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SOLVD
FOLIOW-UP INTERVIEW /EXAM FORM

VERSION A / 3-12-86

s i i

|
|

RAND ID: FORM: S F|E VISIT:

INSTRUCTIONS: This fors is to be used at all visits after Visit 3 (Follow-Up visits),

Print clearly when entering a response in the aggroprlate boxes. For multiple

cthoice guestions, circle the one appropriate letter correspondxng o the response
chosen, Specific instructions for various ?UEStlDﬂS are enclosed in boxes directly

ge%oylthe question. See the SOLVD General Instructions for Completing Foraes for
etails,

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screen § of 15 )  {SFE page ! of 12 )

A. IDENTIFYING INFORMATION 4.2, Street Address:
1. Date of this interview/exan: ’
/ {
/ /
Honth < Day Year
e, Date of last S0LVD intervien/?xan: )
/ /
/ / 4.3. City:
Nonth Day Year
3.4, Last Naae:
6'#. statelprovi“ce'l (A AR AN EERYANNEANEE R NE R NI
3.2, First Naee: 4,9, Country:
4.6, Zip Lode/Canadian or
European .Postal Code:
3.3, Middle Name:

4,7, Telephone Nusber (Home):

4.1, Is the participant’s address and/or
telephone nuaber the same as hefore?.....eee
Yes Y
No ]

If Yes (the sase as before), go fo
Buestion 5.1, on page 2.




SOLVD FOLLON-UP INTERVIEW/EXAM FORM

iscreen 2 of 15 ) (SFE page 2 of 12 )

3.1, Is the participant’s grivate physician 5.7, Country:
(rame, address and telephone
nusher) the same as before?...eesseac..¥BS \
No N
, - _ 5.8, Zip Lode/Canadian or
If Yes (the same as before), go to Question &.1. European Postal Code:
5.2. Last Nase:
5.9, Private physician’s telephone nuaber:
3.3, First Name:
6.1, Is ghe pa;t%cipant;gtl
eng oyment (name, title
address and teleahone nﬁlber)
the same as before?s.eciiiinacaneenices
3.4. Street Address: No
If Yes (the same as beforel,
go to Question 7.1. on page 3.
6.2, Nase or Status:
(company, self-esployed, disabled, retired, etc.)
5.5, City:
Tob. State/Provinceiiisiesasieniinnesineinns
SOLVD FOLLOM-UP INTERVIEW/EXAM FORM  (screen 3 of 1S ) (SFE page 2 of 12 )
Eaplovaent Information
: beb. State/ProvinCesceerssccsstessssnanses
b.3. Participant’s Job title:
6.7, Country:
6.8, Zip Code/Canadian or
European Postal code:
6.4, Street Address:
6.9, Employer’s Telephone Nusber:
b.5. City:




SOLVD FOLLOW-UP INTERVIEW/EXAM FORN  fscreen 3 of 15 )  (SFE page 3 of 12 )

B. INTERIM SYMPTOMS AND SIDE EFFECTS OPTIONAL DATA FOR LOCAL CLINIC LSE ONLY
7.1, Since the last SOLVD visity Since your sost recent SOLVD interview have you had:
has the participant had angina?........Yes Y
a) Dyspnea on exertion
(define in lay teras)ieeeececaYos Y
o N
No N
If Noy go to Question B.1.
If Yes, rate severity on
a scale of 1-4,.000veee
7.2. If Yes, enter the average
nuaber of attacks per week..vevsves
Yes Mo
h) Drthupmal."I'l".lll"l'.l'll Y N
B.1, Has the participant
Had dizzy spelis?eesessencsnsnsesres ¥Es Y I ) T | N
\ N d) Extrese, inappropriate fatigue. Y N
o
e) Ede.alilllﬁllllll'l..ll'l'lll'l Y N
8.2, Has the participant
falnted (SynCDpE)?’.....---.-«-.......YES Y
No N
SOLVD FOLLOW-UP INTERVIEW/EXAN FORN  (screen & of 15 )  (SFE page 3 of 12 )
9. Since the last SOLVD visit, OPTIONAL DATA FOR LOCAL CLINIC USE ONLY
was the participant hospitalized?........Yes Y ) ] ,
If Yes to Question 9, diagnosis:
No N

1f Yes, complete the
SOLVD HBSPl?ALIZATION FORM,

10, Since the last SOLVD visit, has
the participant been i1}
requiring a visit to the
physician but not hospitalization?.......Ves Y

No ]




SOLVD FOLLOW-UP INTERVIEW/EXAN FORM  (screen 4 of 13) (SFE page &4 of 12 )

C. NON-STUDY MEDICATIONS CURRENTLY USED DPTIONAL DATA FOR LOCAL CLINIC USE ONLY
Yes Ko Nase/Dosage/Frequency

11, Digitaliscisesarssseinasaaces veue Y N
12, Other inotropic agentisesssnsasss Y N
13,10 DiuretiCesseenniesnecsane cerananen Y N

If No (diuretics), go to Guestion 14,

13,2, ThiaZzidBueessreovssaoeessnones . Y N
13,3, LOOPursvererrvoveovonrarrsrsonss Y N
13,4, Metolazonteiiiecionerenncecianss Y N
13.5. Potassius SpariRGescssccsvecssce Y ]

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screen 5 of 15 )  (SFE page 4 of 12 )

NON-STUDY MEDICATIONS CURRENTLY USED OPTIONAL DATA FOR LOCAL CLINIC USE ONLY
Yes Ho Nase/Dosage/Frequency
1"0 AntiarrhythniCIllllllllll‘ll!l.l. v u
15. Regular use of antiplatelet...... Y N
16,  Beta blockercessscsreassacsnsanss Y )}
17.1. Vasodilator/ACE~inhibitor...c.eeus y N

If No {vasodilator/ACE), go to
Question 18. on page 3.

17.2. Long-acting nitratecccsnsccesses Y ]

17.3. Other vasndilatoTeeceeccccscccsa Y #

17.4. Captopriliivscavacesssnraecennes y N




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

screen 5 of 15 ) (5FE page 5 of 12 )

NON-STUDY MEDICATIONS CURRENTLY USED

17.5, EnalapTileecccssrovossesasnassass

17o6-_ Dther ACE“inhibitOI’..-.-.....-...

18, Calciua channel blocker....

19,  Anti-hypertensive
{other than above)e.s......

20. Anticoagulant..... vrevesersnasses

Fotassius supplesentation..eeesss

Yes

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Nase/Dosage/Frequency

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen & of {9 )

{SFE page 5 of 12 )

D. STULY MEDICATION
2d. Pills dispensed/returned:

Jispensed either at the last SOL

Instructicng; Enter -the follosina inforaation for each pill t¥pe
D visit or last use of this form:

¥ pills dispensed, dose (G=RD=once daily, B=BlD=twice daily),

$ pills returned and & days since the last visit

¥ Pills
returned
today

$ days
since
last visit

)

1)

Dose
§ Pills {Circle:
Fill previously 8=0D or
type dispensed =BID}
al b) )
2 8
S
4 20 B
e) f1 g}
3.0 ‘
0 ag
B
1) i) k)
10,0 J ’
0 ng
B

Have the following sveptoes

been present since the last vigit?ecceacevees

23,1, SkIn rasheseveevnnesnrones raraee

Yes
Y

Mo
N

OPTIONAL DATA FOR LOCAL CLINIC USE




SOLVD FOLLOW-UP INTERVIEW/EXAM FORH

{screen 7 of 15 ) (SFE page 6 of 12 )

Yes
23.2, Dizziness/faintinguieeicaacuannans Y
23.3. Taste disturbance..ceevianeenscnss Y
23.4. Blurred Visioniccvsevensacanennans Y
23,5, Fatigueseosesansnssrssarnorsannnns Y
23,6, NaUSBAsssoearoisnarsrsnnrescaasans Y
23,7, Forgetfulness.ieiersesrssacnsnnsas Y
23,8, Othersevscveninsssnrsvenrncararsns Y

If No (Other), go to section E. PHYSICAL
EYAMINATION, Buestion 24.1,

If Yes (Other), specify:

No

OPTIONAL DATA FGR LOCAL CLINIC USE ONLY

2} JVP {ca ahove angle of
Louis at 30 degrees):___

-

b) RaleSessecsnsrrsrvcessnasss¥ES Y
If Yes, are rales: o "

i) Unilateral...vesveesaYes Y

No N

11) Bilateral.sssesianiaues y

No N

Extent of lung fields (bases(s) only):
< 1/2 lung field L
¥ 1/2 lung field B

€) 53 gallopeiseseecsessenasvesies Y
No N
d} Liver span {ca):

g) Edeaa..... BT -1 Y
No N

SOLVD. FOLLOW-UP INTERVIEW/EXAH FORM - {screen 11 of 13 )b {SFE page & of 12 )

E. PHYSICAL EXARINATION

Height (without shoes or
outdoor garaents)

Enter one weight - lhs or kgs

24.1, Weight in lbsciesaes

24.2. Height 1n kgS.sesess

23, Heart rate (sittin?).......
(beats per minute

Blood Pressure (sitting)

26010 Systolic..-....--.-.-.---..

26-3- DiiEtOIiC.-----------...'.-

1bs

kgs

na Hg

ne Hg

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen B of 15 )  (SFE page 7 of 12 )

F. PRYSICIAN'S ASSESSMENT

27. New York Heart Association
CHF classificatioNeseecsessss i

S W

2B, Which of the following best
describes the participant?....

Circle gne nuaber.

A previously asysptomatic participant
{Prevention Trial participant who had
never previously developed sysptoms).c.ises
A previously symptomatic participant
!?reafnenf lrxa? or Prevention irial
participant who was found to be
syaptematic at a previous visitlioceveseee 8

If greviously sslptOIatic (2),
go to Buestion 3f. on page 8.

OPTTONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP TNTERVIEW/ETAM FURM

{screen 9 of 15 ) (SFE page 7 of %)

29.1. Is there evidence that
CHF has developed
since the previous viSit?eesseseeseeasVes Y

Ho #

If No (CHF has not developed), go to section
5. LABORATORY DATA, Quastion 32. on page 8.

If Yes (CHF has developed),
indicate the sysptoas of CHF:

Yes Ko

29.2. Shortness ofvbreath
at rest/mininmal exertion... Y N

29.3. Orthopnea/Paroxlslal
Nocturnal Dyspnea.., Y H
29.4. Acute pulspnary Edesde.esseseses Y N

29.5. Fatigue at rest or
with ainimal exertion.... Y N

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen § of 15°)  (SFE page 8§ of 12 )

If Yes (CHF has develoged),

indicate the signs of CHF:
Yes Ko
30!11 RalESI‘Illllllllllllillll'l..lll Y N
30'8! Ede.allllll.llll‘l.llltl.l.lllll Y N
30.3. Elevated jugular
VENDUS PrESSUrBesesaress Y N
30.4. 53 galloperesninnenss Y Y N
30.5. Radicloegic.evidence of
puleonary venous rongestxon
or puleonary edemsa
or plural effusions.ececescess Y ]

Go to section G, LABORATORY DATA,
Question 33,

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP INTERVIEW/EXAR FORM

{screen 10 of 15 )}  (GFE page 8 of 12 )

31. If previously syaptoaatic,
the purflclpanfls THF severity

since last visit is.iisessserasesa.Inproved 1
Unchanged H

¥orsened 4

DPTIONAL DATA FOR LOCAL CLINIC USE ONLY

. LABORATORY DATA

32. Hematocrit (HCT)vivsrvnneess 4

33.1. Total thte Blood Count
{WBC %1000} sessuarcesns

33.2. Percent Meutrophils..ceesess

33.3. Percent Lyephocytes.ceeseces

Serus digoxin level:




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screem i} of 15}  (SFE page % of 12 )

34,  Sodium {Nalececesneansne

35, Potassiud (K)eevisanses

36, Bloed Urea Nitrogen (BUN)..

37, CreatininBeseesvasseans

aeg/l

peq/l

ag/dl

D ag/dl

38, Proteimuridseeseenseasscnegative ]
+ 1
++ 2
Asad 3
4t 4

OPTIONAL DATA FOR LOCAL CLINIC USE ORLY

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 12 of 15 ) (SFE page 9 of 12 )

H, STULY MEDICATION DISPENSING INFCRMATION

39, Fills dispensed:

Pill
type

2.5 eg

5.0 g9

10.0 ag

al

a)

al

8 Pills
dispensed at
this visit

Doge

(Circle one:
8=BD=once daily or
B=BID=twice daily)

]

b)
B

b)

b)

40. Has the dosage of study drug
been changed since:
1) the last S0LVD visit or
2) use of a SOLVD Alteration in
Study Drug Dosage Foreleieieasscrs

Yes Y
No N

If No (no change!y go to section L. SCHEDULING
INFORMATION, Buestion 52, on page 12.

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY




SOLYD FOLLOW-UP INTERVIEW/EYAM FORM

{screen 12 of {5 )}  (SFE page 10 of 12 )

1. STUDY [RUG DOSAGE CHANGE ‘
41,  Type of change in dosage...........Increase I

Decrease D

If a Decrease (D), go to saction
K. REASON FOR DECREASING DOSAGE, RQuestion 43.1.

OPTIONAL DATA FOR LOCAL CLINIC YSE ONLY

J. REASON FOR INCREASING DOSE

§2.1. Increase toward
prescribed aaintenance dose
following dose reduction...evesuesess.¥es Y

No N

SOLYD FOLLOW-UP INTERVIEW/EXAR FORM

{screen 13 of 15 )  (SFE page 10 of 12 )

42.2. [ncrease toward
grescribed paintenance dose

y protocoleiciniaes P £ Y

No N

42'3! DthErI"lll.ll].ll.llll'llll'..l.l'l.llves Y
No N

-If Noy ?o to section L, SCHEDULING
INFORMATION, Buestion 52. on page 12.

[f Yes (Other), specify:

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

6o to section L., SCHEDULING INFORMATION,
Question 52. on page i2.

K. REASON FOR DECREASING DOSE
43,1, Side effectseenaresnsss

If No (side effects)y

. ?o to
Question 44. on page 1],




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  {screen 14 of 15 ) (SFE page 11 of 12 )

If Yes (side effects), OPTIONAL DATA FOR LOCAL CLINIC USE DNLY
indizate the following side affects:
Yes No
§3.2. Sysptomatic hypotension....ve Y N
43,3, Taste abnermalities.aisinass, Y N
ha.q. skln rash‘l"l.l.lll.il’.ll.l. Y N
43,9, Az0telidciiarininiarincasinens Y N
1’3.&'- Other llllll LU BUIE I BN B R B I B I Oy Y N
If No {Other), go to Duestion 44.
If Yes {Other), specify:
Yes No
44, fyotardial Infarttioniee.c..,s Y N

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screen 14 of 15 )  (SFE page 11 of 12 )

Yes No OPTIONAL DATA FOR LOCAL CLINIC USE ONLY
43.1. Cardiac surgerz‘other
than transplant.... Y N
[f Noy go to Question 44,
45.2. If Yes (cardiac surgery), specify:
Yes No
46, Cardiac transplanteeecescsses Y N
47.  NoncardiaC SUTgBI¥eiciescresss ] ¥
48. Horsening CHF with need for
treataent with “open lahel®
nedication identical or
similar to the study drug..... ) N




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 15 of 15)

(SFE page 12 of 12 )

OPTIONAL DATA FOR LOCAL CLINIC USE OMLY

Yes No
49, Requested by the
referring physician.seeee. Y ]
50. Requested by the participant..., Y N
51' otherlllll'.'l'!lll!l.ll'll!"" Y N
If No (Other), go to Buestion 32,
If Yes {Dther), specify:
L. SCHEGULING INFORMATION
52. Date of next visite
/ /
/ !
/ /
#onth Day Year

SOLVD FOLLOW-UP INTERVIEM/EXAH FORNH

{screen 15 of 15}

{SFE page 12 of 12 )

H. ORIGIN OF FORH
3. This fore was coepleted......
“At the clinic L

By telephone 1

N. INITIALS OF PERGON
COMPLETING THI5 FORH

ﬁl’l Initialsll-ll.llllll‘ll.lll’.‘.l




	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.


