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ADMISSION FORM

CDP Form 01

LD. No.

Parts I and I of this form may be completed any time before or during Initial Visit 1 (L. V. 1),
during Initial Visit 1 and Part 1X during Initial Visit 2. If a check js made in any space on this form designated "STOP”, the patient may
be ineligible for the CDP. No further work should be done on the patient until the STOP condition is removed. Do not use red ink or pencil
on this form. A completed copy of this form should be rctained for your files. .

Parts III through Vill should be completed

Parf{ I: Identifying Information

Complete this part before or during Initial Visit 1

1) Name: 13-32
. Firnt Middle Last
2) Address: ;
Street and No.
City State Zip cods

...... e )

3) Home telephone number: .
If NONE, check here:

| 4) Has the Orientation Session been held
(see Manual of Operations for details)

and has the patient signed the Patient

Consent Form (CDP Form 07) or an
equivalent consent form? ..o : (Y ) (S;OP)
o [+]

5) Does the patient have a private physician? ( Yy ()
Yo No

1f YES, give his name and address:

Name:

Address:

6) Is the patient now employed? ... () (h )
Yes No

If YES, give the name and address of his employer:

Name:

Address:

Phone:

7) Give the name, address and telephone number of two
people (do not list other members of the patient’s
household) who are likely to know the patient’s where-
abouts at all times:

Name:
Address:
Phone:
Name:
Address:
Phone:
8) Does f.he. patient own a car? ............... (Y”) (No)

If YES, in which state is it regis-
tered?

9) Social Security No:

If NOXE or unavailable, check here: ............. ( )
L
10} Veterans Administration Claim
Number:
If NONE or unavailable, check here: ............. ()

11) Hospital Serial No.:

If NONE or unavailable, check here: ... ()

12) Will the patient be at least 30 but less
than 65 years of age at the time of
Initial Visit 39

()

13} Birthdate: 34-39
Month Day Yexr

: STOPY 40
14) Sex: &hle) Fmalc)
15) Race (see Manual of Operations for defini-

tions):

White ..... (1)9

Negro . {2)

L1, U (%)
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16) Marital status (check one):

Never married ... ()¢
Married ..., (?)
Divorced . (3)
Widowed we (*)
Separated .......... (%)

If MARRIED, DIVORCED, or SEPARATED,
give full name of wife (or ex-wife) and her ad-
dress (if different from that given in item 2):

Name:

Address:

17) Number of living children: ........... 4344

FPart II: Coronary Artery Disease History

Complete this part before or during Inifial Visit 1.

18) Has the patient ever had surgery for :
coronary artery disease? ................ (5'501’ ) N )8
. (-] 0

.19) Does the patient belong to Class III or
" IV of the New York Heart Association
classification (see Manual of Opera-
tions for definitions)? ... ... ... (SI:’P ) (N )16
o []

20) Diagnostic criteria for a previous myo-
cardial infarction.

In order for a patient to be eligible for this study he must have had
2 myocardial infarction at least three months prior to the date of
Initial Visit 3, or at least one month prior to Imitial Visit 1.

In order for the diagnosis of a previous myocardial infarction to be
substantiated for this patient, he must eilker have an ECG which
fulfills one of the QRS criteria listed in ftems A through Q below,
or else have an ECG which shows ST-T wave or T wave changes
slong with a clinical history gnd SCOT changes indicative of a
myocardial infarction (item R below).

The ECG which shows the diagnostic changes induced by an infarc-
tion is termed the gualifying ECG.

Start with item A and consider the criteria in order, one by one. If
the ECG under consideration does not fulfill criterion A, proceed
to consideration of B, and so forth, until you find a criterion that is
unequivocally fullled. Place a check opposite that criterion jtem
and proceed to item 21,

‘It the tracing for only a single cardiac cycle fulfills a particular
criterion, consider this an artifact, or an expression of beat-to-heat
variation, and do not report the ECG tracing as fulfilling that
criterion,

The amplitude of 3 Q wave must be 0.1 mV or more, associated with
an R wave of 0.1 mV or more in the same lead, in order to quatify,
except for items F, G, N, and Q. .

CDP Form 01
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Item 20 continued:

B) Q duration is 0.04 seconds or more in any
of leads I, I, V,, Vo, V,, V., Vs, Vo oo (2)

C) Q duration is 0.04 seconds or more and
R amplitude is 0.3 mV or more in lead
AVL

D) Q duration is 0.05 seconds or more in lead
Il and a Q wave is present in lead AVF .. (*)

E) Q duration is 0.05 seconds or more in lead
AVF

F) QS pattern, when R wave is present in the
adjacent precordial lead to the right, in
any of leads V,, V,, Voo Voo Vo oo (%)

G) QS pattern in all of leads V, through V,,
or all of leads V, through Vy, or all of
leads V, through V, {7)

H) Q amplitude is 1/5 to 1/3 of the R ampli-
tude, and Q duration 1s 0.03 seconds or
more in any of leads I, II, V,, Ve Vi, Vs,

Ve (*)

I) Q duration is 0.03 to 0.04 seconds in any
of leads I, II, VZ, V;, V.., Vs, Vg ................ ( 9)

J) Q duration is 0.03 to 0.04 seconds and R
amplitude is 0.3 mV or more in lead AVL (°)

K) Q duration is 0.04 to 0.05 seconds in lead
I and a Q wave is present in lead AVF _. (")

L) Q duration is 0.04 to 0.05 seconds in lead
AVF (12)

M) Q amplirude is 0.5 mV or more in any of
leads III, AVF )

N) QS pattern and absence of left bundle
branch block (defined below) in all of
leads Vy, V,, V, (*)

Left bundle branch block: QRS duration is 0.12 seconds or
more in any of leads I, II, IIT and R peak duration is 0.06 seconds

or more in any of leads I, II, AVL, V, V.,

A) Q amplitude is equal to or greater than
1/3 of R amplitude, and Q duration is
0.03 seconds or more in any of leads I, II,
vz, Va,-vu vﬂ! Vl

. ( 1)17—48

P) Decreasing absoluze R amplitude, . and
smaliest R of 0.2 mV or less, and ahsence
of patterns 1 and 2 (defined below) in all
of leads V, through V; or in all of lcads
V., through V, ... {¥)

LD. No.
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Item 20 continued:

Pattern 1: Right high amplitude R waves: QRS duration less
than 0.12 seconds and R amplitude of 0.5 mV or more and an R/S
ratio of 1.0 or more and QRS transition zone or decreasing R/S
to lelt of Vi in the tracing for lead V.. {Includes incomplete right
bundle branch block which meets these criteria.)

FPattern 2:  Complete right bundle branch block (QRS duration
of 0.12 seconds or more in any of leads I, II, Il and R prime
greater than R in lead V,) or incomplete right bundle branch block
(R prime greater than R and QRS duration less than 0,12 scconds
in V,).

Q) Q duration is 0.04 seconds or more or a
QS pattern is present in any ancillary lead
(that is, any lead other than I, II, III,
AVR.. AVI.J, AVF, V1, Vg, V;, V“ V_r,, Vg in
their standard positions) ....ooooecroieceee. {i7)

R) On the basis of clinical history, and SGOT
changes, and ST-T wave or T wave
changes, a diagnosis of myocardial infarc-
tion 1s substantiated (see Manual of Op-
crations for details) S ()

S) It is not possible to check any of the

zbove items (STOP)

21) Write the date of the qualifying ECG on the line

below:
4954
Month . Day Year

If a check mark was placed after item 20-R,

answer items A through E below relative to

the episode which resulted in a diagnosis of

myocardial infarction:

A) Highest SGOT recorded (state units): .. __55
If not done, check here: oo (STOF)

B) Highest LDH recorded (state units): ... 56
If not done, check here: .......ccoeermcenne.. ()

C) Highest sedimentation rate recorded
(mm/hr): 57
If not done, check here: ... ( )

D) Highest WBC recorded (cells per mm?®): 8
If not done, check here: .o ( )

E) Briefly indicate the clinical symptoms of myo-
cardial infarction which were exhibited by the
patient:

59

CDP Form 01
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Item 21 continued:
F) Date of M.L (item deleted, please omit) ............ 60-63
22) Is there evidence suggesting that the
qualifying infarction was caused by a
condition other than atherosclerotic
coronary artery disease, such as dissect-
ing aortic aneurysm or shock? ... (STOP) ( &4
Y No
23} Give your estimate of the total number
of myocardial infarctions the patient
has had: ... - 65-66
24) Was there evidence of any of the follow-
ing during any one of the myocardial
infarctions of the patient (answer each
question):
‘ Yes No
A) Sustained arrhythmia (not merely
premature contractions)? ............ () ()%
B) Shock or cardiac arrest? .............. ( ) ( )®
C) Acute congestive heart failure? ... ( ) ( )
D) Extension of infarction? ... ( | Y ()
E) Pericardial friction rub? ............ () ()™
F) Thromboembolism? ... () ()7

26) Give the month and year of the patient’s first myo-
cardial infarction (if the month is unknown give only
the year; if the year is unknown put a check mark in
the space indicated below): :

QSB ) 7477
car

Unknown

Meonth Year

27) Give the month and year of the patient’s last myo-
cardial infarction (if the month is unknown give only
the year; if the year is unknown put a check mark in
the space indicated below):

QSS ) 13-16
ear

Unkoown

Month Year

The date given in item 27 must be at least one month prior to the
date of Initial Visit 1,

1.D. No.
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INITIAL VISIT 1

given in Part V of this form.

Parts II through VI of this form should be completed during Initial Visit 1,
Fhis examination should not be performed if the patient has had a myocardial infarction within the past month,

‘The patient should arrive for this visit in a fasting state {described in the Manual of Operations and in the Dietary Instruction Sheet, Form
12-A}. This visit, or at least the collection of the serum and plasma specimens, must be made in the morning,

A 70 ml. fasting blood sample should be obtained from the patient as soon as he arrives for this visit. He should then be given a solution con-
taining 75 gm. of glucose to drink. A 10 ml. blood sample should be obtained one hour following the glucose challenge, Further details are

Also required during this visit are the following: A P-A chest x-ray (if not done within the past six months); 2 urine specimen (for glucose
and protein tests done locally); and an additional blood specimen {for hematocrit, white blood cell count, and differential done locally}.

Part II: Medical History

28) Since the patient’s last myocardial in-
farction, has he had any significant
episodes of cardiac pain, aching, tight-
ness, or pressure in the chest? ... (Y ) (N | R
. -3 L)

H NO, procced to item 29. )
If YES, answer items A through E below:

A) Does the pain typically radiate (check only
one)? ‘
Does not radiate .ooo.oooooeooceeee (1)m

Radiates to the left neck, jaw, shoulder,
Or arm ... CS, SRR (%)

Radiates to areas other than the left
neck, jaw, shoulder, or arm ................ (%)

Radiates to the left neck, jaw, shoulder,
or arm and to other areas .......oooooee.... (*)

B) How much exertion would it typically take
- to precipitate such an episode {check only

one)?
Walking at less than ordinary pace ........ {1)1e
Walking at an ordinary pace ......ooooeo.... (%)
Walking hurriedly or uphill, or climb-

ING SLAITS oo, (%)
Not related to exertion .......oooooveeeeeeeee.... (%)
C) Can excitement, emotion, or meals
precipitate such an episode? ......... (Y ) (N )%
cs [+]

D) Does rest typically relieve such an episode?

Not at all (1)
After more than 10 minutes .........._...... (2)
In less than 10 minutes ..., (%)
Rest not used ..o (%)
E) Does nitroglycerin typically relieve such an
episode?
Not at all ... ()=
After more than 10 minutes .........._....... (%)
In less than 10 minutes ......ooocooveeooo_.. (%)
Nitroglycerin not used .......ooooosvvereeenn. (*)

29) Has the patient ever had any of the
following (answer each question):

Yes No
A) Cardiac asthma® ... () ()=
B) An obvious stroke? ... .. () ()
C} Weakness or paralysis of any part
of his body? ..o ( ) ()=

D) Spells of fainting or blacking out? { ) ( )26

.E) Spells of dizzimess? ... U () ()=
F) Sudden pain or coldness of a foot
or leg? ... () ( )=
30) Does the patient have pains or cramps
in his legs when he walks? ... . () ()
Yes No
If YES, is the pain quickly relieved
when he stops walking?® ... . () ()%
Yes No
31) Has the patient EVER had any episodes
of gouty arthritis? .. () ()
Yes No
If YES, how frequently does he have them now?
Not at all ... (1)
Less than once a year - (?)
About once a year (%)
About twice a year (*)
More than twice a year, but not continuously ( %)
Continuously ()
32) How many CIGARETTES does the patient
now smoke per day?
None (1)
1to 10 ............. (2)
11 to 20 ... e (%)
21 to 30 .. . - (%)
31 to 40 .. - (%)
More than 40 ..o (%)

LD. No.
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33) Is the patient presently employed (see Item 34 continued:
Manual of Operations)? .....occocevenen (Y ) (N )3
o [+]
) C) Which one of the following items best de-
}f YES, answer items A through D be- scribes the physical nature of that work?
ows Sedentary .ot (1)
Light physical work ..o (%)
.ot 35
A) How extensively? ...oovenercccnns (m} (Pm) Moderate physical work .................. (%)
Time  Time Heavy physical work ....ooocoviveocicneeee (%)
B) Give job title or a brief (6 words or less) ~ 35) Apart from employment, what degree of physi-
description of his work: cal activity does the patient habitually engage
in now?
Light ebssetbebtteceias e aerresan s re e et et en (1)
Moderate (2)
Vigorous we (%)
C) Which one of the following items best de- :
scribes the physical nature of his work? 36) Apart _ff_Om r:mploymem, what degree of physi.
Sedenta . (1) cal activity did the patient habitually engage in
_ A i just prior to any changes necessitated by coro-
Light physical work . (2) nary heart disease?
Moderate physical work ....ocociarinuns (*) Light (n*e
Heavy physical work ..o (") Moderate . (%)

Vigorous ... A - (%)
D) To which of the occupation groups listed ‘ :

below does he belong (check only one; see '
Manual of Operations for definitions)? Fart IV: Physical Examination

Professional, technical worker «ccocvenn.n. (1)
Manager, official, Proprietor ... (2) 37) Height (to nearest INCH, without shoes): ____ 4445
s
Craftsman, foreman (‘) 38) Weight (to nearest POUND, with all
Clerical worker .. (*) heavy outdoor garments and shoes re-
Sales worker - (%) moved): .cerennn reoremeas et amna s o468
Operative : (%) . :
Servi k 7 39) Casual blood pressure (with the patient
CeIViCe worker (") lying down or, if sitting, with forearm
Laborer ' (%) at the level of the heart):
Farmer (%) Systolic {in mm, Hg,): 1951
: Diastolic (i Hg.) at the dis-
34) Has the patient ever been forced to a;;i:,;;cf'gf ;::,l;d: g) at the dis 52-54
change to less strenuous or stressful em-
g%:ga:::;lt because of his coronary heart () () 40) Heart rate (per min.): 55-57
Yes No
If YES, answer items A through C below 41) Is the thythm regular? oo (Y“) (N°)58

concerning his employment just prior to

that change:
at change 42) Are any of the following findings

o, . present:
A) How extensively employed? ............ (F 1? (P )4
u| art
' Time Time A) Peripheral edema? ...cooeeeooe............... ()Y ()
Yo Ne
B) Give job title or a brief (6 words or less . .
) descrilption of his work aEt that time: ) B} Ventricular diastolic gallop? ............ (Yu) (No) 60
C) Rales? 1 2 1361
) (Dry g-!oiu) (Not)

Present

1.D. No.
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43) Is the thyroid normal? ....eeco... (Y (') ()= 50) Are any of the following fndings
Paﬂ:;ﬂe Yes No present:
. Yes No
If NO, answer items A and B below: A) Ichthyosis? . () ()™
B) Acanthosis Nigricans? ....ccveemeeee ( )y ()*®
A) Is it nodular (check one)? C) Hyperpigmentation of the skin? ... ( )} ( )%
Not nodular .............................................. ( 1 )63 D) Gynccomastia? __________________________________ ( } ( )24
Has one or two solitary nodules ............ (%) )
Multinodular ... R (%) E) Breast masses? ..o.ovocroerecrecceruecsenns () ()*®
F} Exophthalmia? ..o () ( )*
B) Is it diffusely enlarged? ................. () ()" G) Marked finger tremor? .ooooooocoecee () ()
H) Warmer and more moist skin than
? 28
44) Answer the following questions about normal? " () )
the Liver: I) Icterus of sclera and/or skin? ........ () ()®
A) Enlareed® ... 65 J) Vascular spiders? e () ()%
) Enlarge (Yu) (No) K) YVisible collateral veins on abdomen
or chest? . () ()™
B) Firm? e e (3} (1) (2)
. ; Not Yo  No 51) Any dermatologic ailment nof already
Palpable - mentioned above? (Y ) (N )32
(-4 1]
C) Tender? ... . &3) ()Y ()%
T If YES, specify:
45) Is the spleen palpable? .......cccoornene.. (Y ) (N ) Rt
_ . _ _ . 52) Are any of the following gout in-
46) Any tenderness in the costovertebral dicators present:
P 13 L () ()% _ Not
Ya No Faown  Yes No
A) Hyperuricemia® .....c.cccormueen. (%) (1) (%)%
.} Is the prostate normai? .... { 4“) SuSr:u:ally ( u) (;0)70 B) Bony erosions? ............. (%) (1) ()
Examined Absent ‘ C) Podagra? ( ) ( )’5
I NO, answer items A through D below: D) Tophi? () ()*
No -
A) Is it enlarged? (Y“) () E) Urinary stonest ) )7
B) s it harc? () (% The findi d in item 53 1 P-A ch
C) I3 it teDNdEI? ooeeeeeeeeeeeeeeerseameteeans 73 ¢ findings reported 1n item 53 must relate to a I- est X-ray
D; I;O:.s i:l;la?e one or two nodules? . (( ; E %7‘ taken within six months of this visit.
48) Are the testes normal? .. .ovrenreerre (Y ) (N )y 53) Are the chest x-ray findings normal? .... (Ya) (No)”
(-] (]
) If X¥O, answer items A through D below
If NO, specify: concerning the findings:
A) Cardiomegaly?
. No (1)%
49) Peripheral pulses (answer )
each item): Proba:ble (2)
(Nor. = Normal; Dim. = Diminished; Abs. = Definite (%)
Absent or not pa!pahle, LM. = Limb mlssmg) .
Nor. Dim.  Abs. LM. B) Pleural effusion? () ()
A) Right femoral ......... (V) (2) (%) (H)*® Ya  No
B) Left femoral ........... )y ¢y ¢) ) C) Pulmonary congestion? ...evcveeeeee { ) ()4
C) Right popliteal ........ () ()Y () () Ya  No
: 16
D) Left popliteal -....... ¢) ) ) O) D) Other findings (Specify)? - () ()=
E) Right dorsal pedis .. (1)} (2) (%) (*)¥ Y No
F) Left dorsal pedis ... ( ) ( ) () ( )8
G) Right posterior tibial { ) ( ) ( ) ( )19
H) Left posterior tibial.. ( ) ( ) () ( )*

1.D. No.
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54)

55)

On the basis of this physical examina-
tion and available laboratery data, is
there indication of any noteworthy ab-
normality in the following systems:

Yes
A) Gastrointestinal? ......cooivcinnnncinnne ()
B) Genitourinary? ... ()
C) Nervous? ...ococoorvmeeeeemreeeereeeeccssnes ( )
D) Musculoskeletal® ..o ( )
E) Dermal? ..o ()
F} Bronchopulmonary? ... ( )
On the basis of the physical examina-
tion, medical history, and available
laboratory data, are any of the follow-
ing excluding conditions present:

Yes

A) Significant chronic renal disease? (STOF)

- . B) Significant chronic hepatic dis-

ease? (5TOP)

C) Malignancy? .....coccoeemmmmcemvescmrrmreess (STOR)
D} Pulmonary insufficiency? ............ (5TOF)
E) Malignant hypertension? .....ceeee (STOP)
F) Hypothyroxdxsm or hyperthyroid-

: ism? . {5TOF)
G) Hypogonadism? ..oooereerccamccaees (STOF)
H) Present or past mammary malig-

nancy? (STOP)

I) Active gastric or duodenal ulcer? (STOF)

J) Any other disease or condition
which may be regarded as a
contraindication for treating
the patient with one or more
of the drugs under study? ..... (STOF)

K) Any other disease or condition
other than coronary heart dis-
ease which makes his five year

Prognosis poor? ... (570F)

No

( )43
( )44
( )45
()
()
()
No

( )49
( )50
( )51
(‘)52
( )53
(‘)54
()
( )56
( )57
( )58
()

CDP Form 01
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Part V: Blood and Urine Specimens

A 70 ml. fasting blood sample should be obtained as soon as the
patient arrives at the clinic for this visit. The patient is then given
a solution containing 75 gm. of glucose to drink. A 10 ml. blood
sample 1s obtained one hour following the glucose challenge.

At least 17.5 ml. of fasting serum should be obtained from 60 ml.
of the fasting blood sample, and five vials (numbered 1, 2, 3, 4, and
6} should be filled with 3.5 mlL of serum each.

Three ml. of fasting plasma are obtained from the remaining 10 ml.
of the fasting blood sample and placed in vial number 7. Also, 3 ml.
of I.hour post-challenge plasma are obtained [rom the 10 ml. post-
challenge blood sample and placed in vial number 8.

Each of the seven vizls should be scaled and labeled with the follow-
ing information:
Complete specimen identification number {consisting of paucn:
tdentifying number, visit number, and vial number); patient’s
name; and month, day, and year of collection,

The vials should be immediately frozen and then shipped within a
week to the CDP Central Laboratory 1n Atlanta.

See the Central Laboratory Manual for detailed instructions con-
cerning collection, handling, and shipping of the serum and plasma
specimens,

56) Date and time fasting blood specimen obtained:
‘ 60-67

Month Day Year Hour

The three laboratory test results listed below in items 57 through 59
may be hased on blood drawn and analyzed in your laboratory either
at this visit or within three months prior to this visit,

Recommended admissibility limits for these tests are the following:

Hematocrit Above 389,
White blood cell count Above 3500/mm’
Absolute neutrophil count . R .. Above 2000/mm’

H the patlent has one or mors valucs out_'udc the recommended
limits, 1t is the investigator's responsibility to weigh these results
with other existing information to determine whether this patient
should be entered into the study.

57) Hematocrit (in G): 65-69
58) White blood cell count (cells per mm"): 7074
59) Absolute neutrophil count (cells per

mm?®): 13-17

A urine specimen should be obtained from the patient during this
inm and the tests indicated in items 60 and 61 below performed
ocally.

60) Urine glucose (use Ames Clinistix): ... ( ) ( )'®
+ —

61) Urine protem (usc Ames Clinistix):
(1) C) () ) (e
S 8%

Negmve
Part VI: Medication History

62) During the month preceding Initial
Visit 1, has the patient been on, or
is he currently on, any one of the fol-
lowing: A cholesterol lowering drug,
a thyroid hormone preparation, a thy-
roid suppressant, an estrogen prepara-
tion, or an androgen preparation? ... (STOP) ( )20

LD. No.
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63) Are any of the following drugs or Part VII: Summary of Initial Visit 1
types of drugs currently being pre- -
sc:;l;g(gnit?r the patient (answer each 65} Do you feel that the patient is prop-
q : Yes No erly motivated for and capable of long
A) Tnsulin® oo (STOP) () term participation in the CDP? ... { ) (STOP)%
B) Oral hypoglycemic agents® ... ( )y (™ Ya Ne
C) Digitalis? oo () ()® .
. . 66) On the basis of all the information
? 24
D) Antiarthythmic agents? ..o {) () obtained on the patient up to this
E) Diuretics? ...cooooeeecenmeeuireemmeemssnenenes () ()* point, do you consider the patient
F) Antihypertensives other than di- _ eligible for the CDP? .. () (ST?P)“’
B T () ()% Yo Ro
G) Nitroglycerin or other coronary
AUALOTS? e evenenee () (¥ 67) If no “STOP” con]ditions have been
H) Gout mediCation? e { ) ( )28 checked up to this pOil’lt, the perma-
o nent identifying number (L.D. No.)
I) Anticoagulants? ..._.oooieeeae. (STOF) ( )® should now be issued. The num-
J) Other (specify)? e (Y ()% ber, as obtained from the Perma-

nent CDP Patient Identifying Num- -
ber List furnished your clinic, is ..

Part VII: Clinical Summary

) This number should be written also in the box in the upper right
64) In your best judgment {based on : hand corner of page 1 of this form, and in the box in ptgcrlowgcr
the history, physical examination right hand corner of each of the other pages of this form.
Ty, pay: s pag
and any available laboratory
data) has the patient EVER had
any of the following (answer
cach questidn): S ¥ ' N H no “STOP™ conditions have been checked wp to this point, treat-
. . 5 “’:}P‘“ l‘” 2° a1 ment with (placebo) capsules from bottle 99 should now be initiated.
A) Congestive heart failure? .. (3) (') (?) The patient should be given a sufficient supply to last until his re-
B) Angina pectoris? ( 3y (') (2 )32 turn for Initial Visit 2 one month later. He should be instructed
T somesens ; to take 3 capsules per day, one aiter each meal. .
C) Acute coronary insufficiency? (*) (') (%)% An_appointment for Initial Visit 2, one month following Initial
D) Intelrmittent cerebral ische- , . 2 s Visit 1, should be set prior to the conclusion of this visit.
LTI TIE T3 — (%) (Y (%) 'II'hc_: patient shgul}il h]% il;mructcd to arrive for Initial Visit 2 in a
! 1 2135 asting state and should be given the appropriate Dietary Instruction
E) SuOLc? ----------------- e (*) (M) () Sheet (Form 12-A). Initial Visit 2, or at least the collection of the
F) Intermittent claudication? .. (3) (') (%)% serum and urine specimens, must be made in the morning.
G) Peripheral arterial occlu- The patient should be asked to return all his remaining capsules at
sion? ( s y | 1 ) ( 2 )37 the ti.‘m:x‘; vm;.tth should also be instruéted not to take any capsules
on the day of the next visit.
H) GOut? oo (3) (1) (2)%
* K % ok K % % X .k ¥ ¥ %

Part IX: Initial Visit 2

| This part should be completed during Initial Visit 2. If this visit is not completed within three months following the date of Initial Visit I,
the patient must start anew with Initial Visit 1. If the patient has had a new myocardial infarction since Initial Visit 1, he should not com-
plete Initial Visit 2 at this time, but rather should wait until at least one month passes since his latest episode and then start anew with Initial

Visit 1.
During this visit a2 40 ml. fasting blood sample should be obtained from the patient. At least 14 ml. of serum should be obtained from this
specimen and four vials (numbered 1, 2, 5, and 6) should be filled with 3.5 ml. of serum each. Note that vial numbers 3 and 4 are not used.
Each of the four vials should be sezled and labeled with the following information: _
Complete specimen identification number (consisting of patient identifying number, visit number, and vial number); patient’s name; and
month, day, and year of collection. .
A urine specimen also should be obtained from the patient during this visit. A shipping vial (numbered 9) should be filled with about § ml,
of urine. This vial should be sealed and labeled with the following information:
Complete specimen identification number; total velume of voided specimen; time of the collection and approximate time of last voiding;
and zpproximate number of hours since the patient’s last drug dose.

The serum and urine vials should be immediately frozen and then shipped sithin a week to the CDP Central Laboratory in Atlanta,
See the Central Laboratory Manual for detailed instructions concerning collection, handling, and shipping of the serum and urine specimens.

68) Date and time blood specimen obtained:

41-48

Month Day Year Hour

LD. No.
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69)

BSP (item deleted, please omit)

|9 .
An assessment of the patient’s 2
medication since Initial Visit 1

l through 75.

dherence to the prescribed placebo
is made by means of items 70

70)
71)

72)

73)

74)

_75).

76)

How many capsules have

been issued to

the patient at and since Initial Visit 19 L e

How many capsules has the patient re-

turned at this visit?

Approximately how many capsules have
been either left at home or lost or ac

cidentally destroyed? ...

Approximately how many capsules do you

judge the patient
Visit 1 (obtain

has taken since Initial
this number by subtract-

ing items 71 and 72 from item 70 and
tempering the result with any other in-

.

formation or impressions obtained from

the patient)?

How many capsules should the patient
have taken since Initial Visit 1 (obtain
this number by multiplying the number
of days between this visit and Initial Visit

1 Dy three) ? woermeemmsmmssissssmmosisees

o ———

What is .the patient’s percent adherence
to the prescribed medication {100 times

jtem 73 divided by item 74)? ...

%56—58

Considering the patient’s adherence to
the prescription made at Initial Visit 1
as well as any other new information
which has come to your attention since
Initial Visit 1, do you still consider the

patient eligible for the CDP? wcerroer (Y )

(S’I‘OP) 59
No

The determinations indicated in items 77 through 79 below should
be obtained during this visit.

77)

78)

79)

Weight (to nearest POUND, with all

heavy outdoor garments and shoes re-
TAOVEA) D ooeeerecmmsmarenesssoncemssse s eeeees 60-62

Casual blood pressure {with the patient

lying down or, if sitting, with forearm

at the level of the heart):

Systolic (in mm. Hg.}s -oroneenr 63-65

Diastolic (in mm. Hg) at the dis-
appearance of sound: . 66-68
63-71

Heart rate (per min.): ... -

Provided no “STOP”
should continue taking three
tion (bottle 99).

An appointment for Initial Visit 3,
Visit 2, should be set i
patient should be instructed to arrive
state and should he given l
Form 12-A). Initial Visit 3, or at least the collection of the serum
and urine specimens, must b
The patient should be

the next visit. He should
on the day of the next visit.

prior to the

the appropriate

conditions have been checked, the patient
capsules per day of the placebo medica-

one month following Initial
conclusion of this visit, The
for Initial Visit 3 in a fasting
Dietary Instruction Sheet

e made in the morning.

asked to return all his remaining capsules at
id alse be instructed not to take any capsules

CDP Form 01
Page 0

Part X: Review of Initial Visit 1
Central Laboratory Data

80) Has the report of the Initial Visit 1
Central Laboratory results {(Form 06}
been received and reviewed by a phy-

SICIANTD oo raecesrensesrmssmsares e remesberaneccessiasss () (STOP)72
Yes No

On the basis of the Initial Visit 1 Cen-
tral Laboratory results, is the treatment
of this patient with any of the drugs
under study contraindicated? ...

81)
e ()

On the basis of the Initial Visit 1 Cen-
tral Laboratory results plus any new

information, do you still consider the
patient to be eligible for the CDP? .... ( ) (STOR)7*
Y

ea No

82)

Part XI: Treatment Allocation Request

This part of the form may be completed as soon as all of Parts ].
through X have been completed.

_83) Are any *STOP" conditions checked

on this form?

o ()

1f YES, further CDP work on this patient should be terminated
until the condition is removed.

84) This form has been checked for completeness” by:

85) The physician who is requesting that this patient be
entered in the CDP 1s:

Dr.

86) The physician who evaluated the diagnostic criteria
for a previous myocardial infarction {which provided
a basis for answering item 20) was:

Dr.

A treat.ment_qllocation may now be requested for this patient. It is
done by mailing the original copy of this form to:

CDP Coordinating Center
Institute of International Medicine
660 West Redwood Street
Baltimore, Maryland 21201

The allocation will be sent within a week of receipt of this form
at the Coordinating Center. Do not open the envelope containing

the treatment ?llocation until eligibility of the patient has been
reassessed at Initial Visit 3.

87) The date on which this form is being mailed to the
CDP Coordinating Center is:

Month Day Year

1.D. No.




(9-68) CDP Form 05
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ANNUAL FOLLOW-UP EXAMINATION FORM L.D. No.

This form should be completed during cach of Follow-up Visits 3. 6, 9, 12, and 15. The permissible time periads for completing these visits
are given in each patient’s CDP Appointment Schedule. Form 11 In the event that the time periad for completing this visit elapses without
the visit being completed, items 1 through 3 should be completed and page 1 of this form mailed immediately to the CDP Conrdinating Center.
(This last instruction does not apply if the patient has officially dropped out of the study or il he is no longer living.) Do not use red ink or

pencil on this form. A completed copy of this form should be retained for your files.

The patient should arrive for this visit in a fasting state (described in the_Mnnuai of Operations and in the Dietary Instruction Sheet, Form 12-
A). This visit, or at Jeast the collection of the serum and plasma specimens. must be made in the morning.

A 70 ml. fasting blood sample should be obtained from the patient as snon as he arrives for this visit. He should then be given a solution con-
taining 75 gm. of glucose to drink. A 10 ml blood sample should be obtained one hour following the glucose challenge. Further details are
given in Part IV of this form and in the Central Laboratory Manual.

Also required during this visit are the followinz: A standard 12 lead resting ECG: a P-A chest x-ray; 2 urine specimen ({or glucose and pro-

tein tests done locally); and an additional blood specimen {(for hematoerit, white blood cell count, and differential doune tucally).

Part I: Identlfymg Information I this is the third consecutive missed follaw-up visit, ‘or else if three

consecutive follow-up visits have been missed since Forru 08 (the
1) Name: Incomplete Follow-up Form) was last completed, you are required
First Middle Last at this time to complete Form 08 and seud it to the CDP Coordinat-

ing Center, .

2) Patient’s current address:

4 ‘ Part II: Medical History
Street and Number
Unless otherwise specified, the information in this part should cover
- — the period since the patient’s last completed [otlow-up visit. If the
City State Zip Code present visit happens to be the first completed follow-up visit, the
%lfor:r:;auon summarized here should cover the period since Initial
ep s * isit 3.
3) Identifying Number:
The ide::ttifying numbcr- should appear also in the larger box in the 6) Since the ‘pat_icnr_"s ast comp]eted
upper right hand corner of this page and in the larger box in follow-up visit has he had any signifi-
the right hand corner of each of the other pages of this form. J . . .
cant episodes of cardiac pain, aching,

tightness, or pressure in the chest? ... () (1\ )22
- . b { o
4) This is Follow-up Visit Number: 13-14 i

If NO, proceed to “itcm 7.

The Follow-up Visit Number should appear also in the smaller box It YES, answer items A through J b.e-
in the upper right hand corner of this page and in the smaller box low:
in thelower right hand corner of cach of the other pages of this form. ’

A) Approximately how many episodes per

5) Was this follow-up visit completed with- week has he had on the average during
in the time period specified in the pa- this period?
tient’s CDP Appointment Schedule? ........ () (¥
Yo Ko Less than 1 .o
N ) ) 1 £0 2 oot cmeneras e st
If YES, write the date on which the his- 3 t0 5
tory and physical examination portions 0 F crresrnn st
of this visit were completed and proceed 6 to 10 s
to Part II of this form: More than 10
16-21 B) Does the pain typically radiate {check only
Month Day Year onc) p
If NO, write the reason the visit was Does not radiate .....cooteeeeeney T ()
missed on the lines below and send the Radiates to the left neck, jaw, shoulder,
first page of this form to the Coordinai- or arm T (1)

ing Center: i
Radiates to areas other.than the left

neck, jaw, shoulder, or arm .eeeeer (%)

Radiates to the left neck, jaw, shoulder,
or arm and to other areas .o { 4)
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Item 6 continued:

C) How much exertion would it typically
take to-precipitate such an episode (check
only one)?

Walking at less than ordinary pace ...... (!
Walking at an ordinary pace ........... (2
Walking hurriedly or up hill, or climb-
ing stairs : (3
Not related to exertion ..eceecceracamnae (*

D) Can excitement, emotion, or meals
precipitate such an episode? ......... (Y ) (N i
(] Q

E) Does rest typically relieve such an episode?

Not at all ()Y
After more than 10 minutes ....ccoeceens (%)
In less than 10 minutes .eeeoeeoececonnenns (%)
Rest not used ..o........ : (*)

F) Does nitroglycerin typically relieve such an
episode?

Not at all (

After more than 10 minutes .....ccocmeeen. -

In less than 10 minutes ....coveecomceaeee

Nitroglycerin not used ...ccceoeemeeceennn {

G) What has been the longest duration of such

an episods? T
Less than 10 minutes (1)
10 to 30 minutes (%)
More than 30 minutes ......oeecweesene {3 )

H) Have any of the episodes been such
that rest or nitroglycerin did NOT
bring relief in the typical manner? g’ ) (N )30

I} Did the patient get medical atten-
tion in connection with any episode
of pain, aching, etc., during this
period?

si
) o)
If NO, proceed to item 6-].

"'If YES, please give the place where such medi-
cal information may be found:

Then avail yourself of this information and an-
swer items 1 through viii below. (If medical
attention was obtained on more than one occa-
sion, answer the questions in connection with the
most serious of the episodes.)

i) Did the patient have a pain sugges-
tive of an episode of coronary insuf-
ficiency or a myocardial infarction?

No (!)
Possibly (2 ;
Definitely ......... (3

2

CDP Form 03
Page 2
Item 6-I continued:
it) Any evidence of shock? ........ (Y Y ()%
) No
iii) Arrhythmia® ...ooomrecmeees () ()
(71 No
iv) 1 £OSISD oo 3 1 )3
iv) Leucocytosis ) () )
Done

If YES, what was the
highest recorded value

(cells/mm?)?
v) Elevated sedimentation
FAECY e lecemeraeenens 3y (1) (%)
ot Yes Ne
Done
If YES, what was the
highest recorded value
{mm/hr)? ..
vi) Abnormal SGOT? ... (N-’) (Y') (;)’7
Drm * -
If YES, what was the
highest recorded value
{state units)?
‘vii) Abnormal LDH? ... () (D) ()
ol ] L]

Done

If YES, what was the
highest recorded value
(state units) ?

viti) ECG evidence of a new myocardial
infarction?

ECG not done {1)
Negative ...ooonrcueeeceesnrnseenens coeme - (2)
Suggestive (°)
Definite {*)
J) Did any of the episodes since

the last completed follow-up

visit result in a diagnosis of:

Suspect  Yes No
i) Myocardial infarction® (%) (1) (2)%
ii; Acute coronary insuffi- :
CIENCY? veerencrcenene (%) (1; (2)4
ili) Angina pectoris? ...... ()} (') (2}*%
7) Has the patient required nitroglycerin
since his last completed follow-up visit? (Y } (N 1

If YES, how did his requirement since the last
completed follow-up visit compare with his re-
quirement during the four months just prior to
the Jast completed follow-up visit {check one)?

Requirement increased since last visit ............ (14
. Requirement decreased since last visit .......... (2)
Requirement remained unchanged since last
VISIE oeoeurmeraseamocmernrestssassnescenssnessanassnsersrssssssatn ()
" Nitroglycerin not taken during the four
months prior 0 last ViSit .oeecememeecrresans - (1)

F.V. 1D. No.
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8) Since the patient’s last completed
follow-up visit, has he had any of the
following (answer each question);

Yes No
A) Cardiac asthma? ... () ( )¥
B) An obvious stroke? ..o { ) ()6
C) Weakness or paralysis of any part
of his body? .o )y ()
D) Spells of fainting or blacking out? ( ) ( )4
E) Spells of dizziness® ..o C )y ( )
F) Sudden pain or coldness of a foot
or aleg? e () ()P0
9) Does the patient have pains or cramps -
in his legs when he walks? .. ... .. () ( )%
Yes No
If YES, is the pain quickly relieved
when he stops walking? ..ccoocierciineane. ( { )
Yes Ne
10) Has the patient ever been hospitalized
since his last completed follow-up visit? ( )} ( )%
Yes No
If YES, answer items A through C below:
A) Where?
B) For what reason?
Heart disease ..o ()%
Other circulatory disease ........oceceeeeeneene 2)
Some other reason (specify) ......... e (%)
C) For how many days? ........ 55-56
11) Has the patient had any problems in connec-
tion with his CDP medication since his last com-
pieted follow-up visit (or since Initial Visit 3 if
this is his first completed follow-up visit) ?
VeS o (1)%7
No ... eeearrenanenen (%)
No capsules of any CDP medication (in-
cluding codes 1-30 and 99) were pre-
scribed since the last completed follow-up
VISIE e erene e ettt (%)
If YES, what sorts of problems has he had?
(Summarize the patient’s SPONTANEOUS re-
marks to this question by checking the appropri-
ate item or items below.)
A) Forgetfulness or some other non-medical
matter which interfered with taking the
medication properly ( )

CDP Form 05

liem 11 continued:

B)
C)

D)
E)
F)

G)
H)
D

EE)
FF)

GG)

Unwillingness to take the prescribed me:li-

Cution ... U {
Difliculty swallowing the capsules ... .. ..
Too mauny capsules .o (
Decrease in appetite ... oo
Increase in appetite ..o {
Recent decreased muscle strength ... {
Rapid or wrregular heartbeat ... (
Unexpected loss of weiglt ... (
Quivering or trembling of fingers ............ {
Sleeplessness ..o, (
Shortness of breath at night ... (
Other shortness of breath ... (
Excessive sweating or inability to sraud

heat e {
Diarrhea o {
Nausea without vomiting ....coecercreenrnnes {
VOmiting oot (
Black tarry stools ... .o, (
Stomach pain —ee..ooeoovecereereeeeeeesssiennns - (
Blurring of vision .....ococeeoerceeeeceeeee. {
Unusual loss of hair oo {
Decreased sexual desire or ability ... (
Breast tenderness or enlargement ... {
Development or worsening of angina ....... (
Flushing eertrasmtstientras b e aras s e e st (
Burning sensation or pain when urinating {
Frequent urination ... (
Reduced or delayed flow of urine ... (
Swelling of the ankles v {
Itching of the skin ..., {
ULLCAria e secre s sersesassssesssssnsssenas {
Other types of rash which, in the patient’s

opinion, might be related to the drug (spe-
CUIY Y e e {

Other symptoms which, in the parients
opinion, might be related 1o the drog {spe-

Page 3

)2

FV, I.D. No.
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Item 11 continued:

If you have reason to belicve that one or more of the problems
checked in item 11 above are nat related to the CDP medication,
circle the check marks for those problems and write ¥YDR (mean-
ing Not Drug Related) after the check marks.

12) Which one of the New York Heart Association
functional classes does the patient belong to
(see Manual of Operations for definitions)?

"Class I {no lImitation) ....ecvreeereecrcccncas (1)
Class I (slight hmitation) ..o )
Class III (marked limitation) .......ooeenes (3)
Class IV (discomfort in any activity) ........... (*)

13) During the past vear has the patient had
any episodes of gouty arthritis? ............ {Y ) (\, #
L N0

If YES how many episodes has he had during
the past year? '

ODE e tenenert e eee s e eaeen (1)
WO oo eeeeeeeeie s bbb e ns (%)
Three or more but not continuously ....o...... (*)
CORLINUOUS]Y  .ooceeercennseete s e rnm e srmnress e ()
14) How many CIGARETTES does the patient now
smoke per day?
NOIIE oottt ctssene e mees e menemenemeaneemens (1)
1to10 ... (%)
1110 20 wooooooooeooooeeooeeeoeoeeeeeeeeeer e (%)
21 to 30 ........... (Y)
31 t0 40 e (%)
More than 40 .o e e {5)
15) Is the patient presently employed (see
Manual of Operations)? ....ccoowerocmeeeemeee () ()
Yes Ne
If YES, answer items A through D be-
low:
A) How extensively? .......cccrmeirmrenes ( ) Rsd
. Full  Pant
Time Time

B) Give job title or a brief (6 words or less) de-
scription of his work:

C} Which onc of the following terms best de-
scribes the physical nature of his work?

Sedentary g 1)36
Light physical work )
Moderate physical work _oeereeccceecnnne, ()

Heavy physical work

CDP Form 05
Page 4

Item 15 continued:

D} Since the patient’s last completed AN.
NUAL follow-up visit (or since I V. 3 if
this is his first completed annual follow-up
visit), has there been a change in his abihi-
ty to work, as defined by items 15, 15-A,
and 15-C above?

It has increased ...o.ooovveeveeicccrnrereans (1)
It has decreased ..o ()
it has remained about the same ........... (%)
16) Apart from emploviment, what degree of physi-
cal activity does the patient hubitually engage
in now?
Light et (1)
MOdETALE oo re e e e e aranees (%)
VIZOIOUS (oiiiieiim e eecraeetece e nseneeen (%)
17) Is the degree of physical activity in which the
patient’ presently engages different from that
reported at his last completed ANNUAL follow-
up visit (or at I. V. 3 if this is his first com-
pleted annual follow-up visit)?
It-has increased ..ovvvevv e crcsesessceciinienee. { 1)
It has decreased oo (?)
It has remained about the same ..., (%)
Part 11I: Physical Examination
18) Height (to "nearest INCH, without
1T =) T O 041
19) Weight (to nearest POUND, with all
heavy outdoor garmenis and shoes re-
MOVEd) oot 244
20) Casual blood pressure (with the patient
lying down or, if sitting, with [orearm
at the level of the heart):
Systolic (in mm. He): oo 4547
Diastolic (in mm. flg.) at the dis-
appearance of sound: ... e 48-50
21) Heart rate {per min.): ... 51-53
22) Is the rhythm regular? ... ( )y (
. . Yes No
23) Are any of the following findings pres-

ent:

A) Peripheral edema? (Yu) (Nn)55

B) Ventricular diastolic gallop? .......... () (N )8
Yes ]
C) Rales? e (1) () ()7
' Dry Moist Not
Present

EV. LD. No.
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Page 5
24) Is the thyroid normal? ... (3) (') (?2)s8 Item 30 continued:
Not Yes No .
Falpable D) Left popliteal ......... () () () ()
If NO, answer items A and B below: . E} Right dorsal pedis .. (1) (2} (%) (+)®
A)} Is it nodular {check one)? F) Left dorsal pedis ... ( ) ( ) () ( )=
© 777 "Not nodular e reeermen e (-;)-59 G) Right posterior tibial ( ) () ( ) (
Malimodula oo (3) H) Left poseror dbial (1) () () ()"
B) Is 1t diffusely enlarged® ....ccocooe. ( ) | X ) 60 31) Are any of the following findings pres-
. o o ent:
Y N
25) a\lns?:cr the following questions about A) Ichthyosis? ... (“) ( 0)23
e liver:
: . _ o B) Acanthosts Nigricans? ....cocee ()} ()}
A) Enlarged? oo (Y ) (N) C) Hyperpigmentation of the skin? ... ( } ( )%
(-] 0 . .
B) Firm® .oooeeeeeceeeececesenesimmane (NS) (YI) (N2 ) 62 D) Gynecomastia® ....oooorrereeere () ()%
ot et [+
Falpsble E) Breast masses? ...t A () ()
C) Tender? oo (3) () (D F) Exophthalmia? ........oooeoroccrvrrrnn () ()
Palpable ° G) Marked finger tremor® ... () ()
H) Wa d oist skin tl
26) Is the spleen palpable? ... ... . . (Yﬂ) (No)“ ) n;?;g;%n_____“_l_ore " N () ()
I) Icterus of sclera and/or skin? ........ () (»
27) Any tenderness in the costovertebral () . ' 1) Vascular spiders? () () ’
ANElE? e e e aneas () - T :
. Yo Mo K) Visible collateral veins on abdo-
- men or chest? D A £
(\, .8) Is the prostate normal? .. ( +) 3y (1) (32)¢6 (
Exr::inndsugl‘:::y b No 32) Any _dermatologﬁg ailment not already 5
: mentioned above? ... () ()
If XO, answer items A through D be. Yes No
low: If YES, specify: '
Yes No
A) Is it enlarged? () ()9
B) Is it hard? () ()™ 33) Has the patient had a pathologic loss of
C) Is it tender? () ()% hair during the past year? ... (v J (N J R
. Yes Q9
D) Does it have one or two nodules? .. ( )} ( )7°
34) Base your answers to the following questions on
29) Are the testes normal? oo (Y ) (N )7 your best clinical judgment and any tests or pro-
: . ® ° cedures which may be of practical value in vour
If NO, specify: assessment of lens opacities.
‘ A) Is there evidence of any opacities in the
lens of the patient’s LEFT eye?
30) Peripheral pulses (answer each item): | J— (1)
2
Nor. = Normal ﬁ)ns has been .;;:‘;';mvcd“m % 3;
Dim. = Diminished Not examined ...~ (4)
Abs. = Absent or not palpable
LM. = Limb missing B) Is there evidence of any opacities in the
Nor.  Dim A LAL lcn; of the patient’s RIGII'T eye? . o
A) Right fcmorﬂl --------- ( 1 ) ( 9 ) ( 3) ( 4 )15 NCS ............................................................ E a;
D et cerasrss st e s aann s sna s 2
B) Left femoral ........... () )y ) ) Lens has been removed ....eceveeevreeereneee ()
C) Right popliteal ........ C) ()Y ()Y ( )y +~ Not examined ... (1)

FV. " | LD. No.
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Itern 34 continued:

'35)

36)

37)

C) If either one or both of the lenses have
been removed, give dates and reasons on
the lines below:

D) If opacities are present in one or both
lenses, is there evidence of any definite
cause (injury, for example) for the opa-
cities? Indicate on the line below:

E) If opacities are present in one or both
lenses, check one of the following state-
ments:

The opacities first developed during the

PASL YERT oo (')
The opacities were present a year ago -

and have increased since then ... {*)
The opacities were present a vear ago,

but have not increased since then ...... (%)
The status of the lenses a year ago is un-

known .o (*)

Are any of the following gout
indicators present:

N
Kn::vn Yes No
A) Hyperuricemia? ... (%) (1Y) (2)*»
B) Boay erosions? ......oocoeeeee. (%) (') (%)
C) Podagra? () )¢
D) Tophi? () ()
E) Urinary stones? () ()
Are the findings of the P-A chest x-ray
“taken at this visit normal? ...................... ( ) (M
Yes No
If X¥O, answer items A through D be-
low concerning the x-ray findings:
A) Cardiomegaly?
No (1)
Probable (%)
Definite {3)
B) Pleural effusion? ..o () ( )%
Yes No ’
C) Pulmonary congestion® ... () ()
Yes No
D) Other Andings? weoooooerooerrrere () ()
Yes No

If YES, specify:

Please review the ECGC taken at this visit and
answer the following questions using the criteria
given in the Manual of Operations:

CDP Form 05

Item 37 continued:

A} Compared with the ECG taken at the pa-
tient’s last completed annual follow-up
visit {or at L. V. 3 if this is the first com-
pleted annual follow-up visit), does the
present ECG indicate the development of
a new myocardial infarction (check one)?

NO ettt
Yes - QRS changes .o
Yes - ST-T wave changes {in conjunc-

tion with history and enzyme changes)

Yes - Other ECG criteria .oovvvevccccennn oo
B} Compared with the ECG taken at the

patient’s last completed annual follow-up
visit (or at 1. V. 3 if this is the first con-
pleted annual follow-up visit}, does the
present ECC  demonstrate evidence of
ischemia or injury not previously present
{check oue)?

NO et
Yes - 5T wave changes ..cooooreeeeeee
Yes - T wave changes ..coveceereccecene
Yes - Both ST and T wave changes ...

C) Compared with the ECG taken at the
patient’s last completed annual follow-up
visic {or at I. V. 3 if this is the first com-
pleted annual follow-up visit}, does the
present ECG demonstrate evidence of a
ventricular conduction defect not previ-
ously present (check one)?

L YU

Yes - Left Bundle Branch Block ...
Yes - Right Bundle Branch Block (com-

e pr—

plete or incomplete) ooroicicernrmrennean {

Yes - Both LBBB and RBBB ...

Yes - Intraventricular Block ...

D) Compared with the ECG taken at the
patient’s last completed annual follow-up
visit (or at I. V. 3 if this is the first com-
pleted annual follow-up wvisit), does the
present ECG indicate the development of
an arrhythmia not previously present
(check one)?

NO ettt {

Yes - Atrial fibrillation or flutter ..........

Yes - Other arthythmias ..o, {
Yes - Both atrial fibrillation or flutter

and other arrhythmias ...

38) On the basis of this physical examina-

tion and available laboratory data, is
there indication of any noteworthy ab-
normality in the following systems:
A} Gastrointestinal? ... (
B) Genitourinary® .o o
C} Nervous? ... e (
" D) Musculoskeletal® ..o (
E) Dermal? oo {
F) Bronchopulmonary? ..ooooiiceeeee (

T

— p— p— p— — .

Page 6

No
)15

)ui

)17

)IB

)19

)20

- F.—V. I } D.—NG.

]
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_Part IV: Blood and Urine Specimens _ Item 45 continued:
A 70 ml. fasting blood sample should be obtained h Yoo
ashing (1] Samp & shou a lalnc as %00n as the M H M 1a
patient arrives at the clinic for this visit. The patient is then given C) Nlltrogly;:crm or other coronary di "
a solution containing 75 gm. of glucose to drink. A 10 ml. bloed ALOTEY e v ( ) ()
sample is obtained one hour following the glucose challenge. 0 G dication? 50
Aft :;asti 17.5 mli of fasting serum should be obtained from 60 ml. ) Gout TAEAICALIONT oemearesnasnmaasrracssnnss ( ) ( )
of the fasting blood sample, and five vials {numbered 1, 2, 3, 4 -
and 6) are filled with 3.5 ml. of serum each. I} Anticoagulants? ool () ()%
Three ml. of fasting plasma are obtained from the remaining 10 m.. If YES, answer items i and ii be-
of the fasting blood sample and placed in vial number 7. Also, . © low:
ml. of 1
. of l-hour posi-challenge blasma are obtained from the 10 ml. : :
postchallenge blood sample and placed in vial number 8. i) 5::’ p};?:‘; d"‘;e';{ngﬁﬁs tf:'g:ﬁ
Each of the seven vials should be sealed and labeled with the fol above were anticoagulants
lowing information: prescribed? 83-53
Complete specimen identification number {consisting of pa- . mm— T
tient identifying number, visit number, and vial number); 11) What was the predominant type of
patient’s name; and month, day, and year of collection. anticoagulant used (check one)?
The vials should be immediately {rozen and then shippcd within a .
week to the CDP Central Laboratory in Atlanta. If-,lef:irm bd """""" areoeoores oo sba o ( ;)“
See ‘the Central Laboratory Manual for detailed. instructions con- rothrombdin-depressing agent ...... (*)
cerning collection, handling, and shipping of the serum and plasma J) Cholesterol lowering drugs other
Specimens than study medication? .................. ()Y ()*
Yes No
39) Date and time fasting blood specimen obtained: .
" 1.8 K} Other drugs {(specify)? ..ocourcrrenenes (Y Y ()8
a Ne
Month Day Year Hour
An :ddcrlimoml t}l:loocl sam;:llethang a urine specméen se["éould be ob- . ‘
tain uring this visit and the determinations indicated in items 40 46) During the month preceding the collec-
through 44 below performed locally. tion of the serum specimen for this visit,
9} Hematocrit {in %) 29-90 has.r.h: patient been on thiazide di- o
X uretics? ... () )
1) White blood cell count (cells per mm®): 31-35 ‘ Yes
42) Absolute neutrophil count (cells per wio A7) Is the present visit the patient’s first
mm?): completed ANNUAL follow-up visit? ... { ) ( )38
43} Urine glucose (use Ames Clinistix): .... ( ) ( )‘“ Ya  No
If YES, please answer the follow-
44) Urine protein (usc Ames Chmsnx) ing retrospective question:
) (3) () (%) (%) (°)% Was the patient on thiazide di-
lsm:m (Tml O 3 4 uretics during the month preced-
Fart V: Other Drug Prescription ing the collection of the serum
: for his baseline laboratory profile
The information in item 45 should cover the period since the pa- (_COHCCth at 1. V. 2 for most pa-
tient’s last completed follow-up visit. If the present visit is the first tients entered before Fall 1966,
completed follow-up visit, the information summarized here should and at I. V. 1 for patients en-
cover lhﬂ pcnod since Initial Visit 3. tered more rccently)g ------------------ ( 3 ) ( r ) ( 2 )59
Unknown Yes No
45) Are any of the following drugs or types Clinical Summary

of drugs being prescribed now or have
any of them been prescribed in the pe-
riod defined in the box above (answer
each question):

Yer No

A) Insulin? e () ()8
B) Oral hypoglycemic agents? ............ () ()
C) Digitalis? .. ()Y ()*®
D) Antiarchythmic agents? .......coe....... () ( )
E) Diuretics? ...... -¢) ()7
F) Antihypertensives other than di-

uretics? () ()"

Part VI:

The information in item 48 should cover the period since the pa-
tient’s last completed follow-up visit. If the present visit is the first
completed foliow-up visit, the information summarized here should
cover the period since Initial Visit 3.

48) Based on the history, physical
examination, and any available
laboratory data, has the patient
had any of the following events
in the period defined in the box
above (answer cach question; see
the Manual of Operations for
definitions of criteria- for making
the following diagnoses):

F.V. 1.D. No.
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Ttem 48 continued: T s+ C) Hypertension? ...ooicees () (1Y (2w
Suspect  Yes No
. Suspect  Yes No If YES, 15 1t treated? .oooceeervccenee () ()%
A) Congestive heart failure? ... (3) (1) (2)% Yes
B) Angina pectoris? ... (%) (V) ()% D) An increase in heart size? .. s(m;}u (o) oy
C) Acute coronary insufficiency? (%) (') (*)® 50) Was the patieat seen by a consultant in
. 63 connection with any of the events listed
I¢ YES, how many episodes ....... in items 48 or 497 oo () ()
Yo No

M) Arrhythmias other - than

49)

D) Myocardial infarction? ........ (3 (Y ()~ If YES, give the names of all such consultants and
If YES, how mang? .... 65 the diagnoses they made on the lines below:

E) Intermittent cerebral ische-
mic attacks with neurologi-
cal deficit lasting less than
24 hours? ..o (3). (1) (32)6¢

F) Stroke with neurological
deficit lasting more than 24 o ‘
? 3 1 2
BOUSED  errssersenrson () 1) (%) 51) Is the patient a known diabetic? ........ { ) (¥
No

If YES, how many? : LI Yer
If YES, answer items A and B below:

G) Intermittent claudication? .. { 3 1 2yes
) Intermittent claudication ¢y (5 (9 A) Has the patient developed diabetes

. . c o3 1 270 | mellitus since his last completed
H) Peripheral arterial occlusion? (%) (1) (2) ANNUAL follow-up visit (or since

I. V. 3 if this is his first completed

I) Gout? () ) )" annual follow-up visit)? oooo........ () ()=
J) Venous pulmonary embol-
~ ism? (%) (') (2) B) Did the patient have a diagnosis of
diabetes mellitus at the time of his -
K) Thrombophlebitis? -.......... (3) (1) () . entry into the study? ... () ()»
Yeas No

L) Atrial fibrillation?® ... .. (%)Y (') ( L KA
Part VII: CDP Medication

- atrial fibrillation? ........o...... 3 L 2)75
( ) (") o ) In item 52 a record of every change in prescnpuon of the assigned
. . CDP medication from the time of the patient’s last completed
Since the panem’s last com- follow-up visit through the present date is required.
ple:ed ANNUAL follow.up visit NOTE: If no capsules per day were prescribed for any interval
(or since 1. V. 3 if this is his : ‘| during this period. or IF THE PATIENT WAS SWITCHED
& 1' d. 1 foll FROM HIS STUDY DRUGC TO THE KNOWN PLACEBO for
rst completed annual fotlew-up any interval, 2 ZERO should be written on the line indicating
visit}, has he devcloped any of “No. of capsules per day.”

the following:

A) Peripheral arterial emboii? (3) (1) ()" 52) Patient’s Prescription Record:

Suspeet  Yes Na A) Write the date and prescription given in part B

of the prescription record of the patient’s last

If YES, how many and where? .... completed follow-up visit form (Form 04 or 05)
on the lines below. (If this is the first completed
follow-up wisit, give THE DATE THE TREAT-
MENT ALLOCATION ENVELOPE WAS OD-

B) Arterial aneurysm? ............ (%) (') (2) ENED and the prescription given at that time.)
Suspect  Yes
If YES, how many and where? .... H-20
! Month Day Year No. of
he ’ capailes
per day

_F .V.. L.D. No.
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em 52 continued:

53)

54)

55)

B) Write the present date and the prescription from
this time forward:

3-37

Moath Day Year No. of

capaules
per day

C) Have any changes been made in
the prescription between the two
dates given in parts A and B above? () ( )%
: Yes No

If YES, give the date of each change and the pre-
scription made on that date on the lines below:

Date of No. of
presctiption capsules
{month, day, year) per day
a.
b.
G
d
c.
f.
Using the prescription record in item
52, calculate the total number of cap-
sules prescribed during the period cov-
ered by that record (see Manual of Op-
erations for instructions). Write the
total number of ‘capsules here: ... 3942

In your best judgment (based on a capsule
count and/or any other information or impres-
sions obtained from the patient at this visit),
what percentage of the total prescribed num-
ber of capsules (the number given in item 53)
has the patient actually taken?

At least 809, (')
At least 609 but less than 800f .ooceeereeenenn (2)
At least 4007, but less than 6095 ...ocreeececece. (%)
At least 2005 but less than 400 ...oecuennen. (*)
Less than 200f ooooooo.oooeeeeeessoessnmmessssssneeree (%)
If no capsules of ALLOCATED medication
were prescribed, check here: ..o (%)
If the percent adherence checked in item 54
is less than 800p, what is the main reason for
the reduced level of adherence? {If more than
one reason is given, please indicate which ONE
you. judge to be the most imporiant reason by
circhng the appropriate letter or reason given
below.)
If it is impossible to determine the reason,
check here: ()43

If the main reason is one the prob-
lems listed in item 11, write the letter
designation of that problem here: ...

CDFP Form 05
Page 9

Item 55 continued:

If some other reason, specify:

58) During the period covered by the pre-

scription record in item 52, has the pre-
scription of ALLOCATED medication
ever been less than nine capsules per
day? (If this is the patient’s first com-
pleted follow-up visit, check YES either
if the prescription has ever been de-
creased since Initial Visit 3 or if the
prescription has never yet reached 9

capsules per day.) ..o (Yu

54
) ()
If YES, what is the main reason for 1hi.” (If
more than one reason is checked, please indicate
by circling the appropriate check mark the ONE
reason you judge to be the most imporianl)

A) Hepatic signs and/or symptoms ... {1)55-64

- B) Renal signs and/or symptoms -.....ccceeeeeee.. (%)

C) Abnormality in the hematopoietic system .. ( %)

D) Development or worsening of a peptic ulcer { 4)
E) Gastrointestinal irritation .....ceoeeeeseeieens {(5)

F) Gout signs and/or SYmptoms .....coeoveeeeeecens {%)

G) Development or suspicion of toxic ambly-

) o - O (")
H) Development or worsening of diabetes

mellitus ... - - (®)
I} Development or worsening of angina pec-

LOTIS  oueueecmeecmssemasacranssnenaremeeemrmensrmamst reseres (%)
J) Congestive heart failure _............ (\*)
K) Arrhythmia oo (1)

L) Def. ACI, or def. or susp. MI, stroke, pul-
monary embolism, pulmonary infarction,

arterial embolism ....coconvrveenrrrnreee (12)
M) Clinical hyperthyroidism ......o....ocomreecns )
N) Decreased libido or potentia ....cceoneueees (*)
0) Feminization .....ccoommemmsmressssssnsseesneces (*)
P) Flushing .o ecnnenns ()
Q) Itching ) . (")
R} Rash or other dermatologic problems ........ (%)

F.V. LD. Ne.
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Item 56 continued:

S) Serious complaints of the patient possibly
related to side effects of the drug ........

(*)
T) Unwillingness of the patient or his personal
-physician to accept the prescribed dosage (2°)

U) Other (speafy) ()

V) ESG2 e
W) Baseline VPBs, D-T4

2y
INTERNAL
USE
ONLY

Y) Non-medical reasons (missed visits, re-
instated dropouts, £1€.) .vreoerreeeecreieeiinanas

Z) Patient taking other cholesterol-lowering
MEdICRLION o.o.oeeeeceeecreeee e ammamerevesennaceneas (#)

57) What is the bottled code number of the medi-
cation being dispensed to the patient at this
‘time? ' I

No capsules of any medication .....cocoeene-
Codes 65, 86, or 99 ..ooeveverecncanenee

Codes 1 to 60 (specify code): wnrirereiieees —

58) Has the patient’s sealed medication code
éver been broken?

) ()

Ya No

If YES, you should inform the Coordinating Center of the reasons
for this if you have not done so already.

Unless contraindicated, the patient should be instructed to continue
taking nine capsules per day of the assigned medication.

At this time an appointment for the next follow-up visit should be
made for a date as close as possible to the date indicated in the
patient’s Appointment Schedule, Form 11.

The patient should be instructed to arrive for his pext visit in a
tfat-free” state and should be given the appropriate Dietary In-
struction Sheet (Form 12-B). It is strongly preferred that this
next visit, or at least the collection of the serum and urine speci-
1 mens, be made in the morning.

The patient should be reminded to return all his remaining cap-
sules at the next visit. He should also be instructed not to take
any capsules on the day of the next visit untl after the visit 18
completed.

CDP Form 05
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Part VIII: Administrative Matiers

59) The name of the physician responsibie for the medi-
cal information recorded on this form is:

Dr.

60) This form has been checked for completeness by:

The original copy of this form and a copy of the ECG cobtained
at this visit should be mailed now to:

CDP Coordinating Center
Division of Clinical Investigation
61¢ W, Lombard Street
Baltimore, Maryland 21201

The carbon copy of this form and the chest x-ray obtained at this
examination should be filed in your climc.

61) The date on which this form is being mailed to the
CDP Coordinating Center is:

Month Day Year
Part IX: Addendum .
62) Ts this visit Follow-up Visit 3 —.......... () ()
Yes Ne

If YES, please answer items A and B
below concerning the results of the base-
line examination for lens opacities:

A) Was there evidence of any opacities in the
- lens of the patient’s LEFT eye at baseline?

Y8 coeeeceerrcrc s s e amenan s (1)e
IO ereecemeeneecmerrcessasassemnassmannan s saneness (%)
Lens was absent —....oooeceeeeeecnesncieneeens {3)

Examination for lens opacities not done { *)

B) Was there evidence of any bpacities in the
lens of the patient’s RIGHT eye at base-

line?
Yes . (1)
No . : (2)
Lens was absent ..o (3)

Examination for lens opacities not done { *)

-F.V, 1.D. Neo.
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63) Measure the patient’s visual acuity for each eye (with his
glasses and without dilation of the pupils) using the stan-

dard distant Sneilen.
Left Eye -

20/20 and better
20/21 to 20/40

20/41 to 20,200 ...

Worse than 20/200 or blind
Acuity test not done

A T o, g~ g
L Y B TR

Right Eye

20/20 and better
20/21 to 20/40 ..

20/41 to 20/200

Worse than 20/200 or blind
Acuity test not done

o W@ D e

64) Has the patient had cardiac, aortic, periph-
eral arterial or other cardiovascular surgery
since his entry into the study which has not
yet been reported to the Coordinating Cen-
ter on Form 227 ... (

Yo

) ()7

—

If YES, complete the Cardiovascular Surgery Form (CDP Form 22)

- ' and mail it to the Coordinating Center,

65) Since the patient’s last completed

.completed follow-up visit:

CDP Form 05
Page 11

follow-up visit has he taken aspirin
or other drugs containing aspirin
(for example, Anacin, Alka-Seltzer,
AP.C, Bufferin, Darvoncom-
pound, Empirin-compound and
Excedrin) ? .o { ) { )

} 74
Uncertain Yes No

H YES, give the patient’s best estimate of
frequency of taking such drugs since the last

Less than one day a week .......ccoveecrciccanee.
One day a week
Two to three days a week ...
Four or more days a week

ID. No.




66}

67)

ADDITIONAL ITEMS TO BE COMPLETED AT CV 2

Did the patient have any problems
in connection with his CDP medica-
tion immediately prior to discon-
tinuation of his medication at CV1?

Patient on zero capsules
prior to CV 1 c-=-een——ca-—n- e
If YES, answer Item 67, Otherwise
proceed to Item 68.

Have any of the problems

abated or been relieved

since the discontinuation

of the medication? =-~=m=-w=- - () ¢ )e
Yes No

1f YES, what sort of problems have
abated or been relieved? (Summarize
the patient's SPONTANEOUS remarks to
this question by checking the ap-
propriate item or items below.)

A) Decrease in appetite =======-=- ( )7
B) Increase in appetite =ww-=--e=-- ¢ )
C) Recent decreased muscle

strength =~--=---=nee--- mrmwmm ()
D) Rapid or irregular heartbeat == ( )20
E)} Unexpected change in weight

i} Loss of weight -eemc--=cea- { )

1i) Gain of weight --=cr-=cen-- ¢ >

F) Quivering or trembling of

fingers ===-rarmeccccmma—-- wma ()28
C) Sleecplessness ==-r~omm—-m=wa--- - ()
H) Shortness of breath at night -- ( )
I) Other shortness of breath =---- ( )es
J) Excessive sweating or inability

to stand heat ~----- —————— )
K) Diarrhea r-—--eewr—--- weannem=a ()
L} Nausea without vomiting -===--- ( )2s
M) Vomiting =-=-=====-= PR S
¥) Black tarry stools =wem=——====-- ()
0) Stomach pain ====--- avmmm————— - ( )32
P) Blurring of vision e===w=r---c-=- ()
Q) Unusual loss of hair ===«wm---- ( )
R) Decreased sexual desire or

ability =======-=nn S D
8) Breast tenderness or

enlargement ===--ee=-=- wammm= ()

. T) Development or worsening of

angina sececcossmmmmm——n== e { )
U) Flushing ====~===- cummmmm—aman— { )3®
V) Burning sensation or pain when

urinating ===e~e=-= Aemmam————- ( )
W} Frequent urination =wwe~-------= ()

67)

68)

CDP Torm 0S5

Page 12
{Continued)
X) Reduced or delayed flow of
urine =e==seeesemommoecooaaoo ( @
¥Y) Swelling of the ankles ~====== C )

Z) 1Itching of the skin -—=wwe~ww-a ()

AA) Urticaria memeesesssssccmeo—a- ( )4s
BB) Other types of rash which, in
the patient's opinion, might be
related to the drug (specify)- { )

CC) Other (specify) ------- wonmman ()

Has the patient had any problems in
connection with the discontinuation of
his CDP medication at CV1?

Yeg === - - - (F ¥7

NO mrm—me—ceeaa

Patient was on zero capsules
immediately prior to CVl === (*)

If YES, what sort of problems has he
had? (Summarize the patient’s
SPONTANEOUS remarks to this question
by checking the appropriate item or
items below.)

A) Decrease in appetite -waeww-ee ( F®

B) Increase in appetite —--==--=-= ( )
Cc) Recent decreased muscle
strength e=reremenrcoaccaaa- -~ ()

D) Rapid or irregular heartbeat - ( ik
E) Unexpected change in weight
1) Loss of weight remrmcameaae ()

1i) Gain of weight -e----- cawa ()
F). .Quivering or trembling of
fingers —===mmmcmecccccmcues ¢ ¥
G) Sleeplessness ~=-emmmecoc—aaa- ()
K) Shortness of breath at night - ( )

I) Other shortness of breath --~- { P7
J) Excessive sweating or ipability

to stand heat =weecammceacaa ()
K) Diarrhea =~ememececcecceannn-- ¢ )

L) Nausea without vomiting =~==~= ( °
M) Vomiting e-—eeeemmmccccaan—ca- ¢ )
N) Black tarry stools =esweeecaca ()

0) Stomach pailn =eeemreveecccaw-a- ' i
P} Blurring of vision ~meececac-- (
Q) Unusual loss of hair ----=w--- ¢ )

) A 1.0 RN
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ADDITIONAL ITEMS TO BE COMPLETED AT CV 2 Page 13

(Continued)
R} Decreased sexual desire or
ability =-sv=-ccmcnaa- Ama————
$) Breast tenderness or
enlargement «=-===-==a- —m———
T) Development or worsening of
angina -=====---- T -
U) Flushing -==---- B
V) Burning sensation or pain when
urinating ==~=weccccsmmecneo=
W} Frequent urination ===-m---- o
X) Reduced or delayed flow of
uring =====ce-cw- ———————— -
¥) Swelling of the ankles ==wee--=
z) TItching of the skin -==-====-==- -
AA) Urticaria =e=-===smsccccwman—n-
BB) Other types of rash which, in

cC)

the patient's opinion, might
be related to discontinuation
of the drug (specify) -—==-n===-

(
(
(

(

)EB

)1’2

)'75

Other symptoms which, in the
patient's opinion, might be
related to discontinuation of
the drug (specify) =---===-- -

I'd
\

)'77

69) flas the patient returned all
of his unused study
medication? ~--w-==- mmmm———— ¢ ) ( )Is
Yes No

If NO, the patient should be asked
to return all unused study medication
to the clinic as soon as possible.

70)  Since CV1, has the patient been
prescribed:

Yes Ho
A) CPIB ==m==e- —mewmemmmmem () ()R
B) ' Nicotinic acid ----- semm () ()

If a Form 76 was requested for this patient
on the Torm 76 checklist, please forward

the cowmpleted CPP Form 76 including the
name and address of the patient's private
physician to the Coordinating Cents:. 1f
the patient does not have a private
physician, the study physician should assist
the paticnt in establishing a continuing
source of personal medical care.

A IIJL.lh
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CARDIOVASCULAR SURGERY FORM

r}his form should be completed and forwarded to the Coordinating Center

| each time cardiovascular surgery is performed on a CDP patient since
k3

. entry into the study.

i

L.

[}

1} Nawme:

First Middle . Last

2) Identifying Number:

3) Date of surgery:

Month Day Year

4) Date form completed:

Month Day fear

5) Type of surgery {check the appfopriate item(s) below):
A) Valwvular repair or replacement ..:..............................( )
B) Septal repair R AR ARy ()
c) pPapillary ouscle TEPALT sreusnsvasersosusansrssmarasraroranants (G
2}  Infacctectuouy O LR E R R R R bk {1}
E) Ventricular wall SNEUTYSMECEOMY «cciesasacsconancmertmnsenreses [
F) Saphenous vein by-pass of COrONAary arteTies ....ssceccvasnressns )
¢) Coronary endarterectomy R T FEE TR TR TR LR LA
H) Vineberg--mammary artexy implants et avesressanenaraneareans
1)} 1Internal mawmmary artery anastomosis into coronary ATLeTy ««..s- )
J)} Cardiac transplantation ...........................:........... ()
+ K) Permanent pacemaker implantation ...............................( )

L) Arterial surgery other than coronary (please specilfy) ....c....s ()

M) Other (please specify} R T T EE TR R L L R R { )

6) Name of physician completing this form:

After completion, this form should be mailed to:

CDP Coordinating Center

Institute of Internmatiomal Hedicine
610 West Lombard Street

Baltimore, Maryland 21201

A carbon copy of this form shouid be filed in your clinic.
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CAUSE OF DEATH CODING FORM

This form should be completed and forwarded to the Coordinating Center with-
in 60 days after notification of a patient's death, Please review carefully
all of the data available regarding this death, that is, hospital records,
autopsy report, death certificate, terminal ECGs, etc, Note that the form
asks for both the underlying (or basic disease process) and the immediate
(or final step in the disease process) cause of death., Copies of the

death certificate and autopsy report (if available) should be forwarded
along with this form to the Cooxrdinating Center,

Name: Tdentifying Number:
First Middle Last

Date of Death:

Month Day Year

Part I: Underlying (Basic) Cause of Death

Check appropriate item(s). More than one item may be checked, but should
be explained in the Physicians Summary, Part IV,

A) Atherosclerotic Cardiovascular Disease

1) Atherosclerotic coronary heart disease with recent or acute
cardiac event (e.g., myocardial infarction, acute coronary
insufficiency, sudden unexpected or unobserved death*)} .,.....ccevvun( )

If item A-l is checked, please check one of Lthe following state-
ments pertaining to chronology of death:

*
1) Not a sudden unexpected or unobserved death T esrnssecennsreees( )
2) Sudden unmexpected death within 60 minutes of onset of
symptoms or unobserved death within 60 minutes of being

seen alive without symptoms R TR T T P D

3) Sudden unexpected death between I and 24 hours of onset
of symptoms ..l.........-‘..l.-ll...I.ll.‘..ll....'l......'-..( )

4) Unobserved death between 1 and 24 hours of being seen
 alive without symptoms R D

5) Unobserved death greater tham 24 hours of being seen
alive without symptoms........................................( )

*
Sudden unexpected or unobserved death does not in general apply to hospitalized
patients, '
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ltem A Continued:

2)

3)

4)

5)
6)

7)

(421
N

9

10)

11)

Atherosclerotic coronary heart disease without recent or acute
cardiac event (e.g., chronic congestive hegrt failure)

--‘--o-oon-.---(

Atherosclerotic coronary heart disease resulting in surgery
for coronary heart disease (e.g., vein by-pass, transplant,
resected ventricular infarction or aneurysm, cardiac cathe-
terization, ste.) e R P ¢

item deleted

atherosclerotic cerebrovascular disease with thrombosis and
infarction Il.....'l...l'lllll.l.‘lIl..‘.l..'.l....lll.l'..l..ll...l.D(

Atherosclerosis of carotid gnd/or vertebral arteries with
UbstrU.CtiOn o thromboembolism ...-ooc-o--o-o-t-cuoo--o-oo--o-.--oo--a(

Atberosclerotic arterial aneurysm with Tupture:
a) Aortic l‘.ll.'ll'..’ll...lll...'II....Ill..Il...!ll.!..'..‘lI..l.!(
b) Coronary artery R R ¢

c) Other (Specify name of artery on linme below) s.veivuvienvnnnnnnna.(

a) Withhypertension l.'l..‘.l.ll‘....I‘..II....I.'..III."..I..l.l.l(
b} Without hypertension M T T P ¢
Mesenteric atherosclerosis with intestional infarction R T T T T

Atherosclerosis of peripheral arteries distal to aortic
bifurcation with gangrene of lower extremities B

Other (specify on line below) R Y ¢

B. Nonatherosclerotic Cardiovascular Disease

1) Myocardiopathy unrelated to atherosclerotic coronary heart

disease ( e.g., toxin, neoplasm) T ¢

2

I.D. No.
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Item B Continued:

2)

3)
4)
3)
6)

7)

Cardiovascular surgery unrelated to coronary heart disease
( e.g., valvular surgery, arterial aneurysm, embolectomy) DA (

r
Bacterial endocarditis B N ¢
Recurrent pulmonary thromboembolism R T R ¢
Hyper- or auto~immune cardiovascular disease R Y ¢
Congenital heart disease I LT ¢

Hypertensive diseage:

a) With cerebral henorrhage B R R L O ¢

b) Other hypertensive disease (e.g., hypertensive heart disease B ¢

Rheumatic heart disease I Y ¢
Idiopathic calcific aortic valvular stenosis R PP ¢

Other (specify on line balow) R R T P TP PN ¢

C) Noncardiovascular Disease

Specify diagnosisg, site, and etiology where appropriate,

1)
2)
3
4)
3)
6)
7)
8)
9
10)

11)

NEOplaSia c‘..-l-.--l.ot-.-ll.-li...-la-o-...c..ltio.l.vuli.oo!nt:lcc-(

InfECtion -o.u-o-.--.o--.c-.o-lll.-n-o--lo.l-q-olcno--e---o-o-co--.ool(

Peptic ulcer disease R N ¢

Renal diseasge ........................................................(
Pulmonary disease ....................................................(
Blood dyscrasia ......................................................(
Hyper- or auto-immune disease Y ¢
Suicide ..............................................................(

Homicide --o.-l.o.---v-.oc--l.-o..an--o.-.po.nlou-l.o.lc..lo.tol-oo---(

Accident (specify type of accident on line below) Y

I.D. No,
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Item C Continued:

12) Other (specify on line below) R R R

D) Unknown Cause of Death I R T T U (I

Part YI: Immediate Cause of Death

Check appropriate item(s). If more than one item is checked, please explain
in the Physician Summary, Part IV. This list includes only the most frequent
immediate causes of death relating to coronary heart disease.

A) Cardiogenic shock I R R LT R G
B) Cardiac dysrhythmia:

1) Documented by ECG or cardiac monitor R R P P O

2) Presumptive--no cther immediate cause found at autopsy T O

' 3) Presumptive~-=-autopsy not done‘........................................( )

C) Congestive heart failure ..................................;.....7........( )

D) Pulwmonary edema .....;....................................................( )

E) Rupturéd myocardium with tamponade R R R PPN G

F) Stroke (thromboembolic or hemorrhagiC).................................:..( )

G) Acute pulmonary thromboembolism ;.........................................( )

H) OthEI (Specify on line below) l.c--.ol.nt-l-0t--.oc.c--o..u.c..-c!oonuooo.( )

I.b. No.
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Pzrt 1II: Source of Information

Please indicate which items below werzs used to help you arrive at the com-
clusions stated in Parts I and II above. Mumber those items used in order
of importance (l=most important) din arriving at your conclusions.

A)
B)
)

D)

)

History ....-..-'-.'........“.‘..-...l..'.‘.'l"."..‘....l..‘..-.....'."
Physical CXAIMN s as e s s 0 s0i0sertosundtdstsettess tadrisrsssvdissssssanssincens

ECG R E R R e R NN N NN NN NN R RN LR REE R A

Blood tests (specify on line below) ..ceeceiiscrrsiocenenscrosancscnccncans

Chest X‘ray P R N N N A A A S A B A R R SR B A B A A R O BN AL R I I I AL L A

Pulmonary SCAIl s s e s s s s s s s et st st s ssssntsstesssresreststasssdisssssarsnnysons

Pulmonary ﬂngiography AR S BB B BB S E SN TEEE RS e A EE A EEATIE TR AN

AutOPSY e E R R R T N A A A BT A R B B R AU RE A B B I B B I N R B N L B L BRI

Othar (snenify on line Delow) ..esvcrcscrororssrasossnssssvosassssaraanans

Lack of evidence of any other cause of death c.covicereseravsrasrserrrenane
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Part IV: Physician Summary
r
Please give a Summary and sequence of even:s and/or circumstanzes surrounding
the final illness which led to the patient's death. Please comment on each
of the sources of information checked in part III.

Name of physician completing this form:

Date form completed

Il...l....l.I‘I.l‘.l.‘alll.lll'l..l'

Month Day

Year

I.D. HXo.
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y

Sp

Adjudicated ..,

LI I

F) HNumber of Times Coded

L)

One ..,....
“Two L.
Three ...,
Four ....,
Five ..,...

Six ......

Repeat Coding

“ 54 ra

“ s e a

LRI I

LR B

T e s

L N Y

o~

Yes

G
¢ )

No

(1)
- (2)
L (3)
(1)
(%)
o (8)

70

80

(1)

I.D. No.
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I.D. No.

DEATH TORM

notification of » pacient's dzain,

Czuse of Death Coding Ferm (CUP Ferm 094).

This form shouid be completed 2né forwardod to the Coordinating Center within 48 hours after
When the death certificate and actopsy report become
available, the infermatiou origimally suppli=d on this form should be reviewed and, 1if
necessary, corrected, and a revised copy of this form should be forwarded to the Coordinating
Center along with copies of the d2ath certifizate, autopsy report (if available), and the

1) Hame:

First Middle Last

2} Identifying Number:

If Item 7 is checked YES--MI or ACI, either
ITtem 10A or 10B nmust be checked SUSPECT or
YES.

The identifying number sheuld sppezr alsc in
the box in the upper right hand cornmer of this
page znd in the lower right lLand coner of the
next page,

3) DLate of death:

Month Day Year
4y Did the patient die in a
hospital? il iieiinrnnneenenas LY O O)
Yes  No
5} Was an autopsy done on this
patient?. . i..ciiiivasrnrrnsenceas L) U
Yes No

6) Did the patient die suddenly,
that is, within 6C minutes )
of the onset of symptoms?...( )} ( 3 ()
. Un- Yns No
known

7) In your best judgment was the underlvin
cause of death atherosclerotic coronary
heart disease with recent or acute cardiac
event (e.g., myocardial infarction,
acute coronary insufficiency, sudden
cnexpected or unobserved death)?

(Check one of tke below)

Yes--M] or ACL.........
Yes--No or Unknown MI or ACI....cveuves
No O UNKNOWH.v.isaeetcososaarnnassssasns

»

P Y L RN

—~
(R

B) If Ttem 7 is checked YES,
that is, if the vatient
died cf atheresclerotic
coronary heart disease with
recent or acute event, is
your judgment supported by
(answer each question}:

&) Ect findings?..... P O I
B} Enzvme studies?.....sesesaee{ ) (
C) Other laboratory data

symptoms or signs?......e...( Y (
B) Lack of evidence of any
other cause of death?.......{ ) ¢

9) If Item 7 is checked NO or UNKNOWN, what

in your best judgment, was the
underlying cause of death (check
only one)?
A) UnknOWl...esessesccsscnsssannasas
B) Cercbrovascular accident.........(
€C) Tulmonary cmboliSm......eeessenesl
D} Chronic congestive heart
£ailure.iceearrenearsnancsnnanessl
E) Other cardiovascular disease
(BPecify)euiciiainveascaranassnanaf

)

N

F) Noncardiovascular disease
or copdition {specify)..icivesves.(
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The answers to Items 10 and 11 below should be
based on your best clinical judgment after re-
view of all available pertinent records and
informatien. The patient's termiral event as
well as previous events should be considersd
when answering these two items., If Item 1pa
and/or 10P are checked SUSPECT c¢r YES, an
interim ECC or Hissing ECG Form (CDP Form 17)
should be forwarded to the Ceordinating
Center,

10y Since the patieni's last completed
follow-up visit or since Item 8 on
Form 08 (9-68 revision) was last
complered has the patient experienced
any of the events liscad below?

A} Myocardial

Inferetion oooo () C ) ()Y ()
Un~- Sus- Yes No
known pect
I{ YES, Liow many eplissdes? ,
Datef{s):
B) Acute Coronary
Inzulficioney.._ (. ) C ) (Y ()
Un- Sus- Ye: No

known pect
If YES, how many episodes? .

-Date(s):

C) Stroke with neuro-
logical deficit
lasting more than
24 hours? ...... () ()
Un- Sus-
known  pect

() ()
Yes No

I1f YES, how many episodes? ,

e iy,

Data(s):

CDP Form 09
Page 2

11) Has the patient ever been
hogpitalized since his last
completed follow-up visit
or since Item 9 on Form 08
(9~68 revision) was last
completed? .ivvieaannee {0) € ) ()
: Un- Yes No
known

If YES, answer A
thirough D below:

Ay} Uhere?

4

B} For what reason?

Heart disease ......0vcvveveen{ )
Other circulatory disease .....{ )
Some other reason ()

{specify) ..

€} For how many days?

D) Date(s):

17) Name of physician completing this form?

Dr.

After completion, this form and copies of
the death certificate, autopsy report (if
available) and Cause of Death Coding Form
(CDP Form 09A) should be mailed to:

CDP Coordinating Center

Institute of International Medicine
610 West Lombard Street

Baltimore, Maryland 21201

A carbon copy of this form should be filed
in your clinie, .

DO NOT WRITE BELOYW THIS LINE

- 13)

15) Cause of Death Coding Form Received ....
16) International Death Code ..
17} Underlyving Cause €ode c.veisvropovacnsann
18) Immediate Cause Code ..

Death Certificate Received ...ccce.. aane
14) Autopsy Report Received .........

YES _NO
¢y )
seeeees () ) (3)
¢ ) )
LR R A ) ( ) ( )
¢y )
Ceeererereineaan. )

I.D. No.
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DROPOUT

FORM

CDP Form 08

I.D. NO, _]

This form should be completed as soon after a patient is known to have dropped out
of the study as possible and after each period of three consecutive missed follow-up
visits thereafter until his death or until a follow-up examination (CDP Form 04 and
05) in vour CDP clinie or some other participating CDP clinic has been completed.

1) Name:

First Middle Last

2) Identifying Number:

7)

If item 6 is checked UNCERTAIN,

are steps being taken to locate

this patient?............( ) ( )
Yes No

The identifying number should appear also
in the box in the upper right hand corner
of this page and in the lower right hand
corner of the next page.

pat

Consult the Manual of Operations for
suggested procedures to be used in
locating and maintaining contact with

ients in this proiject.

3) The last missed visit was
‘Follow=-up Visit Number.......

4) Today's date:

Month Day Year
5} In vyour best judgment, what is the main
reason for the lack of participation on
the part of the patient (check only
one)?

Moved to a less convenient
location.......................( )

Unable to participate because of
death or ill health............( )

Frustration due to side-
L X o ¢ )

General decrease of motivation...( )

Other reason (specify).........,.( )

6) 1Is the patient NOW
living?,eiieinnnenennnaa! YO )y ()
. Uncer- Yes No
tain
1f NO, you need not complete this Form 08
Rather, complete the Death Form (CDP Form
'9) and forward it to the Coordinating
| Center.

be

The answers to items 8 and 9 should

ment after review of all available
ertinent records and information.

based on your best clinical judg-

8)

A)

B)

c)

Since the patient's last completed
follow-up visit or since this item
was last completed on a Form 08,
has he experienced any of the
events listed below?

Un- Sus-
known pect Yes ©No
Myocardial L T
Infarction....{ ) ( ) ( ) ( )

1f YES, how many?.......

e —

Acute Coronary
Insufficiency.( ) ( ) ( ) ( )

1f YES, how many
episodes?,............ .e

Stroke with
neurclogical
deficit last-
ing -more than

2 hours......( ) ( )Y ( ) ()

If YES, how many?.......

D Y



(9-68) CDP Form 08
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9) Has the patient ever been
hospitalized since his last
completed follow-up visit
or since this item was last
completed on a Form 08%......( ) ( )
Yes No

If YES, answer items A through
C below:

A) Where?

B) For what reason?
Heart disease................{ )
Other circulatory disease,...( )

Some other reason {(specify)..( )

C) For how many days?........

10) Give the patient's current address,
if available, on the lines below:

Street Number

City State Zip Code

After completion, this form should be
mailed to:

CDP Coordinating Center

Institute of International Medicine
660 West Redwood Street

Baltimore, Maryland 21201

I.D. NO,
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1.D. ¥o.

GALLBLADDER DISEASE QUESTIONNAIRE

This form is to be completed for CDP patients having & history of gallbladder disease ;

prior to entry and/or a diagnosis of gallbladder disease since entry and/or evidence

of gallbladder disease at autopsy. WNote that Items 4 through 9 relate to gallbladder
disease manifested at or prior Lo entry into the study, Items 10 through 13 relate to
gallbladder disease manifested since entry, and Iltems 16 and 17 relate to gallbladder
disease detected at autopsy only.

1;

Patient's Wame:

First Middle Last

Identifying Number:

Follow-up Visit Number (if this form is not being completed in
conjunction with a follow-up visit, give the number of the last
completed follow-up vigit): ~=m-=====osss=-osoos damme s s e a s

GALLRLADDER DISEASE AT OR PRIOR TO_ENTRY

&,

rid the patient bave a history of gallbladder disease: at -or

prior to entry? --f------emssesmocosT mmwmm—a———— mmmmmm—smmmmoses—o - ¢ )y )
If MO, SKIP TO ITEM 10.

Approximate date of first manifestation of gallbladder
disease prior to emfry: -=-====< wmemmmmmmm e - ————— .

FE;EEK Year

Type of disease prior to entry (check as many as applicable):

Acute cholecystitis ----- wecsmmmmmmm—casno- smmmme-usmmm—esosmosmeonoeos ¢ )
Chronic cholecystitis ====v=--=- mammmm— oo ammemmrmmsas—secmessaoosses ¢ )
Cholelithiasig =-=-=====-m=-====== e mmemmmmeo-smm—mo—essssessocoesosEos €
Gallbladder cancer ----- smmmmmecmmmmesmeosmmsmsoesssmesSoomSsmSoSSnSoo )
Common duct stone -~===-= mm———— wm——— wmm——- o meemammme e {9
Nonfunctioning gallbladder (by x-ray) -==--== memmerossmossessesoesomsoes ¢
Other (specify} «----- mmmmmnoooa- wmmmmma - wmmmecmemmeosemsemomsaemos )

How was the diagnosis in Item 6 made? {Check one or mere of the items

below,.)}
Unkno e —— - wmmmmemmme - mmmmmememeA-em—s=cas———ss—asm—es= { )
History =--=====-e=-=-=< wam——- wememseesmsc— ammmammammmeno— - o ————— ()
Physical examination =--w-====-- vmmme e ———— —rmm—— e L L LR L L E L bt ¢ 3
Cholecystography and/or cholanglography -=====-===-"~ —————— B ettt ()
Surgical findings --=---== tiatateininlel —m——————— - am——— wmmmmemamm——— L T {
Other (specify) =-===---- oS cmmmmmaeenean emimemmeemee ——————- wmmmm ()
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8. Did the patient have a cholecystectomy prior to entyy? ===--=---msoT ( ) )
Yes No
9. Were stones available for analysis prior to entry? ==e--==w=== { ) ¢y {9
Un- Yes No
known
1f YES, what were the chemical composition and mode of
analysis of the gallstones {check only one)?
Cholesterol -- chemical analysis =-=---em=m-smssssssosssoommoTIITTITINT )
Cholesterol -- gross appearance only ==ne-=m=w--owsse== wmcmmmmcmmmammes )
Other (please specify) ----= e memmmmemmmme—smsmeasssmosasasmoSeSse ST ETET )
Unknown -=======w======"" mmmmsmmmmosmwemmsoosSToooES e mmm e am ()
CALLBLADDER DISEASE SINCE ENTRY
10. Has the patient manifested symptoms of gallbladder disease
since entry? ==-===-="=< mmemmmmmmmmme— Ammmmesmwam e m———— S ( { )
Yes No
- 1f ¥O, SKIP TO ITEM 16.
11. Approximate‘date'of first symptoms of gallbladder disease
since entrys ===w--==-----ssmTosss mmmtm—————— dmemmmm e a -
Month Year
12, Type of disease since entry (check as many as applicable):
Acute cholecystitis ~--=--=-=< e PP EETEEEL LR )
Chrenic cholecystitis mmemmmmm——- ecmemmmeeiemsmmuemammesmer—amom s )
Cholelithiasis =-»====v======="< v ——— e - e mmmemmam——m————— )
Gallbladder cancer ===--==-< dmmmmmsmmE——mmena=——— e e emm———————————— )
Common duct stome ====--=--s-wsosssoooosITEEITT e s )
Nonfunctioning gallbladder (by x-ray) ==------===--=-=="=""""""7"""77 7" )
Other (specify) --===-=w-==-ws-=sooo=ssomos B et bemmmmmmm—mm e )
13. THow was the diagnosis in Item 12 made? (Check ome or more of the items
below.)
History ==--=--=<==- IR SEEET LELELE LA h )
Physical examination ==-=-===--=""7"7 SR PP S LR )
Cholecystography and/or cholangiography [ )
Surgical findings =--=-=="-""< @ eeemcamm——emmwmmeemw-ssose—emmmo——me—=soss { )
Autopsy ===-=w-====oT< PSS T P LT LR i Y
Other (specify) mem=mrmsmsss=ms=msssssssssomossooSTTEIITIIITITTETTIION )

1.D. No.
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14. Has the patient had a cholecystectomy since entry? -=-=---mcea-u.- == () ()
Yes No
If YES, give approximate date: ==-=----me--cmccc-mmocccmaaea.o
' Month Year
15, Have stones been available for analysis since entry? --------- C )y C )Y )
Un- Yes No
known
1f YES, what were the chemical composition and mode of
analysis of the gallstones (check only one)?
Cholesterol -- chemical analysis «=w~=== -——————— R e (>
Cholesterol -- gross appearance only --=---c-comccccccccccua.. “m—mme- (G
Other (please specify) --=----s-ccctmmcrrer et e e ne e (G
Unknown ====-=c-=-=--c-coccomococommmmmomcoo oo e e ettt ¢ )
GALLBLADDER DISEASE DETECTED AT AUTOPSY
16. Was evidence of gallbladder disease found at autopsy in
the absence of any clinical history of gallbladder
A S -y () Y ()
' Yes No No Living
. Autopsy
If YES, please imdicate on the line below the type of
gallbladder disease that was found:
17. If Item 16 was checked YES, were gallstones found at autopsy? ----- -y ()
) . Yes No
1f YES, what were the chemical composition and mode of
analysis of the gallstones (check only one)?
Cholesterol -- chemical amalysis -----cecccmmcccmraanncacaaa S ( )
Cholesterol -- gross appearance only ---=-e------ mmsm——— e ————— C )
Other (please specify) =+-c-cmcmcmccnccornm o ccmmccccmaa s ()
Unknown ===s===e===--- e e L e ()
18. Name of physician completing this form: M.D.
19. Date this form is completed:; =---=-=cc-cmcmomccccaonn
: Month Day Year

CDP Coordinating Center

Division of Clinical Investigation
610 West Lombard Street

Baltimore, Maryland 21201

| The original copy of this form should be mailed to

A copy of this Form should be filed in your clinije.

[I.D. No.
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V R

INITIAL VISIT 3 BASELINE FORM LD. No.

This form should be completed during Initial Yisic 3. this visit is not completed within four months [oilowing the date of Initial Visit 1,
the paticnt must start anew with Initial Visit 1. If the patient has had 2 new myocardial infarction since Initial Visit 1, he should not complete
Tnitial Visit 3 at this time. but rather should wait until at least ane month passes since his latest episode and then start anew with Initial Visit 1.
If a check is made in any space on this form designitd "STOPY, the patient may be ineligible for the CDP. No further work should be done
on the patient until the "STOP™ condition is removed. Do not use red ink or pencil on this form. A completed copy of this form should be
retained for your files.

The patient should arrive for \his visit in a fasting state (described in the Manual of Operations and in the Dietary Instruction Sheet, Form
12-A). This visit, or at least the collection of the serum and urine specimens, must be made in the morning.

At some time during this visit the following are required for this patient: A standard 12 lead resting ECG; a 40 ml. fasting blood sample
{for Central Laboratory analysis): and 2 urine specimen (for Central Laboratory adherence tests).

Part I; Identifying Information Item 3 continued:
1) Name: D} Can excitement, emotion or meals
First Middle Last precipitate such an episode? .............. () . ()
i Yes No
2) Identifying NUMBE! i '

E) Does rest typically relieve such an episode?

The identifying number should appear also in the box in the upper Not at all e
right hand corner of this page and in the beox in the lower right After more than 10 minutes
hand corner of each of the other pages of this form.

Rest not used

Part II: Medical History F D . Ivcer; :call i h
oes nitroglycerin ; !
3) Since Initial Visit 1 has the patient had ) episode? glycerin fypically xehieve sueh

any significant cpisodes of cardiac pain,

. X A Not at all
aching, tichtness, or pressure in the chest? 13 BT
£ 18 » OF P : (Ye,) (No) After more than 10 minutes.
In less than 10 MINULES .oooeevvorerescciccaceccenn

If NO, proceed to item 4.

Nitroglycerin not used
If YES, answer items A through J below: :

. G) What has been the longest duration of such
A) Approximately how many cpisodes per weck an episode since Initial Visit 1?
has he had on the average during this period? )
Less than 10 minutes

Less than 1 coonoeoeeeeeceeoecosssssessmmseensssanmmemssses (! )'4 10 10 30 MINULES weoveree e raemnaancsrsessenses
1t02 More than 30 minutes

305
6 to 10 H) Have any of the episodes since Initial
More than 10 o ooeeeeeeeeeene (%) Visit 1 been such that rest or nitro-
glycerin did NOT bring relief in the
B) Does the pain typically radiate (check only typical mManner? ....eeeeeeisiisisereen. (Y ) (N )
one)? “ °
Docs 10t 1adiAte -..oooorerereereermeesssesmermammmmss (1)1 I) Did the patient get medical attention
Radiates to the left neck, jaw, shoulder in_connection with any episode of
OF ALTML oo oo ssemesesseen s sessmmmsessessae (?) . pain, aching, etc., since Initial Visit 12 () ( )*®
Radiates to arcas other than the left neck, Yes No
jaw, shoulder or arm —.rececimnieens (3) If NO, proceed to item 3-].
Radiates to the left neck, jaw, shoulder, . If YES, please give the place where
or arm and to other areas ..o ( . h .
such medical information may be
C) How much exertion would it typically take found:
to precipitate such an episode (check only
one)? '
- gy 1316
\‘xaitfng at less th:.n ordmar‘) PACE comreenene { 2) Then avail yourself of this information and answer
alking at an orcinary pace -...... oo (%) items i through viti below {(if medical attention was
Walking hurriedly or up hill, or climbing s obtained on more than one occasion, answer the
StALTS ceeeen {3) questions in connection with the most serious of the

Not related to eXertion ... (") episodes):
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ftem 3-I continued:

i) Did the patient have a pain suggestive
of an episode of coronary insufliciency
or a myocardial infarction?

NO coeereeoenemmarmsesemsemsasms s tse s st iss ()%

POSSIDLY woercaramrmamienermaa s (%)

B T3: T TIT | RS (%)
ii) Any evidence of shock? ienmens (Y ) (N 32
i) Arrhythmia? e 2
i} Arrhythma (Yu) (No)
i tosis? 3 1 226
iv) Leucocytosis? ..o N(m D)mle ( Ycz ( N2

"If YES, what was the highest
recorded value (cells per mm®)?

v) Elevated sedimentation

FALED . oeeeremecmemrnnean e () (1)
Not Done  Yes

(2)%
No
1f YES, what was the highest
recorded value (mm/hc)? ...

——

Abnormal SGOT? ..o () (1) ()=

Not Done

vi)
If .YES, what was the highest

recorded value (state units)? ... ————

(%) (1)

Not Done  Yes

If YES, what was the highest
recorded value (state units)? ...

vii) Abnormal LDH? .......

viii) ECG evidence of a new myocardial

infarction?
ECG Dot dONE cocomcernmmrurcsmsnsssanmssasees (1)
NEZALIVE  comoneueemmrenmscmsmemsanassesisssemssseoes (2)
SUZEESHIVE _oererernmmcemsrmnrmsrresssscasnrenass {?)
DEANIE coeneecsrmesrmmmmarmsscesmessmaamsmsnasness (")

J} Did any of the episodes since
Initial Visit 1 result in a diagnesis
of (answer each question) :

Suspect  Yes No

i) Myocardial infarction? ... (%) (sTom) ()%
ii) Acute coronary insuf-

ACIENCY? ocmememmanraacacennees (3) (STOP) (%)%

jti) Angina pectoris? ... (%) (1) (2

23129
(i

{ the "STOP” condition in ecither of items 3-]-i or 3-J-ii has been
checked, that is, if the patient has had acule coronary insufliciency
or a myocardial infarction since Initial Visit 1, do not continue with
this examination. See the box following item 17 in this form for
further details.

4)

5)

7)

CDP Form 02
Page 2

Since Initial Visit 1 has the patient re-
quired NItrOglYCErin® wooimecssiaseerees ()

( )™
Yes No)
If YES, how did his requirement since
Initial Visit 1 compare with his require-
ment during the two months just prior to
Initial Visit 1 (check one)?

Requirement increased since Initial Visit T ... (1)
Requirement decreased since Initial Visit I ... (%)

Requirement remained unchanged since Initial

AV TTES SRS (3)
Nitroglycerin not taken during the two months
prior to Initial Visit I ooirerrrenensinorssssecnnee (")

If NO, check the statement below which is cor-
rect:

Patient has NEVER required nitroglycerin ... ( 138

Patient has previously required nitroglycerin
but has not required it since Initial Visit I.. (%)

Since Initial Visit 1 has the patient had any
of the following (answer each question):
Yes No

A) Cardiac asthma? —.ooorcecsiseanes () ()
B) An obvious Stroke? w.rrmmrmsisnsens () ()*®
C) Weakness or paralysis of any part of

his body? ......... - () ()
D) Spells of fainting or blacking out? ... () ( Y
E) Spells of dizziness? oiercrisssres () (™
F) Sudden pain or coldness of a foot

or leg? () ()*

Has the patient ever been hospitalized
since Initial Visit 12 ceccemerneencsnanens

3
{,) ()
If YES, answer items A through C below:

A) Where?

B) For what reason?

Heart diSCase ......ecommrmessmmmmsencmssssssmssanasesse (1)
Other circulatory diSease ..coouimmsessrcees (%)
Some other reason (Specify) ooecoienmes (%)

C) For how many days? 4546

Which one of the New York Heart Association
functional classes does the patient belong to (see
Manual of Operations for definitions)?

Class 1 (no limitation} - (N
Class 11 (slight limHation) .ooeommeccrsssennns (%)
Class HI (marked Bmitation) —eeeceseren: (5TOF)
Class IV (discomfort even at rest) .......... (STOF)

1.D. No.
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8) Since Initial Visit 1 has the patient had

any
cach

A)
B)
C)
D)
E)
F)
G)
H)
1)
)

K)
L)
M)
N)
0)
P)
Q)
R)
)
T)
v)

V)
W)
X)

Y)
Z)
AA)

BB)

CC)

of the following problems (answer
question):

Decrease in appetile? .omcnnineas (
Increase in ApPetite? .oommmrerenecnans (
Recent decreased muscle strength? ... (
Rapid or irregular heartbeat? ..o (
Unexpected loss of weight? .oooooeens (
Quivering or trembling of fingers? .. (
Sleeplessness? ..ooorroermreemsnersscniinrmness {
Shortness of breath at night? ..o {
Other shortness of breath? ...cooeeee (

Excessive sweating or inability to

stand heat? ... (
DHarrhea? . ocececossmresecasssnrsramnseneaes (
Nausea without vOmMIting? .cceveene (
VOMILNED ecorreremrenrereenscsinasnsmssessenss (
Black tarry stools? .eraronccne (
Stomach Pain? .oe.eecoceemeemsareess I (
Blurring of vision? .oowevecvonissreeeessrsssee (
Unusual loss of hair? e (

Decreased sexnal desire or ability? .. (

Breast tenderness or enlargement? ...
Development or worsening of angina? (
FIushing?  .cooceeecsessomemcmsssanecssessassonsnss (

Burning sensation or pain when

UHRAUDED  oeeoerinrsareeeeemans e es
Frequent urination? .....ooeesssres (
Reduced or delayed flow of urine? .. (
Swelling of the ankles? .oeunineeen. (
Itching of the skin? ...... JEP— {
Urticaria? . -

Other types of rash which, in the
patient’s opinion, might be related
to the drug (specify}? -oriramcernnees (

Yes

N e L

— v S S S et

S p— p—p——p— P p— p—

Other symptoms which, in the patient’s
opinion, might be related to the drug

(specify)? (

)15

CDP Form 02
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Part III: Physical Examination
9) Weight (to nearest POUND, with all
heavy outdoor garments and shoes re-
Pt ) RIS 16-18
10) Casual blood pressure (with the patient
lying down or, if sitting, with forearm at
the level of the heart):
Systolic (in mm. Hg.): corrcecrcnseamnees 19-21
Diastolic {(in mm. Hg) at the dis-
appearance of sound: —ooeiirecrnenns -
11) Heart rate (Per min.): ooeomicsimmmenooeee 25-27
12) Is the rhythm regular? orormmisemsnrneneees () ()*®
Yes No
13) Are any of the following findings present:
A) Peripheral edema? —occiinninns (Y ()%
Yo No
B) Ventricular diastolic gallop? e () ()%
Yes No
C) Rales? i (1) (2) (%)™
Dy Moist Not
Present

14)

Have there been any obvious changes in
the patient's physical condition since
Initial Visit 1 which alter any of the
historical and physical findings reported
in Form 01 and which have not already
been reported in this form? wccemeruerrecennns

if YES, what findings given in Form 01
have changed (please mention specific
itern numbers}?

)32
No

()«

Yo

1.D. Neo.
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Part IV: Blood and Urine Specimens

Juring this visit a 40 ml. festing blood sample should be obtained
{rom the patient. At least 14 ml. of serum should be obtained from
this specimen and four vials (numbered 1, 2, 5, and 6) should be
filed with 3.5 ml. of serum each. Note that vial numbers 3 and 4
are not used.

Fach of the [our vials should be sealed and labeled with the follow-
ing information:

Complete specimen idgntiﬁcation number (consisting of patient
identilying number, visit number, and vial number); patient’s
name; and month, day, and year of coilection.

A urine specimen also should be obtained from the patient during
this visit. A shipping vial (numbered 9) shouid be hiled with about
6 ml. of urine. This vial should be sealed and labeled with the
following inlormation:

Complete specimen identification number; total volume of the
voided specimen; time of the collection and approximate time
of last voiding; and approximate number of hours since the
paticnt’s last drug dose.

The serum and urine vials should be immediately frozen and theu
shipped within a week to the CDP Central Laboratory in Atlanta.

See the Central Laboratory Manual for detailed instructions con-
cerning collection, handling, and shipping of the serumm and urine
specimens.

15) Date and time blood specimen obtained:

3340
Month Day Year Hour
irt V: Other Drug Prescription
16) Are any of the following drugs or types
of drugs currently being prescribed for
the patient (answer each question):
Yes No
A) Insulin? o (sToFy ()M
B) Oral hypoglycemic agents? ... () ()%
() B 0 T17Y Y — () ()%
D) Antiarrhythmic agents? .oooeecene. () (¥
E) Diuretics? .oooeeoommecercrmasssssssneaseneaes () (¥
F) Antihypertensives other than diu-
retics? e () ()%
G) Nitroglycerin or other coronary di-
lators? - () ()
H) Gout medication? () ( )*®
1) Anticoagulants? ....onemomrmssemasne: (sTory  { )*

J) Cholesterol lowering drugs other
than study medication? ......... (sTory ()

K) Other (specify)? ommiecimnccenins () ()

CDP Form 02
Page 4

Part VI: Clinical Summary

17) In your best judgment (based on
the history, physical examination,
ECG taken at this visit, and any
available laboratory data) has the
patient had any of the following
since Initial Visit 1 (answer each
question):

Suspect Yes No
A) Congestive heart failure? ... (*) (1) (*%)*

B) Angina pectoris? .......... (3) (') (*)*°
C) Acute coronary insufficiency® ( 3) (STOF) (2}
D) A new myocardial infarction? { 3) (STOF) (%)%

E) Intermittent cerebral ische-
mic attacks? ..o (%)

F} StroKe? wooormerrereesnmerceees (3

G) Intermittent claudication? ... (%)

(1) ()
("y (*)7
(1) (2)®
H) Peripheral arterial occlusion? () (1)
I) Gout? e (3) (V)

(2)59
(2)60

Ii the "STOP” condition in either of items 17-C or 17-D has been
checked, that is, if the patient has had acule coronary insufficiency
or a myocardial infarction since Initial Visit I, he is not eligible to
enter the CDP at this time. His sealed treatment allocation envelope
should be returned UNOPENED 1o the CDP Coordinating Center,
This form need not be completed and should not be sent to the Co-
ordinating Center. The vials of serum and urine coliccted at this
visit may be discarded. ’

Initial Visits 1 and 2 must be redone before a treatment allocation
can again be requested. Initial Visit I must not be rescheduled with-
in the first month following the patient's last episode of coronary
insufliciency or myocardial infarction.

Part VII: CDP Medication

An assessment of the patient’s adherence to the prescribed placebo
medication since Initial Visit 2 is made by means of items 18

through 23.

18) How many capsules have been issued to the

patient at and since Initial Visit 29 ...

19) How many capsules has the patient returned
at this visit? .

20) Approximately how many capsules have been
left at home today or have been lost or ac-
cidentally destroyed since Initial Visit 22 ... —

21) Approximately how many capsules do you
judge the patient has taken since Initial
Visit 2 (oblain this number by subtracting
items 19 and 20 from item 18 and temper-
ing the result with any other information
or impressions obtained from the patient) ?

1.D. No.
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22) How many capsules should the paticnt
have taken since Initial Visit 2 (obtain
this number by multiplying the number of
days between this visit and Initial Visit 2
by three)}? i

23} What is the patient’s percent adherence to
the prescribed medication {100 times item

21 divided by item 22) 2 .o . OpSkes

24) Considering the medical history, the phys-
ical examination, the patient's acdherence
to his placebo medication since Initial
Visit 2, and any other available mforma-
tion, do you still consider the patient to
be eligible for admission into the CDP
at this Hme? . ( ) (STOP)S4

Yes Neo

IF ITEM 24 IS CHECKED YES:

The envelope containing this patient’s treatment allocation may npow
be opened. This should a0t be done in the presence of the patient.
The opening of this envelope oflicially marks this patient’s entry
into the study.

The patient should be instructed to take three capsules per day,
one afler each meal, from boules having the code number indicated
on the treatment allocation form. Unused capsules from botle 99
should be discarded. . :

IF ITEM 24 IS CHECKED XNO:

Do not complete this form nor send it to the Coordinating Center.
The patient’s treatment allocation should remain in the sealed
:nvelope. The vials of scrum and urine collected at this visit should
not be sent to the Central Laboratory at this time. If there is some
hope of removing the “STOP™ condition within the time period of
four months following the date of Initial Visit 1, the envelope may
be retained by the clinic. 1f the patient becomes eligible {or the
CDP within this pericd of time, the envelope may be opened, this
form completed, and the vials sent to the Central Laboratory.

If the patient is still ineligible for the CDP after four months have
passed since Initial Visit 1. his treatment allocation envelope should
be returned UNOPEXNED io the Coordinating Center. If the patient
is subsequently reconsidercd for entry into the CDP, Initial Visits 1
and 2 must be redone before a treatment allocation can again be
requested.

CDP Form 02
Page 5

An appointment for Initial Visit 4 (to take place one month, plus or
minus a hall month, from the date given in item 25) should be set
prior to the conclusion of this visit,

The patient need not make any special dietary preparation for
Initial Visit 4. He should be asked to return all his remaining
capsules at that time.

Part VIII: Administrative Matters

28) The name of the physician responsible for
the medical information recorded on this
form 1s:

Dr.

29) This form has been checked for complete-
ness by:

The original copy of this form should be mailed now to:
CDP Coordinating Center
Institute of International Medicine
660 West Redwood Street
Baltimore, Maryland 21201

The._carbon copy should be filed in your clinic. A copy of the ECG
obtained at this visit should also be sent to the Coordinating Center,

25) Date on which the treatment allocation
envelope was opened:

65-70

Month Day Year

26) The one- or two-digit bottle code number

of this patient’s medication is: ....... 7i-72

27) Name of the physician writing the pre-
scription:

Dr.

30) The date on which this form is being
mailed to the CDP Coordinating Center
is:

Month Day Year

ILD. No.
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CDP Form 27
C

1
| cppa Form 527 |

FOR COOKDINATING CDP ! i : :
CENTER USE ONLY: 1.D, No. i
P . , i

! Clinic No.
v ' . 1

| CDPA ' :
SITE: . I.D, No. N ;

MALIGNANT NEOPLASIA SURVEY FORM

This form must be completed for all patients in both the CDP and CDPA who have ever had a
diagnosis of malignant neoplasia (either before or since entry into the CDP). This includes i
deceased. patients (even if cause of death was something other than malignant neoplasia) and :
dropouts as well as currently active patients in the CDP and CDPA. All autopsy reports should
be reviewed for evidence of occult malignancies and this form should be used to report such
malignant neoplasia. If, for a deceased patient, there is no record of history of malignant !
neoplasia in the clinie's chart (including autopsy report), there is no need to search his
pre-CDP medical records for history of malignant neoplasia. ’

This form should be completed and forwarded to the Coordinating Center as soon as possible after
a new malignant neoplasm has been detected or after a patient has died because of maligi.at
neoplasia. Following the submittal of the CDP Form 27/527 for a living patient, the Ccordimating
Center will require am updated CDP Form 27/527 at the end of the study or following the death of
the patient. i

Iy Patient's Name: R
(Please print) First Middle Last

2) CDP Identifying Number:

If this patient is now a CDPA patient, also give the CDPA identifying number and name code,

CDPA Identifying Number:

NaME CODE I

]

33 Date form completed:

Month  Day Year

4) Status of patient as of the date given im item 3:

Active m=m==mmm-ea- semmmmmmm—————- cememmmmmmm——————— cemmmmmmmmmmm———aeee B ()
Dropout ===-se=m===== nemrm———————— “mwssmmmem———————— emeumemccdese—————— R )
Dead m==m--====s==mme=o- cemmmmmmmmmmmmeeasaseemeee - wmammmmmmmmmme oo ()
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5) Source(s) of information regarding existence of malignant neoplasm {(check as many as
applicable):
Patient himself --=---- - ——— mamm——— s meem—————=— e m————— cammemmmimmesemro—eme { )
Patient's personal physiclan ----w==-==-== mmmmmemmmmmmmamiissesee——sssw=soes mmmmmm—em—- )
Autopsy report --ss=-==sssssommmosesST o= m—————— B et b Lkt kb ()
Death certificate ==-=--===-===me=-o=ssoo=s s emm s ———— e m——— e ittt Rt Rt b {
Hospital records =---- cemm———- SRR R iahritinlebide ettt ()
CDP clinic records ==--- “ammmm———e———— memm———am—- Peem4mmmmmmeSmmsmes s smSSmem oo ¢ )
Other (specify) ---=-- Smm——— wm———— mmm——— m———=== memmmm—m— = wmmmmm e cssmm——eses——- ()
6) Has mﬁre than one primary malignant neoplasm been diagnosed? ---===-=-s--ess-ooooooess ¢ ) ¢ )
Yes No

1f YES, complete a Form 27/527 for each primary site and give the number of forms
completed: ====-- —m————— —m——— amrmmeswem——-——— —m—————— ——m———————— B m—————

7) Date of detection (first diagnosis) of this malignant neoplasm:---wsemme—ceceas

8) Anatomical site(s) of this malignant neoplasm:

a., Primary organ:

N

1f the primary organ is unknown, check here -=s====- aem————— mmm————— emeeammmm e mm———— ¢ >

b. Sites or organs of metastasis involvement:

9 Histologic diagnosis (e.g. adenocarcinoma, squamous cell carcinoma, etc.):

CDP ] 3 L] T I
. 11
1.D. No. | | tl ] 1

Cliniec No,
CDPA
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IMPORTANT NOTE:

Please send the following materials (if available) to the Coordinating Center along with this
form: '

e

A. A copy or summary of the report for all the items checked in items 10 ¢ through B.

B. Slides if the diagnosis is based on 10-b-ii, 10-c, 10-d=-ii or 10-e. i

1€ for any line in item 10 it is impossible to obtain the report(s) or slides confirming the
diagnosis of malignart weoplasia, please check the appropriste colmm(s).

10y Basis of the diagnosis of this malignant
neoplasm (Check as many as applicable):

Basis of the Imposéiblé Lo Impossible
diagnosis obtain report(s) to obtain
slides
a. Death certificate =-==-==-=-ss-=osommoooTs - () [
b. Autopsy:(i) Macroscopic findings =====-- - { ) ( )

(ii)lMicroscogic findings ==----= { ¢ ) { )
¢. Biopsy ----=-- e R L ) )
d. Surgery including explbratory surgery:

(i) Macroscopic findings ======-- ( { )

(ii) Microscopic findings =--==-- ( ( ) ()
e. Cytology (e.g. sputum cytology) =-===<--< { ) (] ¢ )
£. Roentgenclogic study mmwmmmemm—n o ¢ ) - ()

g. Other tests (e.g. bronchoscopy,
gigmoidoscopy, radioisotopic scanning,
ete.) =m-emmmmomsmes=ooss ammmmeee wommmeme () ¢ )
Specify
t. Physical examination in the absence of
b through £ emmmmmAne—e———-——————————a S ¢ ¢

1f item h is checked, please summarize the physical findings leading to the diagnosis
on the lines below:

i. Other (specify)

- CcDP ! !
1.D. No. 11

Clinic No.
CDPA

T ]
i 1
i | .
| i
! {

L
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11}

12)

13)

CDP Form i?]
CDPA Form 527

. Page &
Are slides being forwarded to the Coordinating Center? =--w-==-====2==7777 mmmmmmmmn ¢ ) )
Yes HNo
1f MO, proceed to item 12.
1f YES, answer items @ and . below:
(:) Slides are being mailed (check one of the f6110wing):
With this £orm —--=em==m======= SR RSP ST EELECE N G
Under separate cover on the date indicated below =-=-=-===-=-=s-=-=mom=om=mEmomos ()
Month Day Year
Number of slides mailed --=-=-==="=-= e memmmm—amemmmmememmesasmoeosesess o

Method of treatment of this malignant neoplasm
(Check as many as applicable):

a. Surgery =--=----ss---TTsTTTT mmmmmmmsmmeamm———————— e memm—m———— B mmmramm—————— )
Give date: ===w=-=--=< emmmum e — - vmm————— A it mmmmm————
Month Year
b. Radiation -=-r-=-=-- ST ET IS LIS SO LAt mmemmm———— ()
¢, Chemotherapy PR PR LD LS R PR EEL R ()
d. Other IR S TS P L bbbttt remmam—————— emmmmmme—m———————— )
Specify:
Please give the name and address of the hospital(s) where the malignant
neoplasm was diagnosed and treated:
Name . . Address
cDF S R
- I.D, No. i ; » : ; .|
] i
Clinic No. !
Fl !
CDPA o ' o \
U 1 I [
~ . i
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14) Has the patient's study medicarion been permanently discontinued ot
the dosage permanently reduced because of the malignant neoplasm? ===v--=ssss~eo=n-= ¢ Y«
1f YES, give the appropriate date(s) below:

Date when the dosage of the study medication was first reduced
(but not discpntinued) because of the malignant neoplasm -----==-=< R e

Month Year

Date when the study medication was permanently discontinued ===-==w<===-== -
: Month Year

15) Please give a summary and sequence of the disease and any additional informatien which
might be relevant to the disease.

16) Name of physician completing this form:

?

M.D.

The original copy of this form should be mailed to:

CDP Coordinating Center

University of Maryland

Department of Social and Preventive Medicine
Division of Clinical Investigation

610 West Lombard Street

Baltimore, Maryland 21201

A copy of this form should be filed in your clinic.

T T T3 1 T
- CDP !
1.D. No. | b i 1 !

Clinic No.

CDPA
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NON-ANNUAL FOLLOW-UP EXAMINATION FORM

CDP Form 01

FV.

I.D. No.

This form should be completed during each of Follow-up Visits 1, 2, 4, 5, 7, 8, 10, 11, 13 and 14, that is, the non-annual visits. The per-
misaible time periods for completing these visits are given in e¢ach patient’s CDP Appoiniment Schedule, Form 11
time period for completing this visit elapses without the visit being completed, items [ through 4 should be completed and page 1 of this
form mailed immediately to the CDP Coordinating Cenier. ('This last instruction does not apply if the patient has officially dropped out of the
study or if he is no longer living.) Do not use red ink or pencil on this form. A completed cupy of this form should be retained for your files.

The patient should arrive for this visit in a "fat-free” state (described in the Manual of Operations and in the Dictary Instruction Sheet, Form
12-B). It is preferred thae this visit, or at least the collection of the serum and urine specimens, be made in the merning.

At some time during this visit the following are required for this patient: A 40 ml. "lat-free” blood sample (for Central Laboratory analyses);
and a urine specimen (for glucose and protein tests done locally and for Central Laboratory analyses).

In the event that the

Part I: Identifying Information

1) Name:

Firse Middle Lant

2) Identifying Number:

Part I¥: Medical History

The information in this part should cover the period since the pa-
tient’s last compleled follow-up visit. If the present visit happens to
be the first completed foilow-up visit, the information summarized
here should cover the period since Initial Visic 3.

The identifying number should appear aiso in the larger box in the
upper right hand corner of this page and in the larger box in the
lower right hand corner of each of the other pages of this form.

3) This is Follow-up Visit Number:

The Follow-up Visit Number should appear .also in the smaller box
in the upper right hand corner of this page and in the smaller box
i_n the lower right hand corner of each of the other pages of this
orm.

4) Was this Follow-up Visit completed
within the time period specified in the '
patient’s CDP Appointment Schedule? .... (Y ) (N )i
. -]

a

If YES, write the date on which the
history and physical examination portions
of this visit were completed and then pro-
ceed to Part 11 of thus form:

16-21

Month Day Year

If XO, write the reason the visit was missed on the
lines below and send the first page of this form to
the Coordinating Center:

If this is the third consecutive missed follow-up visit, or else if three
consecutive follow-up visits have beea missed since Form 08 (the
Incomplete Follow-up Form) was last completed, vou are required
at this time to complete Form 08 and send it to the CDP Coordi-
nating Center.

5) Since the patient’s last completed follow-
up visit has he had any significant epi-
sodes of cardiac pain, aching, tightness,
or pressure in the chest? ..o (Y y ()=
(-] L]

If NO, proceed to item 6,

If YES, answer items A through J below:

A) Approximz;.tely how many episodes per week
has he had on the average during this

period?
Less than 1 (1)
w2 (%)
3t5 (%)
6 to'10 (*)
More than 10 (%)

B) Does the pain typically radiate {check only
one)?

Does not radiate (1)
Radiates to the left neck, jaw, shoulder,
or arm (%)
Radiates to areas other than the left neck,
jaw, shoulder, or arm .oceceeeceeeee

Radiates to the left neck, jaw, shoulder,
or arm and to other areas ...l {*)

C) How much exertion would it typically take
to precipitate such an episode (check only

one)?
Walking at less than ordinary pace ....... (1)®
Walking at an ordinary pace ...oeee........ (%)

Walking hurriedly or up hill, or climb-
ing stairs .....
Not related to exertion .........oveercvecrnee
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Item 5 continned:

D) Can excitement, emotion, or meals
precipitate such an episode? ........... (Y ) (N )28
' (- ] o

E) Does rest typically relieve such an episode?

Not at all (1)¥
After more than 10 minutes .....eeeeeeae (2)
In Jess than 10 MINUCes .cocoooessesmmmmeasenns (%)
Rest not used ()
F) Does nitroglycerin typically relieve such an
episode?
Not at all .o (1)
After more than 10 minutes ..o (%)
In less than 10 minutes .....cooescnes (%)
Nitroglycerin not used (%)
G) What has been the longest duration of such
an episode®
Less than 10 minutes (1)=
10 to 30 minutes ....... (2)
More than 30 minutes (%)

H) Have any of the episodes been such
that rest or nitroglycerin did NOT
bring relief in the typical manner? .. (Y ) (N )30
(-] [1]

I) Did the patient get medical. attention
in connection with any episode of
pain, aching, etc., during this period? (Y ) (N 33
(-} L

i NO, proceed to item 5-].

I YES, please give the place where
such medical information may be
found:

Then avail yourself of this information and an-
swer items i through viii below. (If medical at-
tention was obtained on more than one occasion,
answer the questions in connection with the most
serious of the episodes.)

i) Did the patient have a pain suggestive
of an episode of coronary insufliciency
or a myocardial infarction?

No - (1)

Possibly .......... (%)

Definitely ... (%)
ii) Any evidence of shock? ............ (Y“) (No)”

CDP Form 04
Page 2
Item 5-1 continued:
iit) Arrhythmia? ..o () ¢ )
Yes No
iv) Leucocytosis? ....occ.o.. 3 1 2)%
W) u OeviosisE N( 93.,. (Yu) (No)

If YES, what was the highest
recorded value {cells/mm®}? ..

v) Elevated sedimentation
rate? (%)
Not Dane

() ()

If YES, what was the highest
recorded value {mm/hr)? ... ——

1) Ab 1 SGOT? ... (3 i )37
VI) norma No(t Dzne (Ye: } (No )
If YES, what was the highest
recorded value (state umts)? _.
ii) Abnormal LDH? ... 35y (1) (2)e
“1} morma NSI Dzne (Yes) ' (No}
If YES, what was the highest "
recorded value (state umits)?
vitii) ECG evidence of a new myocardial
infarction?
ECG not done ......cueommremmssnarsanes (1)
Negative (*)
Suggestive (%)
Definite (*)

J) Did any of the episodes since the
last completed follow-up visit result
in a diagnosis of:

Suspect Yo No

i) Myocardial infarction? (3) (') (2)4
it) Acute coronary insuf-

ficiency? e { ¥) (1) (2 )t

iii) Angina pectoris? ... (%) (!) (?* )42

6) Has the patient required nitroglycerin
since his last completed follow-up visit? .. ( ) ( )*
Yes No

If YES, how did his requirement since the last
completed follow-up visit compare with his re-
uirement during the four months just prior to
e last completed follow-up visit (check one)?

Requirement increased since last visit ............ ()
" Requirement decreased since last visit coeveeee. (*)
Requirement remained unchanged since last
visit : e (%)
Nitroglycerin not taken during the four
months prior to last visit (")
I F.V. LD. No.
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7) Since the patient’s last completed follow-
up visit, has he had any of the following
(answer each question):

Yeor No
A) Cardiac asthma? () ()%
B) An obvious stroke? ........cccoerreenes () ()%
C) Weakness or paralysis of any part of
of his body? Y ()¥
D) Spells of fainting or blacking out? .. ( ) ( )*
E) Spells of dizziness? .....ccoveormrrreeernes () ()
F) Sudden pain or coldness of a foo
or leg? e () ()%
8) Does the patient have pains or cramps in
his legs when he walks? .. .coooooeevrrmrenee. (Y ) (N )5
If YES, is the pain quickly relieved when
he stops walking® : (Y ) (N )52
. o {]

9} Has the patient ever been hospitalized

since his last completed follow-up visit? .. { ) ( )%
Yo No

If YES, answer items A through C below:
A) Where?

B) For what reason?

Heart disease e (1)
Other circulatory disease —......cowvemeeneecs (*)
Some other reason (specify) .occccessereces ()

C) For how many days? 3538

IF THIS IS THE PATIENT'S FIRST COMPLETED FOLLOW-
UP VISIT, PLEASE MAKE SURE THAT ALL OF THE PROB-
LEMS WHICH THE PATIENT MENTIONEDR AT INITIAL
VISITS 4 AND 5 AND WHICH WERE REPORTED IN FORM
03 ARE ALSO CHECKED IN ITEM 10 BELOW.

10) Has the patient had any problems in connection
with his CDP medication since his last com-
pleted follow-up visit? ‘
Yes : (1)¥
No (%)
No capsulés of any CDP medication (in-
cluding codes 1-30 and 99} were pre-
scribed since the last completed follow-up
visit (*)
If YES, what sorts of problems has he had?
(Summarize the patient’s SPONTANEQUS
remarks to this question by checking the ap-
propriate item or items below.)

A) Forgetfulness or some other non-medical
matter which interfered with taking the

medication Properly ......c.o-scocsssersnens ( )%
B) Unwillingness to take the prescribed medi-
CALOM  eercnrreecereremerestsesesessenemsasscsssssnsnsenss ()

C) Difficulty swallowing the capsules ......coeens ()

CDP Form 04

Page 3
Item 10 continued:
D} Too many capsules ( )8
E) Decrease in appetite ~-()
F) Increase in appetite ()
G) Recent decreased muscle strength .............. ( )54
H) Rapid or irregular heartbeat .......ccocoeeaauee {( )
I) Unexpected loss of weight oo ()
]) Quivering or trembling of fingers ............ ( )¥
K) Sleeplessness ()
L) Shortness of breath at night .oeveerreeee ()
M} Other shortness of breath ..ooeeeeeeeee. e ()70
N) Excessive sweating or inability to stand
heat )
O) Diarrhea : ()
P) Nausea without VOMIting ......c.ccoereeecmiccscenns ( )
Q) Vomiting - ()
R) Black tarry stools ()
S) Stomach pain ( )&
T) Blurring of vision ()
U) Unusual loss of hair ( )
V) Decreased sexual desire or ability cooeeeeoe ()18
W) Breast tenderness or enlargement .........oo... { )
X) Development or worsening of angina ........ { )
Y) Flushing (
Z) Burning ‘sensation or pain when urinating ( )
AA) Frequent urination e ()
BB) Reduced or delayed flow of urine .o { )2
CC) Swelling of the ankles ()
DD) Itching of the skin ( )
EE) Urticaria ( )y
FF) Other types of rash which, in the patient’s
opinion, might be related to the drug
(speciy) )%
GG) Other symptoms which, in the patient’s
opinion, might be related to the drug
(specify) ()®

If you have reason to believe that one or more of the pr_oblgms
checked in item 10 above are not related to the CDP medication,
circle the check marks for those problems and write ¥DR (meaning

Not Drug Related) after the check marks.

FV. | tD. No.
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Part IIT: Physical Examination

1)

12)

13)
14)

15)

16)

Weight (to nearest POUND, with all
heavy outdoor garments and shoes re-

moved): ... 30-32
Casual blood pressure (with the patient
lying down or, if sitting, with forearm at
the level of the heart):

Systolic (in mm. Hg.}: 333

Diastolic (in mm. Hg.) at the dis-

appearance of sound: 36-38
Heart rate (per min.): 39-41
Is the rhythm regular? ...oocooeeeee S () ()*®
Yes Ne

Are any of the following findings pres-
ent:

A) Peripheral edema? .o

B) Ventricular diastolic gallop? .........

C) Rales? . (})

D) Gynecomastia?
E) Icterus in sclera and/or skin? .......

On the basis of this physical examina-
tion and available laboratory data, is
there indication of any noteworthy ab-
normality in the following systems:

A) Gastrointestinal?
B) Genitourinary?
C) Nervous?

D) Musculoskeletal? .o
E) Dermail?
F) Bronchopulmonary?

()

Yes

()
fid

()

Ya

)

Yer

Yo

()

()%

(I

No

(d*

Present

()%

No

(1%)47
No

()%
( )49
( )50
( )51
( )52
( )53

CDP Form 04
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Part IV: Blood and Urine Specimens

During this visit a 40 ml. "fat-frec” blood sample should be obtained
from the patient. At least 14 ml. of serum should be obtained from
this specimen and four vials (numbered I, 2, 5, and 6) should be
filled with 3.5 ml. of serum each. Note that vial numbers 3 and 4
are not used. ’

Each of the four vials should be sealed and labeted with the follow-
ing information:

Complete specimen identification number (consisting of patient
identifying number, visit number, and vial number); patient’s
" name; and month, day, and year of collection.

A urine specimen also should be obtained from the patient during
this visit. A shipping vial (numbered 9} should be flled with about
6 ml. of urine. This vial should be sealed and labsied with the
following information:

Complete specimen identification number; towal volume of the
voided specimen; time of the collection and approximate time
of last voiding; and approximate number of hours since the
patient's last drug dose. :

The serum and urine vials should be immediately frozen and then
shipped within a week to the CDP Central Laboratory in Atlanta.

Sec the Central Laboratory Manual for derailsd " -ructions con-
cerning collection, hardling, and shipping of the se:um and urine
specimens.

17) Date and time blood specimen obtained:

54-51

Moath Day Year Houe

Using the remainder of the urine specimen, the tests indicated in
items 18 and 19 below should be performed locally.

N

18) Urine glucose (use Ames Clinistix): e ( ) ( )%
A +- -

19) Urine protein (use Ames Clinistix):
(7 () () (2) (9®
exative race 14+ 24+ LR 44

Part V: Other Drug Prescription

The information in item 20 should cover the period since the pa-
tient’s last completed follow-up visit. 1f the present visit is the first
completed follow-up visit, the information summarized here should

cover the period since Initial Visit 3,

20) Are any of the following drugs or types
of drugs being prescribed now or have
any of them been prescribed in the peri-
od defined in the box above (answer
each question):

Yes No
__.-—“-'A') _'Insulin?' Caesnmnanen T T eesatrataa et '-'( “)——( —-)-54
- B) Oral hypoglycemic agents? ........... () ()%
C) Digitalis? ...... () €)%
()l )

——D)_Antiarrhythmic agents2

‘ F.V. - ID No.’
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Item 20 continued:

Yo No
E} Diuretics? oiiieeerrsascacniienans ( )y ()8
F) Anthypertensives other than diure-
tics? * () ()®
G) Nitroglycerin or other coronary di-
| =173 S (y ()
H) Gout medication? ..ol () ()
I) Anticoagulants? . () ()
If YES, answer ttems i and i1 be-
low:
i} For how many weeks during
" the period defined in the box
above were anticoagulants pre-
scribed? . 73-74

* 1) What was the predominant type of anti-
coagulant used (check one)?

Heparin oeeccrecceecececenecssansans (1)
Prothrombin-depressing agent .......... (%)

I) Cholesterol lowering drugs other
than study medication® ..................

K) Other (specify}?

p——
R

Part VI: Clinical Summai-y

Item 21 continued: -

e H}Periphesal .anterial—occiun—. - <o

CDP Form 04
Page 5

Suspect  Yes No

SION? oirecreeiassensetie e essans (%) (Y)Y (H)=*
I} Gout? oo (3) (') (%)=
J) Venous pulmonary embo-
HSI® o (*) (V) ()
K) Thrombophlebitis? ............ (%) (') ()=
L) Atrial fibrillation® ... (%) (') ()=
M) Arrhythmias other than atrial
fibrillation? ..o (3) (') (3)%
22) Was the patient seen by a consultant in
connection with any of the events listed
in item 217 ........... e eenseaen (Y ) (N )3
3 L]

If YES, give the names of all such con-
sultants and the diagnoses they made on
the lines below:

Part VII: CDP Medication

lThe information in item 21 should cover the period since the pa-
tient’s last compleled follow-up visit. If the present visit is the first
completed follow-up visit, the information summarized here should

I cover the period since Initial Visit 3.

21) Based on the history, physical
examination, and any available
laboratory data, has the patient
had any of the following events in
the period defined in the box
above (answer each guestion; see
the Manual of Operations for defi-
nitions of criterta for making the
following diagnoses):

Suspect  Yes No
A) Congestive heart failure? ... (%) (1) (2)®
B) Angina pectoris? ......oeeeene. (%) (') (2)w
C) Acute coronary insufficiency? (*) (1) (%)V
If YES, how many episodes? 18
D) Myocardial infarction? ...... (3) (1) (2)®
If YES, how many? 20

E) Intermittent cerebral ische-
mic attacks with neurologi-
cal deficit lasting less than
24 hours? (3 (') (#)n

F) Stroke with neurological defi-
cit lasting more than 24
hours? (3) (Y (*)*®
It YES, how many? ............. 2

G) Intermittent claudication? .. {2} (') (2)¥

In item 2? a record of every change in prescription of the assigned
CDP medication from the time of the patient's last completed follow-
up visit through the present date 1s required.

NOTE: If no capsules per day were prescribed for any interval
during this period, or IF TIIE PATILNT WAS SWITCHED FROM
EHIS STUDY DRUG TO THE KNOWN PLACEBOQ, a ZERO
should be written on the line indicating "No. of capsules per day.”

23) Patient’s prescription record:

A) Write the date and prescription given in part B
of the prescription record of the patient's last
completed follow-up visit form (Form 04 or 05)
on the lines below. (If the present visit is the
first completed follow-up visit, give THE DATE
THE TREATMENT ALLOCATION ENVEL-
OPE WAS OPENED and the prescription given
at that time.) :

32-38

Month Day Year No. of
caprules
per day

B) Write the present date and the prescription
from this time forward:

3943

Month Day Year No. of

capeules

per day
C) Have any changes been made in
the prescription between the two
dates given in items A and B

above? ... { { )
Ye!) No

If YES, give the date of each change and the pre-
seription made on that date on the lines below:

V. LD. No.
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Item 23-C continued:

24)

25)

26)

Date of prescripion
{moath, day, year)

No. of capsules
per day

g-

h.

Using the prescription record in item 23,
calculate the total number of capsules
prescribed during the period covered by
that record (see Manual of Operations
for instructions). Write the total num-
ber of capsules here:

47-50

In your best judgment (based on a capsule
count and/or any other information or impres-
sions obtained from the patient at this visit)
what percentage of the total prescribed number
of capsules (the number given in itern 24) has
the patient actually taken? :

At least 80%%
At least 6007 but less than 809 wc-cemerers
At least 4095 but less than 6000 .evuermreeremses

At least 200% but less than 4095 corememeonecenems
Less than 20%

" If no capsules of ALLOCATED medication
were prescribed, check here weornmenrsee-

If the percent adherence checked in item'25 18
less than 8005, what is the main reason for the
reduced level of adherence? (If more than one
reason is given, please indicate which ONE
you judge to be the most important reason by

circling the appropriate letter or reason given
below.)

If it is impossible to determine the reason,
check here: -

If the main reason is one of the problems
listed in iter 10, write the letter designation
of that problem here:

(1)5[

(%)
(*}
(*)
(%)

( )52-.—61

If some other reason, specify:

CDP Form 04

27) During the period covered by the pre-

seription record in item 23, has the pre-
scription of ALLOCATED medication
ever been less than nine capsules per
day? (If this is the patient’s first com-
pleted follow-up visit, check YES either
if the prescription has ever been de-
creased since Initial Visit 3 or if the
prescription has never yet reached 9 cap-
sules per day.)

Ii YES, what is the main rcason for this? (If
more than one reason is checked, please indi-
cate by circling the appropriate check mark
the ONE reason you judge to be the most im-
portant.)

A) Hepatic signs and/or symptoms .........ceereme.
B) Renal signs and/or symptoms ...

Page 6

( 1 )63-73

(%)

L) Def. AClL, or def. or-susp. Ml, stroke, pul-
monary embolism, pulmonary infarction,

C) Abnormality in the hematopoietic system .. ( %)
D) Development or worsening of a peptic ulcer (*)
E) Gastrointestinal irritation .....eeeeeses - (%)
F) Gout signs and/or symptoms .........ceeee (¢)
G) Development or suspicion of toxic ambly-
opia : (7)
H) Development or worsening of diabetes mel-
litus ...
1) Development or worsening of angina pec-
toris (%)
J) Congestive heart failure {19)
K) Arrhythmia (1)

arterial embolism ..overemmeriieneirene. J— L
M) Clinical hyperthyroidism ......occoeoeees - (%)
N) Decreased libide or potentia .ewomeeees (M)
O) Feminization (*)
P) Flushing (*)
Q) ltching (")
R) Rash or other dermatologic problems ....... ('8)
S) Serious complaints of the patient possibly

related to side effects of the drug .o (1)

T) Unwillingness of the patient or his personal
_ physician to accept the prescribed dosage

(*)

F.V. L.D. No.

. kit ombies R 1 bl b .~

LI SR
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Item 27 continued:

U) Other (specify) )

V) ESG2 oo ()

W) Baseline VPBs, D-T4 INTERNAL
P10 < T #) OUIEI]?Y

y 4 T S ()

Y) Non-medical reasons (missed visits, re-
instated dropouts, etc.)
Z) Patient taking other cholesterol-lowering
medication ..... 26

AA) ESG and D-T4 patients not enrolled in the
CDPA .. ey

*)

28) What is the bottled code number of the medi-
cation being dispensed to the patient at this

time?
No capsules of any medication —............ (00 )73-74
Codes 65, 86, or 99 ... (%)
Codes 1 to 60 (specify code):
929) Has the patient’s sealed medication code
ever been broken? . ) (L )®
o No

I YES, you should immediately inform the CDP Coordinating
Center of the reason for this if you have not done so already.

Unless contraindicated, the patient should be instructed to comtinue
taking nine capsules per day of the assigned medication.

At this time an appointment for the next follow-up visit should be
made for a date 23 close as possible to the date indicated in the
patient’s CDP Appointment Schedule, Form 11.

If the next scheduled visit is one of Follow-up Visits 2, 5, 8, 11, or
14, the patient should be instructed to arrive for that visit in a "fat-
frec” state and should be given the appropriate Dictary Instruction
Sheet (Form 12-B). It is strongly preferred that this next visit, or
at least the coliection of the serum and urine specimens, be made in
the morning.

If the next visit is one of Follow-up Visits 3, 6, 9, 12, or 15, he
should be instructed to arrive for that visit in a fasting state and

12-A). This next visit, or at least the collection of the serum and
plasma specimens, must be made in the morning.

The patient should be reminded to return all his remaining capsules
at the mext visit. He should also be instructed not to take any cap-

ghould be given the appropriate Dietary Instruction Sheet (Form |

sules on the day of the next visit until after the visit is completed.

CDP Form 04
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Part VIII: Administrative Matters

30) The name of the physician responsible for the medical
information recorded on this form is:

Dr.

31) This form has been checked for completeness by:

The original copy of this form should be mailed now to:

CDP Coordinating Center
Division of Clinical Investigation
610 W. Lombard Street
Baltimore, Maryland 21201

The carbon copy should be filed in your clinic.

32) The date on which this form is being mailed to the

CDP Coordinating Center is:

Month Day

33) Since the patient's last completed
follow-up visit has he taken aspirin
or other drugs containing aspirin
(for example, Anacin, Alka-Seltzer,
AP.C., Bufferin, Darvon-com-
und, Empirin-compound and
Excedrin)? -

~

If YES, give the patient’s best esti-
mate of the frequency of taking
such drugs since the last completed
follow-up visit:

Less than one day a week .«
One day a week
Two or three days a Week e
Four or more days a-week

F.V. 1.D. No.




34)

35)

ADDITIONAL ITEMS TO BE COMPLETED AT CV3

Has the patient returned all

of his unused study

medication? ¢ ) ( )7'
T Yes No

If NO, the patient should be asked
to return all unused study medication
to the clinic as soon as possible.

Since CV2, has the patient been

prascribed:

. Yes No

A) CPIB €)Y ¢
B) Nicotinic acid — - ( ) ¢ )80

If a Form 76 was requested for this patient
ou the Form 76 checklist, please forward

the completed CDP Form 76 including the.
name and address of the patient's private

| physician to the Cocrdinating Center, If
the patient does not have a private
physician, the study physician should assist
the patient in establishing a continuing
source of personal medical care.

CDP Form {4
Page 8
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S I.D. NO.

SMOKING HISTORY QUESTIONNAIRE

?

This form should Le completed for every CDP patient, whether active, deceased or a
dropout. If the patient is deceased, his family, friends, employer, and/or perscnal
physician should be contacted in order tec obtain the desired informatiom.

There are spaces provided below for indicating information not available. However,
it is urged that thasz be used only after all the possible sources of information
(see item 5 for a partial list) have been exhausted.

L
2)
3)

4)

5

6)

Patient's NomMe.veessocosrsoorsssaccans

Patient's Identifyving Number,.cseavseasessorssesssscosnsassasas

Date smoking nistory information obtained...eeceresaeass

Monthn Day Year

Statue cf patient as of the date given in item 2:

Activencclcoococ.n---ll-oontoouotcoa.-o---o---.-u'-o.cool.ooo---o-v-on-.--.-

w ok =

(
Dropouto-or-ula-p--oo.lotnc.nuunoln.:-o--uo-co.lolo-.o.'.I.cu..o---lo--otloo (
(

Deceased110....-q-lOOIIDIIICIIOIII.......I.Iil."ll'lll...!.l...;.l..l(....‘

Source(s) of smoking history information (check one or more):

Patient himself.ieiveeiraresscressracsacesassrsasssessssassscsnsssnssnssosacans
Patient's fawily Uf 10lliveSeeeeronsesnorsrosnsncosssansnsesvsssssssassssas
Patient's Friend.seeeicesecsronesosasasacsscssvsosvoarasreassasansssassnssnss
Patieni's OMPlOY T .. seeossctsossassncssaossasasrssseasasarsscsassassenssenss
Patient's personal PhySiciadfeeseesssssransonssresoscccosnacsasssvsssasssssnse
Other (specify on line belowW)iieeeacsosss-rosssrssnssnsncnsosssssneasassansen

’f"\/"\l"\'/'\t"./-\
R N T P S

No smoking history information available...s..eescesescecessononcsvcessssses ()

Has the vpatient sver been a cigarette smoker

(that is, has he smoked more than 100 cigarettes

in his lifetime)?....-...-..-.-................o-.....-....-.... ( ) ( ) ( )
' Unknown  Yes Yo

I1f NO or UNKNOWN, skip to item 7; If YES, answer A, B, and C below:

A) Tor how many years has he been a cigarette smoker? (If he has been a smoker
on and off, do aot count the years he has been a non-smoker.)

Less than 1 VAL s an e e e st s e s s et et rs00sar st nisstssonssstsssrstansnsssssny

1 - 5 years.l.I.oc‘ncClOc.-!ootOooﬁoooouoncnolndu.-toc.ool.l.oouu--lol

(1

(2

6 = 10 YU Seueavssassesssasssssusssnsavnansssssavesovonvsossannancasass (3
{ s

11

20 Years--.aoo..oo.o..-!--------.-..o...no.nl.-..lllon.l.‘l.!‘d..f%

21 - 30 years............-.--.-.........................-......o-..-....f
31 - 40 yearSoc.o..-oo----.-ou-o----.oooo.-o.o-----o-------oooooc-lo---o.(
41 - 50 years.....-..--c......--...;..-....-..........-.-............... (

(

> 50 years.p-0ooocalIO-l..coclo.otoutl.l.o.o..coo.on.olo--loicioolollll

30
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Iten 6 continued:

B) During his years as a smoker, approximately what was the average number of
cigarettes he smoked per day?

1665 LhAN Leveveesesaveasessasasseassvtansessasssaanssasssassasssvsossse (1 y3a34
T = 10.eeeeesesnsasnatsonsssatosatancscsasssnsanstsvacanssssresnnerssonss {(2)
11 = 20 e e esse: cnoonenasassasssasassstsacsssassssaassasastssansasnasases (3)
D91 = 30 e evarescecesusansacsssssssansatssacsnrebnessnastssssenesnartaers (1)

31 - 40-.-.------0.-.0...."..0-ll-.lo.l.l-c-..col-o-oo.o-.lullootul.-n-. (5)

MOIE than 40!.‘..lIIQCll'.l.Dl'l....ll.l.....l.l...'...l...-l..l.ll.'lti (6)

C) At the present time (or at the time of his death) is (was) he a
cigarette Slnoker?ld.....l.l..'.lI...l..l..llI...I.l..l‘...‘.l.ll..l ( ) ( )35
Yes No

If B0, in what year did he stop smoking? (If he "stopped' more than
once, give the year he last stopped.)eescecercccsrrersccscrasonccancacs 19 36-37
7) Which of the following stateﬁents best describes the patient's CIGAR smoking
history (check one only)?

Currently (or at time of death) a cigar SMOKET ceatoonrsssoesesarsasssntssssns
Formerly but not curreatly (or at time of death) a cigar smoker.seeoeevsvans
Naveracigar Smokerl--’t...II-...‘IOOI.IC....I..I..."..I.Q....'lll..l..l‘-

W W Wi
a W -
N A N

Lrnknownl..l-l..ll.l.l.l....l...!.l.ll-...t..OIl.......!l'l'l‘l"l.ll.l..'l.l

A\ Which of the following statements best describes the patient's'PIPE smoking
histery (check one only)?

Currently (Or at time of death) apipe Smoker...--......---.-;.-...-........ (l)ss
Formerly but not currently (or at time of death) a pipe SmOKEr.seeeeeassosss (2)
Neverapipe OO T s e esssatossssasesanstssssasssssssansststssnnesatocssssesscs (3)

Uﬂkno@?no..---..--.q.---.--.oo.---o-oo.o------.-oco--.--....--.--o.-o.-..-..o (4 )

Tha original copy of this form should be mailed to:

CDP Coordinating Center

Institute of International Medicine
660 West Redwood Street

Baltimore, Maryland 21201

A copy should be filed in your clinic,

I,D, NO,
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TREATMENT ADJUSTMENT FORM

CDP Form 63

L.D. No.

for your files.

This form should be completed durinz Initial Visits 4 and 5. The permissible time periods
patient’s individual CDP Appointment Schedule, Form 11. I, for some reason,
1, 2, 3, 12, 24, and 25 should be completed and this form should be sent to the
completing Initial Visit 5 has clapsed. Do not use red ink or pencil an this form.

CDP

The patient need not make any special dietary preparation for cither of these visits.

for completing these visits are given in cach
utither Initial Visit 4 nor Initial Visit 5 are completed, items
Coordinating Center afier the defined time period for
A completed copy of this form should be retained

Part I: Identifying Information

1} Name:

First Middle Last

2) Identifying Number:

The identifying number should appear also in the box in the upper
right hand corner of this page and in the box in the lower right
hand corner of cach of the other pages of this form.

Part : Initial Visit 4

Initial Visit 4 is made one month {plus or minus a half month)
J after Initial Visit 5. {See the patient’s CDP Appointment Schedule,
Form 11.) Ideally, this is the time at which the prescription is
changed from 3 capsules per duy to 6 per day.

) Was Initial Visit 4 completed within the
time period specificd in the patient’s CDP
Appointment Schedule?

If YES, write the date on which this visit
was completed and proceed 1o item 4:

~16-21

Month Day Year

If NO, write the reason on the lines be-
low and proceed to Part III, item 12:

The determinations indicated in iterns 4 through 6 below should be
obtained during this visit.

4) Weight (to nearest POUND, with all
heavy outdoor garmenis and shoes re-

moved): ... 22
5) Casual blood pressure (with the patient
lying down or,  sitting, with forearm
at the level of the heart):
Systolic (in mm. Hg.): woeeereeeen 25-27
Diastolic (in mm. Hg.) at the dis-
28-30

appearance of sound: ...

6) Heart rate (per min.}: .o,

7} Has the patient had any problems in con-

nection with his CDP medication since
Initial Visit 32 oo

If YES, what sorts of problems has he
had? (Summarize the patient’s SPON-
TANEOUS remarks to this question by
checking the appropriate item or items
below.)

()

A) Forgetfulness or some other non-medical
- matter which interfered with taking the

medication properly

B) Unwillingness to take the prescribed

cation
Difficulty swallowing the capsules
Too many capsules
Decrease in appetite
Increase in appetite
Recent decreased muscle strength
Rapid or irregular heartbeat

I) Unexpected loss of weight

Quivering or trembling of fingers

medi-

Development or worsening of angina

K} Sleeplessness e
L) Shortness of breath at night ... {
M) Other shortness of breath {
N) Excessive sweating or inability to stand heat (
O) Diarrhea .
P) Nausea without vomiting {
Q) Vomiting et e e e {
R) Black tarry stools .. -
S) Stomach pain {
. T) Blurring of vision (
- U) Unusual loss of hair |
V) Decreased sexual desire or ability ................ (
W) Breast tenderness or enlargement (

No

31-33

)34

)35
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Itex

AA)

BB)
cC)
DD)

EE)

R7)

n 7 continued:

Y)
Z)

Flushing
Burning sensation or pain when urinating ..
Frequent urination

Reduced or delayed flow of urine
Swelling of the ankles
Itching of the skin

Urticaria

Other types of rash which, in the patient’é
opinion, might be related to the drag
(specify)

FF)

(

GG) Other symptoms which, in the patient’s

opinion, might be related to the drug

(specily)

If you have reason to believe that one or more of the problems
checked in item 7 above are not related to the CDF medication,
circle the check marks for those problems and write NDR (meaning
Not Drug Related) afier the check marks.

)

9)

In your best judgment (based on a capsule
count and/or any other information or im-
pressions obtained from the patient at this
visit), what percentage of the capsules of AL-
LOCATED medication (i.e., from bottles 1-30)
prescribed since Initial Visit 3 has the patient
actually taken?

At least 809,
At least 609% but less than 800
At least 4007 but less than 60%
At Jeast 209, but less than 409
Less than 209

If the percent adherence checked in item 8 is
less than 80, what is the main reason for the
reduced level of adherence? (If more than one
main reason is given, please indicate which
ONE you judge to be the most important rea-
son by circling the appropriate letter or reason
given below.)

If it is impossible to determine the reason,
check here: __.......

If the main reason is one of the problems
listed in ITEM 7 above, write the letter des-

(1)15

( ) 16-25

ignation of that problem here: .overieneeee. —

If some other reason, specify:

CDP Form (3
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10} Since Initial Visit 3, has the preseription
of ALLOCATED medication ever been
less than 3 capsules per day? ... () ()%
Yes No
If YES, what was the main reason for the de-
crease? (If more than one reason is checked,
please indicate by circling the appropriate
check mark the OXE reason vou judge to be
the most imporiant.)
A) Hepatic signs and/or symptoms .........cccc.... (1)
B) Renal signs and/or symptoms .....ceervvicne (%)
C) Abnormality in the hematopoietic system .. {3 )
D) Development or worsening of a peptic ulcer { 4)
E) Gastrointestinal irritation _.......cocoeoeeeenee. (%)
F) Gout signs and/or symptoms .....ceovevemeeneene (%)
G) Development or suspicion of toxic ambly-
OPIA  toereememnemesesee e senissstrantasasnrsessesnrnseen s (")
H) Development or worsening of diabetes mel-
JIEUS oot e narannanene (%)
I) Development or worsening of angina pec-
BOTIS oo eceeeece e e e ems s e oes (%)
J) Congestive heart failure ................. ()
K) Arrhythmia .o enes (')
L)} New myocardial infarction ..o (**)
M) Clinical hyperthyroidism ...coocvveviceslonecenne (13)
N) Decreased libido or potentia ......ccoooveune. (*)
0) Feminization .ocoeoceecoecocrcmemencnccceeeaees {(¥)
P) Flushing oo (')
Q) Itching o (7))
R) Rash or other dermatologic problems ....... ()
S) Serious complaints of the patient possibly
related to side effects of the drug ......... (%)
T) Unwillingness of the patient to accept the
prescribed dosage ... (%)
U) Other (specify) .......... . (2)
11} Will the prescription of ALLOCATED
medication be increased at this time to
6 capsules per day? ..o () ()H)”
Yes No
If ¥O, what is the main reason for this?
(If more than one main reason is given,
please indicate which O.VE you judge to
be the most imporlant reason by circling
the appropriate letter or reason given
below.)
If the main reason is one of the prob-
lems A through T in ITEM 10 above,
write the letter designation of that
3847

problem here:

If some other reason, specify:

1LD. No.




(9-C7)

At this time an appointment for Initial Visit 5 should be made for
a dale as close as possible to the date indicated in the palient's
CDP Appointment Schedule, Form 11.

Fhe patient need not make any special dictary preparation for
Initial Visit 5. He should be reminded to return all his remaining
capsules at that time,

Part HI: Inpitial Visit 5

Initial Visit 5 is made two months {plus or minus a half month)
after Initial Visit 3. (See the patient’s CDP Appointment Schedule,
Form 1l.} Ideally, this is the time at which the preseription is
changed from 6 capsules per day to 9 per day.

12) Was Initial Visit 5 completed within the
time period specified in the patient’s
CDP Appointment Schedule? ... { ) ( )

If YES, write the date on which this
visit was completed and proceed to
item 13: . :

49-54

Month Day Year

If XO, write the reason on the lines be-
low and proceed to ttem 24:

The determinations indicated in items 13 through 15 below should
be obtained during this visit.

13) Weight (to nearest POUND, with all
heavy outdoor garments and shoes re-

MOVEA) S oo enees e eenesarasaeensesraneas 55-57
14) Casual blood pressure (with the patient
lying down or, if sitting, with forearm
at the level of the heart):
Systolic {in mm. Hg.): e 58-60
Diastolic (in mm. Hg.) at the dis-
appearance of sound: G1-63
15) Heart rate (per min.): oiicninans 64-66
16) Has the patient had any problems in connection
with his CDP medication since Initial Visit 4
(or during the past month if Initial Visit 4
was missed)?
Yes .. - (1)

NO e s et aene e ema s s s e ns (%)

No capsules of any CDP medication (includ-
ing codes 1.30 and 99) were prescribed
since LV, 4 OOV (%)

If YES, what sorts of problems has he had?
(Summarize the patient’s SPONTANEQUS re-
marks to this question by checking the appro-
priate item or items below.)

Tten 16

A)

P)
c)

D)
E)
F)

G)
H)
I)

T)
K}
L)

M)
N)

0)

F)

Q)
R)

S)
T)
U)
V}
W)
X)
Y)
z)
AA)
BB)

CC)
DD)

EE)
FF)

GG)

CDP Form 03

continued:

Forgetlulness or some other non-medical
matter which interfered with taking the
medication properly ... (

Unwillingness to take the prescribed med-
CALLOM oo e ne s rana s {

Difficulty swallowing the capsules .............. (

Too many capsules ...occeceecoencoeeeee e (

Decrease in appPetite ...oooeveoeeeevvrerersrsnnnnes {

Increase in appetite .....ococceoceereeeransrarenmnnnes {

Recent decreased muscle strength .............. (

Rapid or trregular heartbeat .....occceoeeee (

Unexpected loss of weight .....cccoveeeeneennee. (

Quivering or trembling of fingers .......... - |

Sleeplessfiess e sensesenns (

Shortness of breath at night ..o (

Other shortness of breath .......ccoeeecnnece. (

Excessive sweating or inability te stand
REAt e (

DTV 5 ¢ 1 AU (

Nausea without vomuting ....ooooceeeeeeeeeeeees {

VOIMING oo recer e e e ensnsnnaaseereas {

Black tarry stools ............ (

Stomach pain ... {

Blurring of visien ....... - (

Unusual loss of hair ..o (

Decreased sexual desire or ability ... (

Breast tenderness or enlargement ................ {

Development or worsening of angina ........ {

Flushing ......... (

Burning sensation or pain when urinating {

Frequent urination .coeocoecececocosescsassseene {

Reduced or delayed flow of urine .............. (

Swelling of the ankles .o {

Itching of the skin ... {

Urticaria  .ccoeeeee (

Other types of rash which, in the patient’s
opinion, might be related to the drug

(specify) . (

Page 3

Other symptoms which, in the patient’s
opinion, might.be related to the drug

{specify) ... (

i

1.D. No.
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If you have rcason to believe that one or mare of the problems
checked in uem 16 above are nof related to the CDP medication,
circle the check marks [or those problems and write NDR {meaning,
Not Drug Related} after the check marks.

17) In your best judgment (based on a capsule
count and/or any other information or impres-
sions obtained from the patient at this visit),
what percentage of the capsules of ALLO-
CATED medication prescribed since Initial
Visit 4 (or since Initial Visit 3 if Initial Visit
4 was missed) has the patient actually tuken?

At Jeast BOUG e nere v rmnseese e e (1)
At least GO9G but less than 809 ..coeeveeeee (%)
At Jeast 409% but less than 6095 v (%)
At least 2093 but less than 4095 .oeevereeeene. (*)
Less than 2007, oo (%)
If no capsultes of ALLOCATED medication

were prescribed, check here .o (%)

18) If the percent adherence checked in iten 17 is
less than 809, what is the main reason for the
reduced level of adherence? (If more than one
reason is given, please indicate which ONE
you judge to be the most imporiant reason by
circling the appropriate letter or reason given

below.)

If # is lmpossible to determine the reason,
check here: e ( )i

" If the main rcason is one of the problems
listed in ITEM 16 above, write the letter des-
ignation of that problem here: ...

If some other reason, specify:

19) Has the prescription of ALLOCATED
medication given at Initial Visit 4 (or
at Initial Visit 3 if Initral Visit 4 was
missed), ever been decreased for any

FEASON?  ..oeieiiimerscensmsc e s s easemsmemsnnes ( ) (
Yes No

)50

If YES, what was the main reason for the de-
crease? (If more than one reason is checked,
please indicate by circling the appropriate
check mark the ONE reason you judge to be
the most tmportant.)

A) Hepatic signs and/or symptoms ............. { 1)51-60

B) Renal signs and/or symptoms ................ (%)
C) Abnormality in the hematopoietic system .. { 3)

D) Development or worsening of a peptic ulcer ( *)
E) Gastrointestinal irritation ... (%)
F) Gout signs and/or symptoms ..........c.. {°%)

20)

21)

22)

23)

CDP Form 03
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[tem 19 continued:
G) Development or suspicion of toxic ambly-
OPIA  wormmeeesracsscns ettt e em et e neraenn {7)
H) Development or worsening of diabetes mel-
BRUS o (8)
B) Development or worsening of angina pec-
BOTIS  orveacnermecsnraectcusssess casebecmeeeemm e cecmnees (9)
J) Congestive heart failure ..oooveecenrennneeene. (')
K) Arrhythmia e (')
L) New myocardial infarction ........ccoovinnnes ('2)
M) Clinical hyperthyroidism oo {13)
N) Decreased libido or potentia .....cccovreuenene. ()
0) Ferimzation .o (*)
P} Flushing occcerenecceeceeeccceeecieeee. {18
L0 T 171 T VRPN (*")
R) Rash or other dermatologic problems ........ ('8)
S) Serious complaints of the patient possibly
rclated to side effects of the drug .......... (1%)
T) Unwillingness of the patient to accept the
prescribed dosage .o (3)
U} Other (specify) irrrrreeinneeee. (2)
How many capsules per day of ALLO-
CATED medication (l.e., from bottles
1-30) have been prescribed just prior
to this VISI? oo snasemaais 61-62
How many capsules per day of ALLO-
CATED medication \ull be prescribed
at this time? 63-64
Is the prescription of ALLOCATED -
medication being increased at this time
by at least three capsules per day? ... { ) ( )%
i Yes Neo
If NO, what is the main reason for
this? (If more than one main reason is
given, please indicate which OXE you
judge to be the most important reason
by circling the appropriate letter or rea-
son given below.)
If the main reason is one of the prob-
lems A through T in ITEAM 19 above,
write the letter designation of that
problem here: .o 66-75
If some other reason, specify:
The one- or two-digit bottle code num-
76-77

ber of this patient’s medication is: ......

LD. No.
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At this time an appointment for Follow-up Visit 1 should be made
for a date a5 close a5 possible to the date indicated in the paticnt's
CDP Appointment Schedule, Form 11.

The patient should be instructed to arrive for Follow-up Visit 1
i a "fat-free™ state and should be given the appropriate Dietary
Instruction Sheet (Form 12-B). It is strongly preferred that Follow-
up Visit 1, or at lcast the collection of the serum and urine speci-
mens, be made in the morning,

The patient should be reminded to relurn all his remaining capsules
at the next visit. He should al;o_ be u}strucl‘.ed not to l_ake any cap-
sules on the day of the next visit until after the visit is completed.

The original copy of this form should be mailed now to:

CDP Coordinating Center
Institute of International Medicine
660 West Redwood Street
Bzltimore, Maryland 21201

The carbon copy should be filed in your clinic.

24) This form has been checked for completeness by:

25) The date on which this form is being mailed to the
CDP Coordinating Center is:

Month Day Year

LD. No.




	Admission Form
	Annual Follow-up Examination Form
	Cardiovascular Surgery Form
	Cause of Death Coding Form
	Death Form
	Dropout Form
	Gallbladder Disease Questionnaire
	Initial Visit 3 Baseline Form
	Malignant Neoplasta Survey Form
	Non-Annual Follow-up Examination Form
	Smoking History Questionnaire
	Treatment Adjustment Form

	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.


