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SOLVI»
FOLLOW-UP INTERVIEW /| EXAM FORM

VERSION B / <9—1—19846

AAND ID: ForM: | S{FIE VERSIDH: | B VISIT:

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

Print clearly when gnttring a response in the aggropriat! boxes. For sultiple
choice questions, circle the one appropriate letter corresponding to the response
chosen, Specific instructions for various ?ummng are enclosed in bozes directly
59{0;1“\: question, See the SOLVD General Instructions for Completing Foras for
etails.

SDLVD FOLLOM-UP INTERVIEW/EIAM FDRR  (screen ! of 15 ) (SFE page ! of 12 )

A, IDEMTIFYING IMFORMATION 4.2, Street Address:
1. Date of this interview/exas: ;
! /
/ /
Honth Day Year
2. Date of last SOLVD intervinl;xm p
/ /
! ! 4.3, City:
Honth Day Year
3.1, Last Nase:
~0~' st‘t'mnvix"I.".l'.".l'........'.
3.2. First Hage: 4.5, Country:
4.5. 2ip Code/Canadian or.
European Postal Code:
3.3, fliddle Hes2:

4.7. Telephore focher itore)s

4.1. ls the particiggnt’'s address and/or
talaphone r 5388 ap beforels.iieeee

Yes Y
Mo H

If Yes (the saee as before), go %o
Question 5.1, on page 2.




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 2 of 15 ) (5FE page 2 of 12 )

5.1, Is the participant’s %Liﬁgjg_ggxgigigg
{nane, address and telephone
nusher) the same as before?.....o.oes.YeS Y
No |

If Yes (the same 25 before), go to Question 6.1,

5.2, Last Haee:

9.3. First Naee:

5.4, Street Address:

5.5. City:

5.6, State/Provinte.cvisercesvesionscnrsocss

9.7, Country:

5.8, Zip Code/Canadian or
European Postal Code: [—-]

5.9. Private physician’s telephone nusber:

1. Is %he pa;t}cipant;;tl
esploysent (name, title
aagress and teleﬂhone nﬁnber)
the same a5 beforelsecevrrearascenes YOS Y
Mo N

If Yes (the sane as tefore),
go to Buestion 7.1. on page 3.

6.2, Nawe or Status:
(company, self-esployed, disabled, retired, etc.)

SOLVD FOLLOW-UF INTERVIEW/EXAN FORM

{streen 3 of 15 ) (SFE page 2 of 12 )

Esployaent Infermation
6.3, Participant’s Job title:

6.4, Street Address:

6.5, City:

6!6! stitE/PfDVinCE.nnnn-n-n-n-u..

5.7. Coumtry:

b.8. Zip Code/Camadian or
Eurppean Postal code:

8.9. Employer’s Telephone Kuaber:




SOLVD FOLLON-UP INTERVIEW/EXAM FORN

{screen 3 of 15 )  (SFE page 3 of 12 )

B, INTERIN SYNFTOMS AND SIDE EFFECTS

7.1, Since the last SOLVD visit,
has the participant had anginaZ..esee..¥es

Ko

If Ney go to Buestion B.1.

7.2. If Yes, enter the average

nuaber of attacks per eek.eceeeeses

B8.1. Has the participant
Had di22y spellgticececocccerrrererc¥BS

No

B.2. Has the participant
fainted (syncope)teceececroronccnsss¥es

Ko

DPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Since your sost recent SOLVD interview have you had:

) Dyspnes on exertion
{define in lay terss)eccese.r.¥Yos Y

Ho ¥

If Yes, rate severity on
2 stale of {-4.0ueceese
{4 = post severe)

Yes o
b) DrihopnEadcsceceessersovscrceces ¥ N
t) PHDuccereoceessoconsroonncreces ¥ "
d} Extrese, inappropriate fatigue. ¥ N
2) EdeBa.veesrcscrcocrnnnrnnnsnsssr Y N

SOLVD FOLLOW-UP INTERVIEW/EXAM FORN

{screen 4 of 15} (SFE page 3 of {2}

9. Sinte the last S0LVD visit,

was the participant hospitalized?........Yes

fio

11 Yes, :onglete the
SOLVD HDSPITALIZATION FORM,

10. Sinre the last SOLVD wigid, has
the participant been ill
requiring a visit to the

physician but not hespitalizationTe.ceeessVes

DPTIONAL DATA FOR LOCAL CLINIC USE DNLY
iT Yes to Question 9, diagnosis:




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen & of 15}

{SFE page & of 12 )

[. HON-STUDY MEDICATIONS CURREHTLY USED

11' Digitalis'.!.OII'..I!!'.CQ..II'II.
12.  Other imotropic agent......... cer
13,1, Dluretif.iiscacieirnnrsacsnnnenns

Yes

If Ko (divretics), go to Duestion 14,

ThiaZidE-.'-.-.-.....-.-..-...-.

. Hetolazone.eersnsresnnnes sasrree

. Potascius sparing.eeeescsesansns

flo

OPTIONAL DATA FOR LOCAL CLINIC USE DNLY

Naze/Dosage/Frequency

S0LVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen § of 15 )

(SFE page & of 12 )

HON-STUDY HEDICATIONS CURRENTLY USED

14,  AntiarrhytheiC..evinenercnsnvsnss

13. Regular use of antiplatelet..... .

16‘ Beta blockerlllllll.l.lll."ll'l.

17.1. Vasodilator /ACE-inhibitoreeeaceas

1f Mo {vasodilator /ACE), go to
Buestion 1B. on page S.

17.22. Oral nitrate..ccocverecnnsensnas

17.3. Dther vasodilator.eescecvesnnaes

17!“. clptuprillIlllllllll‘l!lll.l!.-'

Yes

No

DPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Kame/Dosage/Frequency




SOLYD FOLLOW-UP INTERVIEW/EXAM FORM

tscreen 5 of 15 )

(SFE page 5 of 12 )

NON-STUDY KEDICATIONS CURRENTLY USED

17.5! Enil‘prilnlcloavcllOloooOIlilllll

17-6- mh!f “cE'inhibitDro---uo-ouon:on

§18. Calrius thamel blockeTecereeces.

19, fAnti-hypertensive
other than above).ceeecess

20, Anticoagulantessseevosenncsnrarne

2

—

. Potassius supplesentation...cc..s

Yes

No

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Nase/Dosage/Frequency

SOLVD FOLLDW-UP INTERVIEW/EXAM FORNM

{streen 6 of 15 )

{SFE page 5 of 12 )

D. STUDY MEDICATION
22. Pills dispenced/returned:

gispensed either at the last SOL

Instructions: Enter the follouins inforsation for each pill t¥pe

p D visit or last use of this
$ pills dispensed, dese (Q=0D=once daily, B=BlD=twice daily),
§ pills returned and & days since the last visit

ora:

Dose
{ Pills {Circle: 4 Pills § days
Pill previousiy =00 or Teturned sinte
type dispensed B=BID) today 1ast visit
a) )] 4] d)
2.5 ¢
Y
’ B
e) 1) 0 g) h)
St»
g B
i) ) 0 ) 1)
10.0 ag
B

Have the following szlptols
been present since t

23-1. Skin r.shlucllalnlltll!alt'll'll

e last visit?'.l.'.l‘l.l

Yes
Y

Ko
N

PPTJONAL DATA FOR LOCAL CLINIC USE




SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screen 7 of §5 )  (SFE page & of 12 )

Yes No OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

23.2. Dizziness/faintinguveeeraecenccres Y N 3} JVP (ce above angle of

Louis at 30 degrees):__________
23.3. Taste disturbancbessscsssorsrnnssne Y X
b} Rales.eersecocssvervesnses VS

£3.4, Blurred ViSiDhiseeesssosnnsoesvers Y N No N
If Yes, are rales:

2305-‘ F‘tigue....l..l.l..'C‘.Dl.l"..... Y u i’ unil‘t!rll........l.lv!s Y
No L

23060 N‘us!a..l'.l'.‘..'..‘l’l...l'..l.l Y u
ii’ sil‘t"al.......‘."'v“ Y

23.7. Forgetfulness..eesrisecsccascrnces Y |
No N
23,8, Dthersieseessscasessocssesiosranes Y N Extent of lung fields (bases(s) enly):
¢ /2 lung field L

If No {Dther), go to section E. PHYSICAL

EYAMINATION, Question 24.1. > 172 lung field B
” YES ‘ﬂth!f)y Sp!cify: :) 53 qa“op.-.-....-.........Y!S Y
No N

d) Liver span (ca):

T 3,77 T TR { 14 Y
No N

SOLVD FOLLOW-UP INTERVIEW/EXAM FDRX  (screen 7 of 15 )  (SFE page & of 12 )

E. PHYSICAL EXAMINATION : DFTIONAL DATA FOR LOCAL CLINIC USE ONLY

Upight {without shoes or
putdoor garsentis)

Enter one weight - lbs or kgs

24.1. Height in 1bs......s 1bs

a“.a. “Bith in kq‘oconoon ! tg;

25, Heart rate (sittin?).......
{beats per sinute

Blood Pressure {sitting)

26011 SystoliCOlt'ccut-l-cluolccl as Hg

26.2. DiastoliCeseivncrncsnnonese se Hy




SOLVD FOLLOW-UP INTERVIEW/EXAN FORN

{screen B of 15 )

(SFE page 7 of 12 )

F. PHYSICIAN'S ASSESSMENT

27. Kew York Heart Association
EHF [lissifitation'l..lllllil l

£ W o

£8. #hich of the following best
describes the partitipantlececcscecss

Circle one nusber,

A previously asyaptosatic participant
(Prevention Tria] participant who had
never previously developed syaptoss)....... |

A previously syaptomatic partici?ant
(Treataent Trial or Prevention Trial
participant who was found to be
sysptosatic at a previous visitliieeeseess 2

IT previoucly s;nptnlatic {2)y
go to Ouestion 31, on page 8.

DPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 9 ¢f 15 )  (5FE page 7 of 12)

29.1. Is there evidente that
CHF has developed
since the previous visitliecsserccee . YES Y

No N

1f Ko {(CHF has not developed), go to section
6. LARORATORY DATA, Buestion 32. on page B.

1T Yes {CHF has developed),
indicate the syaptons of LCHF:

Yes No

£9.2. Shortness of breath
at rest/ainisal exertion... Y #

29.3. ﬁrthnpneal?arot¥S|al
Nocturnal Dyspned... Y N
29.4. Acute pulmonary edeBa..covsneses Y N

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

DPTIONAL DATA FOR LOCAL CLINIC USE ONLY




S0LVD FOLLOW-UP INTERVIEW/EXAM FORN  {screen 9 of 15 )  (SFE page 8 of 12 }

If Yes (CHF has developedl, (PTIONAL DATA FOR LOCAL CLIKIC USE ONLY
indicate the signs of CHF:
Yes No
30!10 Rixes...lllllt.l'l’t"l.'ll!'tl' Y N
30!2. Ede.alﬁl.’..l‘..'.....III..'II.. Y N
30.3, Elevated jugular
VETIOUE PTESEUTLececvecss Y #
'30060 53 qallop'l'lC'.'..I‘ll...."l.l Y N
30.5, Radiologic evidence of
pulacnary venous congestion
or pulsonary edems
or pleural effusions.cecsceess Y N
fo to section &, LABORATORY DATA,
fQuestion 32.

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM  (screen {0 of 15 )  (SFE page 8 of 12 )

31, If previovely sysptonatic, DPTIONAL DATA FOR LOCAL CLINIC USE ONLY
the parfltxpanils THF severity
since Jast visit iS.cceecerecvcess.iuproved 1
Uinchanged U
Horsened ¥

B, LABORATORY DATA

32. Hematocrit (HCT)eseeasvecnne H Serus digoxin lavel:

33.4, Total #hite Bioed Lount
(uBt xlooo)l....'."‘..

35.2, Percent Neutrophils,vceveses

33,3, Percent Lymphocytes.eeesssss




SCLVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 11 of 15 ) (SFE page 9 of 12 )

34,  Spdiur (Nadeeseseossnes

39. Potassiube tK)essseeanens

356, Blood Urea Mitrogen (BUN)..

37. Creatininecieseceas aees

383, Proteinuridisiiesessseeoanegative

L

0
trace or ¢ |
++ 4
2 3
+4e¢ 4

seq/]

zeg/]

ag/dl

ag/dl

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

S0LVD FOLLOW-UP INTERVIEW/EXAN FORM

{screen 12 of 13 )  (BFE page 9 of 12 )

H. STUDY MEDICATION DISPENSING INFORHATION

39. Pills dispensec:

Pill
type

2.5 g

5.0 ag

10.0 og

al

c}

e)

§ Pills
dispenced at
this visit

40, Has the dosege of study drug
been changed since:

1) the last SOLVD visit or

2} use of a SOLVD Alteration in

Study Brug Dosage Fore?.ccecvessns

Dose

{Circle vne:

g=0D=once daily or
B=BlD=twice daily}

b)

di

f)

Yes
Ho

g
B

!

If Mo {no change), go to sectien L., SCHEDULING
INFORRATION, Question 52. on page 2.

OPTIONAL DATA FOR LOCAL CLINIC UISE OHLY




S0LVD FOLLOW-UP INTERVIEW/EXAM FORH

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

1. STUDY DRUE DOSAGE CHANGE
4§, Type of change in dosiage....sesssqInCrRASE 1

Decrease D

1T a Decrease (D), go to section
K. REASON FOR DECRERSING DOSABE, Question 43.1.

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

J. REASON FOR INCREASING DOSE

42.1. Increase toward
grescr;bed saintenance dose
pllowing dose reduction.csecesesssass¥es Y

Ho ]

50LVD FOLLOW-UP IRTERVIEW/EXAM FORN

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

42,2, Intrease toward
Eres:ribed saintenance dose

Y protoColeecuesscenscscosesscscaccassV®S Y
No |
2.3, Dthereessieseresccenes esesssasssssssersVBS Y
No ]
11 Ho, ?o to section L. SCHEDULING
INFORHATION, Duestion 52. on page 12.

If Yes (Dther), specify:

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

J

Go to section L, SCHEDULING INFORNATION,
Question 52. on page 12.

K. REASOX FOR DECREASING DOSE

‘3-10 SIdE !ffefts-n-u-uu-nnnnnnuY!S Y

Ko H

1f Mo (side effects), ?o to
Question 44, on page 1f.




SOLVD FOLLOW-UP INTERVIEW/EXAM FORN

(screen {4 of 15 )  (SFE page 11 of 12 )

If Yes (side effects),
indicate the following side effects:

Yes o
43.2. Syaptosatic hypotension....sus Y N
43,3, Taste abnorsalities...iceveeee Y N
43,4, Skin rasheccicccscesasancnons y N
43,5, A20tP0id.ccenrrrconcorrantiens Y #
3.6, DHheT.cererecarciaveccsencrans Y N

If Mo {Other), go to Question &é,
If Yes (Dther), specify:

Yes Ho

44, Myocardial Infarctioneececcee Y N

OPTIONAL DATA FOR LOCAL CLINIC USE OKLY

50LvD FOLLOW-UP INTERVIEW/EXAM FORM

(screen 14 of 15 ) (5FE page 11 of 12 )

Yes Ko
45.1, LCardiac surgery other
than transplant.... Y H
If Ho, go to Duestion 46,
45.2. If Yes {cardiac surgeryl), specify:
Yes Ho
46, Cardiac transplantivececenees Y i
47. Honcardiac SUTQEIYicesscscass Y 1
48, Horsening CHF with need for
treataent with “open label®
sedication identizal or
siailar to the study drug..... Y ]

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY




50LVD FOLLOW-UP INTERVIEW/EXAM FORM

{screen 15 of 15 )  (SFE page 12 of {2 )

QPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Yes Ko
49, Requested by the
referring physiciab.ecaees Y M
50, Reguested by the participant.... Y L]
51. uthcr...l."'....l.l..."llll'll v “
If No {Other), go to Question 52,
1f Yes (Other), specify:
L. SCHEDULING INFORMATION
32, Date of next visit:
! /
/ /
/ /
Fonth Day Year

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

{streen 15 of 15 ) (SFE page 12 of {2 )

#. ORIGIK OF FORN
©3. This fora was cospleted......
At the clinic £

By telephome 1

. INITIALS OF PERSON
CONPLETING THIS FORK

5’1- lniti.lsvcooo-n"u.'m'vvonv.v




	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.


