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FOLLOW-UP INTERVIEW / EXAM FORM

VERSFION B / 9-I-1 8 

fORN: |L 11 F E| SIfL E VISIT:- m
IKSTRUCTICKS:

SDLVD FOLLW-UP IERVIYEIEIAM FDR (screen 1 of 15 (SFE pap I of 12 

A. IDENTIFYIN IORATIO

I. Date of this interview/exam:

Month Day Year

2. Date of last SOLVD interview/exam:

Month Day Year

3.1. Lust ,aUe:

3.2. First Name:

3.3. fiddle 9=:

4.1. Is the Darticint's address and/or
tl4pm m 4 r t " u kfer?., ........

Yes Y

No N

If Yes (the uae is before), go to I
Question 5.1. on page 2. 

4,.2. Street Address;

I I I 1 111Z 
1 I I I I W 1

4.3. City:

4.4. State/Provinc........................ rn
4.5. Country:

4.6. Zip CodeiCanadian or,
Luropean Postal CodeI:l 1 r `

E Im-E W-L El W

This fore is to be used t all visits after Visit 3 (Follow-Up visits).
Print clearly when entering a response in the appropriate boxes. For multiple
choice questions, circle the one appropriate letter corresponding to the response
chosen. Specific instructions for various questions are enclosed in boxes directly
below the question. See the SOLYD Genera Instructions for Coepleting Forms for
details.
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SOLVD FOLLOW-UP INTERVIEW/EXAh FORh (screen 2 of 15 ) (SFE page 2 of 12 )

5.1. Is the participant's rivate physician
(name, address and telephone
number) the sane as before? ............ Yes

No

Y

U

If Yes (the save as before), go to uestion 6.1. I

5.2. Last Naee:

5.3. First tae:

5.i. Street Address:

I 1 1 I I I I I I I I I I I
I I I I I I I I I I I

I I I I I I I I I I II I I I I i i i i I I I

1111111111111

I I

5.5. City:

5.6. State/Province ......... ................. mn

5.7. Country:1 1 1 1 ]

58.. Zip Code/Canadian Dr
European Postal Code: l 

5.9. Private physician's telephone number:

6.1. Is the participant's
eaioyient (naue, title,
address and telephone number)
the same as before? ............... ...Yes Y

No N

If Yes (the sm as before), 
go to Ouestion 7.1. on page 3.

6.2. Name or Status:
(ropany, self-employed, disabled, retired, etc.)

I I I I I I 1 1 I I 1 1

SOLVD FDLLOt-UP INTERVIEW/EXHA FRMh (screen 3 of 15 ) ISFE page 2 of 12 )

Employment Information

6.3. Participant's Job title:

I I 1 I I I I -l l I I l I
1 1 I I 1 1 I I 11 1

6.4. Street Address:

I I I I I I I 1 1 1 111
I I I I 1 1 1 I I I I I

6.5. City:

I 11 II II 1 I 

6.6. State/Province ......................... Zn]
6.7. Country:

6.9. Zip Dde/Canadian or
Eurpean Postal rode: rlrrlE3

6.9. Employer's Telephone Number:

II -_mW 1- 1 1
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SOLVD FOLLOW-UP INTERVIEW/IEXAM FORM (screen 3 of 15 ) (SFE page 3 of 12 )

B, INTERIM SYMPTOMS AND SIDE EFFECTS

7,.1. Since the last SOLVD visit,
has the participant had angina?........Yes y

No N

I If N go to Question 6B.1.

7.2. If Yes, enter the average
number of attacks per eei ......... 

B.1. Has the participant
Had dizzy spells? ........ ...... Yes Y

No N

8.2. Has the participant
fainted (syncope)? ................. Yes y

No N

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Since your most recent SOLVD interview have you had:

a) Dyspnea on exertion
(define in lay terms) ......... Yes Y

No N

If Yes, rate severity on
a scale f -4.........

(4 most severe)

b) Drthopnea.....................

c) PD .......................

d) Extreme, inappropriate fatigue.

e) Edema ............. ......

Yes No

Y N

Y t

Y N

Y N

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM (screen 4 of 15 1 (SFE page 3 of 12 )

9. Since the last SOLVD visit, DPTIONAL DATA FOR LOCAL CLINIC USE ONLY
was the participant hospitalized? ......... Yes Y

If Yes to Ounestion 9, diagnosis:

If Yes, coeolete theI SOLVD HDSPITALIZATION FORM.

10. Siue. the last SOLV viit, ias
the participant been ill
requiring a visit to the
physician but not hospitalization....Yes Y

No N

T



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

C. ON-STUDY EDICATIONS CURRENTLY USED

11. Digitalis ...................

12. Other inDtropic agent............

13.1. Diuretic.........................

I If No diureticss), go to Duestion

13.2.

13.3.

13.4.

13.5.

Thiazide .....................

Loop...........................

metolazone ......................

Potassius sparing...............

Yes I1o

Y N

Y N

Y N

14. 

V

V

V

V

U

N

N4

N

OPTIONAL DATA FOR LOCAL CLIHIC USE ONLY

NHameDosage/Frequenrcy

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

HON-STUDY EDICATIONS CURRENTLY USED OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Yes No Naae/Dosage/Frequency

14. Antiarrhythic ................... Y N

15. Regular use of antiplatelet ...... Y N

16. Beta blocker .................... Y N

17.1. Vasodilator/ACE-inhibitor ....... . Y N

If No vasodilator/ACE), go to ;
Question 1I. on page 5.

17.2a. Oral nitrate ................... Y N

17.3. Other vasodilator ............... Y N

17.4. Cptopril ....................... Y N

_____- ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ ~ _ W- -
l
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SOLVD FOLLOW-UP INTERVIEW/EXAM FORh (screen 5 of 15 ) (SFE page 5 of 12 )

NON-STUDY EDICATIONS CURRENTLY USED

Yes No

17.5. Enalapril ...... .............

17.6. Other ACE-inhibitor ..............

18. Cali~ r nml lhkT . ....

19. Anti-hypertensive
other thn above) .........

20. Anticoagulant ...............

21. Potssium spplemntation .......

Y N

Y N

Y U

Y N

Y N

Y II

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

Name/Dosage/Frequency

SDLVD FOLLDO-UP INTERVIEXfEXAM FOR¶ (sreen 6 of 15 ) (SFE page 5 of 12 )

D. STUDY EDICATIDN

22. Pills dispensed/returned:

Instructions: Enter the following information for each pill type
dispensed either at the last SOLYD visit or last use of this form:
! pills dispensed, dose (QDODoncr daily, BIDDtwice daily),
I pills returned and days since the last visit

t Pills
previously
dispensed

Dose
(Cirtle:
Q=DD or
E-BID)

i Pills

today

t days
since

last visit

b) r) d )

I I I- 1 1 

f) y) h)

W i l L E D 1 1
j) a t) 1)

W°lW

Have the following symptoms
been present since the last visit? ..........

Yes No

Y N

OPTIONAL DATA FOR LOCAL CLINIC USE

Pill
type

a)

2.59 1 1 I1

t)

5.0 Ig I 

i)

I0.0O I I I I 

r 

L

23.1. Sin rsh ....................



SOLVD FOLLOW-UP INTERVIEW/EXAM FORM (screen 7 of 15 ) (SFE page 6 of 12 )

Dizziness/fainting ................

Taste disturbance....... ..........

Blurred Vision.......................

Fatigue ...................................

Nausea............................

Forgetfulness . .................

Other.............................

Yes

Y

Y
Y

Y

Y

YY

If No (IDther), go to section E. PHYSICAL
EXAMINATION, question 24.1.

If Yes 10(Other), specify:

l l I I I I 
1 1 1 117 I 1 

ND

N

N

N

N

N

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM

E. PHYSICAL EXAMINATION

Veitht withoutt shoes or
outdoor garInTrtS)

Enter one weight - lbs or kgs

24.1. eight in Ibs ....... 11 . lbs

24.2. Eight in tkgr ....... |Tj | | | tg

25. EITart rate (sitting).......
(beats per minute)

Blood Pressure (iitti4)

26.1. Systolic .................. a Hg

26.2. Diastolic .. ............ a ....g

OPTIONAL DATA Fl LOCAL CLINIC USE ONLY

a) JVP ce above angle of
Louis at 30 degrees): ..........

b) Rle; ...................... Ye Y

No N
If Yes, are rales:

i) Unilateral ..............Yes Y

No N

ii) ilatral ............ Yr Y

No N

Extent of lung fields (bases(s) only):

1y2 lung field L

> 112 lung field 6

c) 53 gallop ...... Yes Y

No N

d) Liver span (cm):

e) Edeaa ...................... es

No

Y

N

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

OPTIONAL DATA FOR OCAL CLINIC USE ONLY

23.2.

23.3.

23.4.

23.5.

23.6.

23.7.

23.8.

CI



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

F. PHYSICIAN'S ASSESSMENT

27. New York Heart Association
CHF classification........... 1

2

3

4

eB. ehich of the following best
describes the participa-nt?...........

Circle one nuber. I

A previously asymptomatic participant
(Preventior Trial participant who had
never previously developed symptoms).......

A previously syptoatic participant
(Treaient rial or Prevention Trial
participant who was found to be
symptouatic at a previous visit).......... 2

If previously symptDomatic (2),
go to Question 31. on page 8.

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP IHTERVIEWIEXAM FORM (screen 9 of 1S ) (SFE page 7 of 12)

29.1. Is there evidence that OPTIONAL DATA FOR LOCAL CLINIC USE ONLY
CHF has developed
since the prvlDuu Visit! ............Y... Y

ko N

If No (CHF has not developed), go to section
6. LABORATORY DATA, Question 32. on page .

If Yes CHF has developed),
indicate the sylptoDs f CF:

Yes No

29.2. Shortness of breath
at rstinial rxertion... Y N

23.3. Orthopnea/Parxysmal
Nocturnal Dyspnea... Y N

29.4. Acute pulmonary edema ........... Y N

29.5. Fatigue it rest or
smith inimal exertion .... Y N

I T



SOLVD FOLLOW-UP INTERVIEW/EXAN FORM (screen 9 of 15 ) (SFE page of 12 )

If Yes (CHF has developed},
indicate the signs of CHF:

Yes No

30.1. Rales .......................... Y N

30.2. Edema ..... ...................... Y 

30.3. Elevated jugular
venous presrrsur ........ Y U

30.4. 53 gallop .............. ......... Y 

30.5. R;diologic evidence of
pulmonary venous congestion
or pulmonary edema
or pleural effusions .......... Y N

60 to section 6. LABORATORY DATA, 
Question 32.

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM (screen 10 of 15 ) (SFE page B of 12 1

31. If previous s mptomatic, OPTIONAL DATA FOR LOCAL CLINIC USE ONLY
the participantS CHF severity
since last visit is ................ lproed I

Unchanged U

Worsened V

6. LABORATORY DATA

32. Hematorrit (HCT) . . .......... Serua digosn level:

33.1. Total hite Blood £nunt
(UBC 00OOD) ............

3;.E. Percent Neutrophils .........

33.3. Percent Lymphocytes ......... 



SOLVD FOLLOW-UP INTERVIEW/EXAM FORH (screen 11 of 15 (SFE page 9 of 12 1

34. Sodiur (Na)............

35. Potassium tK)..........

36. Blood Urea Nitrogen (BUN)..

37. Creatinine.............

[ 1 eq/ll

0. E aeqJI

LZ omgldl

LI. -' .gdl

38a. Proteinuria ............. negative

trace Dr 

.++

++++

0

2

3

4

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOW-UP INTERVIEW/EXAM FORM (screen 12 of 15 ) (SFE page 9 of 12 )
_ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _P

H. STUDY MEDICATION DISPENSING INFORMATION

39. Pills dispensed:

Pill
type

2.5 g

I Pills
dispensed at
this visit

a) F-FT 1-

Dose
(Cir

9=91

b

5.0 g °cI l I L d

10.0 g e ) | |jj* J | f

40. Has the dosage of study drug
been ranged since:
1) the last SOLVD visit or
2) use of a SOLVD Alteration in

Study Drug Dosage Form?...........

Yes

go

cle one:
:once-aily or
D=twice daily)

B

0

B

y

If No (no change), go to section L. SCHEDULING
INFORMATION, Question 52. on page 12.

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

__ P' �___

'-----'--''I' -- ' '----

I- - '------------- - - - - - ---- - - - -
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SOLVD FOLLOW-UP INTERVIEWIEXAM FORH (screen 12 of 15 ) (SFE page 10 of 12 )

I. STUDY DRUG DOSAGE CHANGE

41. Type of change in dosage .............Increase

Decrease

I

D

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

J. REASON FOR INCREASIN DOSE

42.1. Increase toward
prescribed maintenance dose
following dose reduction .............. Yes

No

Y

N

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLMV FOLLOW-UP INTERVIEW/EXAN FORM (screen 13 of 15 I (SFE page 10 of 12 )

Increase toward
Prescribed maintenance dose
py rotocol .............. .. Yes

No

42.3. Other ................................. Yes

No

Y

N

Y

N

If No, go to section L. SCHEDULING I
I#FORMATIDN, Duestion 52. on page 12.

If Yes (Other), specify:

60 to section L. SCHEDULING INFORMATIONH,
Question 52. on page 12.

K. REASON FOR DECREASING DOSE

43.1. Side effects .................... ......Yes

No

Y

N

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

If No (side effects), o to
Question 44. on page 1I.

P



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

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

Symptoiatic hypotension .......

Taste bnormalities...........

Skin rash......................

Atotfaia .............. .....

Other .........................

Yes No

Y N

Y N

Y N

Y Ii

Y N

If N.o (Other), go to Question 44.

If Yes (Other), specify:

I I I I I I I I I i

44. Myocardial Infarction........

Yes No

Y N

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

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

Yes No OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

45.1. Cardjia surgery other
ttha ttansplant.... Y N

If No, go to Question 46. |

45.2. If Yes (rardii: surgery), specify:

Yes No

46. Cardiac trnsplnt........... Y H

47. hncardiac surgery .......... Y I

48. Worsening CHF ith need for
treatment ith open label'
medication identical or
similar to the study drug ..... Y H

43.2.

43.3.

43.4.

43.5.

43.6.

------



SOLVD FOLLOW-UP INTERVIEW/EXAN FORM (screen 15 of 15 ) (SFE page 12 of 12 )

Yes No

49. Requested by the
referring physician ....... Y N

50. Requested by the participant .... Y N

51. Other ......... ..... ........... Y 

If No (Other), go to Question 52.

If Yes (Other), specify:

L. SCHEDULING INFORMATION

52. Date of next visit:

m,/ ,'m,i'm
Month Day Year

OPTIONAL DATA FOR LOCAL CLINIC USE ONLY

SOLVD FOLLOM-UP INTERVIqIEIAM FORM screenn 15 of 15 1 (SFE page 12 of 12 )

M. ORI61N OF FORM

53. This for Was fomplet ed ......

At the clinic C

By telephone T

N. INITIALS DF PERSON
COMPLETING THIS FORK

54. Initials ........... .

1-17 1 111 I.7--i_


	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.


