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SOLVID
BASELINE VISIT FORM

VERSION B / 9—1—1984&

TENP 10: Foam: | S|BYF VERSIOY: | B VISITs | 3

INSTRUCTIONS: This fors is to be used only at Visit 3, the SOLVD Baseline Visit (Randoaization).
Print clesrly when !ntcring & response in the aggropriatl boxes. For sultiple
choice questions, circle the one appropriate letter currespondina to the response
chosen, Specific instructioms for various ?untwns are enclosed in boxes directly
:e%gglthe question., See the SOLVD General Instructisns for Coapleting Foras for

etails,

SOLVYD BASELINE VISIT FORM  (screen | of 12 } (SBF page ! of 7 )

A. IDENTIFYING INFORMATION OPTIONAL DATA FOR MY
1. Today's Date: Il III a) Date of Visit B3 II Il

Fonth ! Day Year Honth ! Day f Yesr
B.1. Last Howe:

b) toaber of days since Visit eeseeesas

2.2, First Nane:

¢) Nusber of pills dixpensed at Visit 2..

2.3, ftiddle Nase:

1) Easber of pills Tolurncd t0ttyecencee-

., Mh.r'm...,...m”."'..l.l-.' } ‘
B. EVALUATION OF ELIGIBILITY
3.1. Did the earticipant take 80%
or more tablets {c) ~ (d)
lh th! Nm'ih p.riod?onsaco'vlooottOG'QY!’ y Mh!l’mtl L —e—(b—) x 100
X
ko N




SOLVD BASELINE VISIT FORM

{screen 1 of 12 ) (SBF page 2 of 7 )

3.2. Is the participant’s
condition stablel..veievscevannsa VO

Ho

3.3. Does this participant 5till
aeet the inclusion criteria?.eeiaces..¥es

Ho

If fes, go to Question 4.

3.3a. If Ho, enter the number
of the most important

10 = Uncontrolle

inclusion criteriion not eet.eeeennss

NOTE: Enter the the nusber (01-26) of
“the inclusion criterion froa the SOLVD
Eligxbilxty Visit Fora.
These are listed on the right.

L. INITIALS DF PERSOH
CORPLETING THIS FORM

6- InitiaISVu-u-ou---utvlcu"-oncu-nau-!--o

INCLUSION CRITERIA:

= Histor{ of intolerance to enalapril
2 = Curren
3 = H] within 30 days of experted randoaization
s Henodynanicall; significant valvular
or outflow tract obstruction

4
: § = Constrictive pericariditis

Syncopal episodes due to
life-threstening arr{thnias
8 = Any major cardiac surgery likely
§ = Unstable angxna pectoris
‘hypertension

1] = Cor pulmonale
12 = Advanced pullonar¥ disease
13 = Major neurological disease
14 = Cerebrovascular disease
15 = Collagen vascular dizease _
16 = Suspected significant renal artery stenosis
17 = Renal failure
18 = Cancer
19 =-lenunosuppressive therapy
20 = Active syorarditis
2= Significant prinarK liver disease
22 = Likely to be nonadherent {alcohclise, drug

23 = Other life-threatening disease or
not eupected o be discharged alive
24 = Woman !ike!¥ to bear children
25 = Other investigational drug pretocols
{except compascionate usel
26 = Failure to give consent

addiction, lack of a fixed address, etc.)

ly taking ACE inhibitor and unable to stop

SOLVD BASELINE VISIT FORM

{screen 2 of 12 )  (SBF page 2 of 7 )

D. TRIAL SUITABILITY

43, Mas the‘parti:ipant
iven a second thance for
he adherence 10 platebo?ececsesacanecds¥BS

Ho

HOTE: In order for the participant to be
eligible for SOLVD, Questions 3.f., 3.2.
and 3.3. pust be Yes {Y),

S. Is the participant still
guitable for randonization?.eseccaceseas¥eS

No

If Yes (the participant is still
suitable for randomization),
continue with section E. CLINICAL
HISTORY, Question 6.

1f Ho, EXIT THE FORM,

H

E. CLINICAL HISTDRY

k. Doez the participant
have an0inalesccesssaseanss¥ESE

Ho

7. Has the participant
had 4122y spelleliiecscnccsnassafes

Ho

8. Has the participant
fainted (SYRCOPE)TeevevsevsnncessYES

Ho




SOLVD BASELINE VISIT FORM

{screen 3 of 12 )

(SBF page 3 of 7 )

9.1. Has the Earticipant 11.1. Previous ayecardial infarction?......Yes ¥
pver saoked cigarettes?.ciiienaveses s A
No H
No N
If Ko) go to Question i2.
If Mo, go to Question 10,
11.2. If Yes, enter date of most
9.2, Dops the participant recent ayocardial infarction:
currently saoke?siveencerennssaVeES Y // //
Mo R / /
Ronth Day Year
If Yes, go to Question 10.
9.3, If No (stopped sanking), 12, Permanent pacesaker?.c.esessoesananni¥es Y
hox sany aonths ago
did you stop saoking?.esevecense Ko N
10. Average nuaber of alcoholic
drinks consused per week in
the past two years....
SOLVD BASELINE VISIT FORM  {screen 4 of 12} {(SBF page 3 of 7 )
13a. Previous tardiac surgery or History of the following?
percutaneous transluainal
coronary angioplasty {PCTA} T.......Yes Y Yes No
Ko N 14.1. Hypertension.ieieesrceassanase Y N
1f Nouy go to Question 14.4,
14.2. Diabetes mellitus.sovecencness Y L]
135, If Yes, date of sost recent
cardiac surgery or PCTA: 14,3, Chronic obstructive
/I II pulnonary disease...ousee Y L]
/ /
Honth Day Year
14.4. Cerebrovascular accident...... Y N
13c. If Yeg, type of procedure: 14,5, Angina pectorisececeececeneass Y N
ceronary argery bypass graft L
valve replacesent v 14,6, Drthopnead.scecceesesseccsseres Y R
PCTA #
Other 9 14,7, EdeRa.csvacnnironnseraconosens Y ]
14.8, Breathlessness on exertion.... Y N




SOLVD BASELINE VISIT FORM

{screen 5 of 12 )  (SBF page 4 of 7 )

F. NDN-STUDY MEDICATIONS CURRENTLY USED
Yes
15, Digitalis.eeeianrierrnsnannanns Y

16, Dther inotropic agent...eeess. Y

17.3. DiuretiCescesesncereccsnsrones Y

If Mo fdiuretics), go to Buestion 18,

17.2, Thiazide.eeereiireoreonaennnes Y
17,30 LODPeasarnsenrsesassansssasnas ¥
17,4, Netolazone.iesisanravarenianas Y
17.5, Potassium Bparingecicesescncas Y

Ho
N

OPTIOHAL DATA FOR LOCAL CLINIC USE DRLY

Naae/Dosage/Frequency

SOLVD BASELINE VISIT FORM

{screen & of 12 ) (SHF page 4 of 7))

RON-STUDY MEDICATIONS CURRENTLY USED

Yes
18,  Antiarrhythaic.c.eevavesncnas Y
19, Regular use of antiplatelet.. Y
20. Beta Blocker..seciansanssnees Y
2.1, VasodilatoT.ciieisearsensases Y

No

If No {vasodilators}, go to Quection 22.

ellea' Or.l “itr.tel.ll'.l...lll'.l Y

21.3. Dther vasodilatorevscesnneces Y

22, Calciue channel blocker...... Y

OPTIOHAL DATA FOR LOCAL CLINIC USE ONLY

Nase/Dosage/Frequency




SOLVD BASELINE VISIT FORM  (screen 7 of 12 )  (SBF page 5 of 7 )

NON-5TUDY MEDICATIONS CURRENTLY USED BPYJONAL DATA FOR LOCAL CLINIC USE ONLY
Yes No Nane/Dosage/Frequency

£3. Anti-hypertensive

(other than abovelieeeeesss Y N

24,  Antrcoagulant.ieevenennccnces Y ]

25, Potassius supplesentation.... Y "

NOTE: If the partl:igant is continuing the use
of 2 non-ACE vasodilator, please consider
discontinuing use unless tne indication is clear,

2b.1. 1s the particigant
discontinuing the use of
a}l non-ACE vasodilators?.... ¥ N

I Yes, go to Question 27.1,

26.2. 11 Mo {continuing), specify the indication:

SOLVD BASELINE VISIT FORM {screen B of $2 ) (SBF page S of 7))

B, QUALIFYING EJECTION FRACTION RECDRDED
AT ELIGIBILITY VISIT § (SEF FORK)

27-1- EF Pmmq'ncaclo.cl.'.ollo

27.2. Date Dbiained:

Ronth Bay Year




SOLVD BASELINE VISIT FORK

{screen 9 of {2}

(SBF page 6 of 7 )

H. ELECTROCARDIDGRAN 28f. Asplitude of R wave in
]]1 I’l Dr AVFA;.D!'CQDU.D.'J | 2%
28a. Atrial fibrillation.iieevienseesaYes Y {whichever is largest) .
No ] -
28g. Amplitude of S mave in Vi.... BV,
1f Yes, go to Duestion 28c.
28k, 1If Mo, P wave terainal
foree in Vieeoesnes v, 2Bh. Amplitude of § wave in V3.... BV,
28c. ORS delay { 120 @5.ucceenicneeacates Y 28i. ST segment depression in
' inferior leads of V5 and V6.. BV,
No H .
If No, go 4o section I, CHEST X-RAY,
Puestion 32.1, 1. CHEST X-RAY
, 32.1, Cardiac-thoraric ratioe.vesenees
28d. Amplitude of R wave in V5 or
Vb {xhichever is larger).... [:::] 8,
; Je.2. Ave there any
signe of pulmomary
venous congestion on I-Tayless...¥eS i
2tie. Maplitude of R wave in AVL.. [:::] By,
. No N
SOLVD BASELIME VISIT FORH (screen 10 of 12 )  (BBF page 6 01 7 )
I, ‘PHYSICAL EXANMINATION Yes N
Beight {without shoes cor 35.2, EdeBBasvaseersrcniioraesiaee Y N
outdoor garments)
Enter pne weight - 3bs or kgs 3t.3. Elevated jugular
VENDUS PTBESUTE.asssss y H
331, Ueight (to nearest 1b.)...
36.4. 83 gallopecaieraaae cevesanes Y N
33.2. Height (to nearest kg.)...
¥. PHYSITIAK’'S JUDGMEMT OF PRIMARY
CAUSE OF CONBESTIVE HEART FAILURE
34, Heart rate (sitting)...... 37.1. Prisary cause of CHF..........Ischesic !
{beats per ainute
Dther b
Blood Pressure (sitting} Unknown U

350!. systeleGcnanAavooaco-000

as Hg

35.2. DiastoliCeseaassarnsnsass

s Hg

Any of the following present?

Yes

38,1, RalESecesincnncsnsnsnses Y

No

If Ischeaic (1) or Unknown (1)
go to Buestion 38,

37.2. If Dther, specify:




SOLVD BASELINE VISIT FORM

(screen {3 of 12 )

{SBF page 7 of 7 )

L. WEW YORK HEART ASSOCIATION CHF
CLASSIFICATION

38- NYHA tliis--u-..u.---u.nn.u--..

2
3
4
#. RARDONMIZATION INFORMATION
3Bz, Is the participant still
eligible for randomization?eeeeeeasso¥es Y
No H

If Yes, go to Buestion 39,

38b. If No, specify:

EXIT THE FORH,

39,

For which Trial is this
participant being considered?....

Prevention P

Treataent b

OTE: At this point the participant is ready

o be randosized, Cosplete the SDLVD
Randoaization Fora and atteapt to randoaize
the Earticipant. Continue with this fora
if the randomization was successful or
unsuccessful,

40.

41,

Was the participant
eligible for randosization?....

Yes Y
Ho #t

1f Noy EXIT THE FORM and revies the
SOLVD Randoaizstion Procedures.

RANDOMIZATION 1D:

SOLVD BASELINE VISIT FORK

(screen 12 of 12 )

(SBF page 7 of 7))

K. WEDICATION DISPENSING / VISIT SCHEDULING
42, Pills dispensed:

Dose
$ Pille {Circles
Pill dizpensed at g=00 or
type thie visit B=E1D)
0
2.5 mg ) b)
B
Y
5.0 ag 4] d)
B
g
10.0 g e} )
B
43, Date of next scheduled v}sit: ;
/ !
/ /
Honth Day Year
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