screen 3 of 11 )  (SEF page 3 of 8 )

6.9, Frivate physician’s telephone nuaber:

7.7. Country: - — ——-
S | [T
N L]
7.8, Z1p Code/Canadian or
European Postal Code: -
Nearest relative or friend not [
residing with the participant -
7.1, Last Name: 7.9. Telephone Nuaber:

7.2. First Naaes

Participant’s Eaployer

[ 8.1. Name or Status: '
——- {coapany, self-eaployed, disabled, retired, etc.)

7.3, Relationship:

7.4, Street Address:
— —— 8.2, Participant’s Job Title:

- L] -
LT 1

7.5, City:

7.8, State/Provintleieevaesevesenss erentes




SOLVD ELTGIRILITY VISIT FORM

{screen & of 11 )

(SEF page 4 of 8 )

8.3. Esployer’s Street Address:

LT

Participant Information

[--—[---[-—-[---_-—.---[: 9. SeXeriannans vevirenes Cevescirsane .. .Hale bl
SRS RO U S ] Fesale F
10, Ethnic Identity.svsesss...American Indian |
8.4. Laty:
fAsian 2
Black 3
Caucasian 4
Hispame 5
8.5, Gtate/ProvInCRyiiissavecentsancrcanas
Other b
8.6. Country:
11, Date of Birth: ) ,
- LLI L
8.7. Zip Code/Canadian or — ! i
European Postal Code: Month Day Year
8.8. Erplayer’s Telephone Number:
SOLVD ELIGIBILITY VISIT FORM (screen 5 of 11 )  (SEF page 4 of 8 )
12,  Sotial Security Nusber: 13.4, Is the qualifying Ejectzon
Fraction the most recent?........ Yes Y
[ Ko N
IT Yesy go to Buestion 15.1. on page 3.
B. ENTRY CRITERION
13.1. Qualezinq Ejection
raction (EF) Percentagesss... 14.1, Most recent Ejection
Fraction &ercentage... ....... .
13,2. Date of Ejection Fraction Nessurement:
/ 14.2, Date of most recent Ejection
/ / Fractien aeasureaent:
e T | / /
onth a ear
Y L1 /
Honth Day Year
13.3. Hethod Utilizedieesrernsnsss
Radionuc]ide R 14.3, Method utilized for the most recent
Ejection Fraction seasuresent....
Comrast Angrography ] .
Fadionuclide R
2-D Echo E
Contrast Angiography A
2-0 Echeo E




S0LVD ELIGIBILITY VISIT FORM  (screen & of 1! }  (SEF page 3 of 8 )

C. EXCLUSTON CRITERIA {Circle the apprepriate response for each ites. All 1tems sust be indicated.)

Yes No Yes Ko
15.1, History of intolerance 13.6. Coaplex congenital
to enalaprileeveeees Y N hear% d15Ba58u . euvaas ceres y N
15.2. Currently taking ACE 15.7. Syncopal episodes presumed
inhibitor and to be due to life
enable to discontinue...vivaee, Y N threatening arrhythmas..,.... Y N
15.3, Myocardial Infarction 15,8, Any major cardiac surgery likely, Y N
within 30 days of expected
date of randomization.....ouveas Y N
15.9. Unstable angina pectoris..veevsss ¥ R
5.4, Heaodynamically sigmficant
valvular or outflow
tract obstruction..vieecirnsnss Y R 15,10, Uncontrolled hypertension........ Y N
15.11. Cor Pulmonalessevervrnrocraenness Y N
13.5. Constrictive Pericarditis....... Y K
15.12, Advanced pulmonary disease....... y K

SOLVD ELIGIBILITY VISIT FORM  (screen 7 of 11 )  (SEF page § of 8 )

C. EXCLUSION CRITERIA {Circle the appropriate response for each item. AIl 1iems aust be indicated,)

Yes No Yes e
15,13, Major neurclogical disease..... Y N 15.21, Sigmficant primary
liver disease......... . Y N
15,14, Cerebrovascular d1seasei...ess. Y N
15.22, Likely to be nonadherent
{alcoholisa, drug addiction,
lack of & fived address, etc.}).. ¥ N
19.19, Collagen vascular di13ease.ssse, ¥ N
15.16. Suspected significant 13.23. Dther llfe-threatenxne
renal artery stenosis..... Y N disease or not realis 15311{.
expected to be discharged alive. ¥ N
15,17, Renal failur®iveseirncnrennenss Y N
15.24, Woman I1kely te bear children... y N
15!18. Cancerll.l..lll.'l..l.'ll'!l'll Y N
) 15.25, Qther investlgatlonal
drug ProdoColSecesceorsnsse y N
{except cospassionate use)
15.19. lasunosuppressive therapy...... Y L
15,26, Failure to give censent........s f N
15,20, Active myocarditiSivsuvarasnses Y N




S0LVD ELIGIBILITY VISIT FORM  (screen 8 of {1 )  (SEF page & of B )

D, INITIALS OF FERSON —

CGMPLETING THIS FORN ["1f Ves (the 'Srtxcieant is surtable for SOLVD),
continue with F. PHYSICAL EXAMINATION,
1y IMEI818 e uneerenirrsnneeneennens [ Quection 18.1. :
e s (I No, EXIT THE FORN

E. STUDY SUITABILITY

17. Is the participant suirtable

for participation 1n SOLVD?....uuen Yes y F, PHYSICAL EXAMINATION
No N Blood Pressure (supine)
"NOTE: The participant 15 suitable for SOLVD 1.1, §ystol2tuunerrenanes s Hg

only if all of the responses o questions
1. thru 15.26. (L. EXCLUSION ERITERIUN)
are N {No).

- 18.2. Diastolic.eceeonas ‘e [—- T e Hg

Blocd Pressure (sitting)

19,0, Systeliceceienvnnanes [-— a8 Hg

19,2, Drastelic.ooenannan, . [ an Hg

o e ot 0 e 4 T

SOLVD ELIGIBILITY VISIT FORM (screen @ of {1}  {SEF page 6 of § )

Heart rate (beats per minute) -
23, Sodiug ‘Nab erversenss [ reg/1
80-1' EupinElllllll.llll.llll!lll
24, Potassium (K}svasannas [‘-- meq/l
EO'.]L. Slthng-u..-.....u.-u..- ——l e
25, Blood Urea Nitrogen (BUM)... [ ag/d]
G. LAHORATORY DATA IS -
2t.  Hematocrit (HCD . v.inivuse, S
26, CreatiniN@eiecesesnnaee ng/dl
22.1. Total White Blood Count
{HBE %1000}, cieunnnas 27. Proteinuriasiseeesianasss aegative 0
t 1
22.2. Percent Neutrophils........ t 2
e 3
22,3, Percent LysphocyteSeseresss [ Htt 4




SOLVD ELIGIBILITY VISIT FORM

(screen 0 of 11 )

(SEF page 7 of 8 )

H. HEDICATION TOLERANCE MONITORING If Yes. 1ndicate below:
23.1. Is the participant taking Circles Y (Yes) or N (Mo} for each i
1sesorbide aedication?..ieeeerrsnser YOS Y aedication, [If Yes, enter the total
\ X daily dose (ailligrams) for that aedicaticn,
0 —
If Hoy go to Question 29.!:-] Hedication Yes/No Total Daily Dose {asg)
Y
29.2. Prazesan i) b}
28.2. af Yesa ent?r i?e , N _—
ajly ggs ailligrass
of segica ion....?........ [:::] Y
' 29.3. Hydralazine &} " b) ]
29.1, Is the participant taking -
anz vasodilater sedication
C‘t er than lSOSOI’bldE?....--..........YES Y . Y r —
29.4, Mifedipine  a) b [ [7
No N K
[f No, go to Buestien 31,
e e e e — Y
29.5. Other a)
N
SOLVD ELIGIBILITY ©ISIT FORM  (screen 3! of 11 )  (SEF page 7 of 8 )
["WGTE: 11 the participant 15 continuing the use of 3 | | [ HOTE: If the participant 1z tabings

nen-ACE vasodilator, please censider discontinuing the

uze unless the indication 1s clear,
L

sasodilator (ather ehan lsosorb13e' or 1% MNrew
{lass 4 or has known Sedius tNa) less tham

30.1. Is the partictpant
discontinuing the use of

all nDn'ACE Vi!DdllBtOTB?.u..-.---..YES Y
Ne N
If Yes, go to Question 3i,
30.2. If No (continuing), specify the indication:
31,  New York Heart Asseciation
CHE Classification,icsecesvssrvecansnrneesr |
2
3
4
2. Is the part1cxﬂant’5
known Sodium {Na) value
less than 130 #eg/] 7vvierireninnees.tes i
Ko N

130 aeg/l, then the ﬁartlcxpant 15 to be
hospitalized for 24 hrs, for medication
sonitoring. Cosplete the SOLVD Medicat:on
Monitaring Fora,

T L T R R

33,1, Is the participant
not taking hydralazine or
1socsorbide sedication’..uie. YES )

No

t If o, go to page 8.

33.2. If Yes {not taking hydralazine cr
150s0rbade), what 15 the likelihood
that these drugs would be uced

1 the participant’s conditien worsens?....

Highly likely A
Moderately likely B
Unlikely C




S0LVD ELIGIBILITY VISIT FORM

{SEF page 8 of 8 )

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

2} Nusher of p1lls dispensed
at this visit.........

ist attempt gnd atteapt

b} Scheduled date of V}sit 2:

/ /]
/ o
Banth Day Year




	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and filename in your message.


