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Definitions

Acrostic — A six-character secondary identifier formed by the concatenation of the first three letters of
the participants’ last name, first two letters of the first name, and middle initial (if present). This has
been blanked in the Limited Access Data Set (LADS).

Batch Date — Received date atthe ALLHAT Clinical Trial Center; replaced in the LADS by two flag
fields (see “Forms” for further details).

Blanked data — Confidentiality requirements of the LADS require blanking or deletion of confidential
participant information such as the Social Security Number, Medicare Number, name, address,
acrostic, and any other contact information. All initials and codes for study personnel have also been
similarly blanked.

Closeout Date — Each patient is given a Closeout Date beyond which events are no longer used. If a
patient had an AL22 (Closeout Form) on or beyond 10/01/2001, then that date is considered his/her
Closeout Date. Otherwise, 3/31/2002 is considered his/her Closeout Date. For the Doxazosin
comparison, 2/15/2000 is the Closeout Date (doxazosin and chlorthalidone patients).

CMS- Centers for Medicare and Medicare Research; previously known as HCFA (Health Care
Finance Administration).

Confirmed/Known Death - Investigator report on an ALO4, with or without a death certificate or
summary, NDI report (with a match to one of 17 different patterns) + death certificate with matching

ID information, or Social Security report of death + death certificate with matching ID information.
(Yearly queries to the Social Security Agency returned information on vital status at the end of the last
calendar year; death certificates were requested from the states for participants reported as
deceased.)

Date Last Known Alive — Based on any of the following study forms: Antihypertensive or lipid-
lowering trial randomization (AL80 or AL81), Follow-up visit form (ALO3), Nonfatal event form (ALO4),
Unblinding form (ALO6), Lost/refusal report form (ALO7), Nonfatal adverse event report form (AL13),
Doxazosin closeout form (AL20), Study closeout form (AL22), Closeout postcard (AL24), ECG (AL31
or AL32), Laboratory report (AL30), Outside report of hospitalization (CMS or VA), (AL41), Date last
known alive according to Social Security Administration (must otherwise be determined from the
Summary Record due to sensitivity of the source record).

Fatal endpoint date - The date of death. If death did not occur, then the Last Follow-up Date is
used.

Flag - Any field marked as a flag is a 0/1 field with O=no and 1=yes. This usually indicates
handwritten text, most commonly the presence of aninvestigator signature.

ID — The original ALLHAT identification number was a nine digit composite of the Treatment Center
Number (“Current Center”), Participant Number, and Randomization Center Number (“Original
Center”). This was replaced for the LADS by a randomly generated number; see separate key file for
conversion.

Known Alive - Based on the date last known alive, a participant is known alive for the study if the
date is on or after October 1, 2001. For the Doxazosin comparison, defined as not missing two or
more visits in the Visit Windows preceding the Closeout Date.
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Known Dead — see Confirmed Dead
LADS - Limited Access Data Set

Last Visit Date - The date of the latest form using the ALO3, AL20, AL22 or AL24 (only use visit
versions of AL20 and AL22).

Last Follow-up Date - The date of the latest form using the ALO3, ALO4, ALO6, ALO7, AL13, AL20,
AL22, AL24, AL30, AL31, AL81 or AL84 (only use the visit version of AL20 and AL22; do not use
fatal AL13 or ALO4).

LDL (Blood level of LDL Cholesterol) - Use the lab's calculated LDL cholesterol level unless
triglycerides are greater than 350, then use the lab's Beta Quant value.

Lost - For any participant whose date last known alive is before October 1, 2001, and not known
dead, and not known alive during the closeout period, but last follow-up is study form for lost to follow-

up.
NDI - National Death Index.

Non-fatal endpoint date - The date of the endpoint. If no endpoint occurred, then the Last Visit Date
is used.

Other unknown - For any participant whose date last known alive is before October 1, 2001, and not
known dead, known alive, or lost or refused.

Pending - Participants who are classified as lost, refused, or other unknown may have had death

records from CMS, VA, SSA, or NDI which remained unverified at the time of the final paper. These
were classified as deaths pending confirmation.

Refused - For any participant whose date last known alive is before October 1, 2001, and not known
dead, known alive, or lost, but last form is study form for refusal.

RZ - Randomization date

Silent MI - unreported MI. Follow-up Serial ECGs were checked for indications of Ml (any of F32160-
F32172 =1). Ifindication was found for Ml, then a date was calculated as the difference between
that Serial ECG and the previous as the date of the event. Only ECGs with visit codes of 0, 2, 4, 6
and 8 are used. ECGs more than a year before randomization or after the patients' Closeout Date are
excluded.

SSA - Social Security Administration.

SSN - Social Security number

VA — Veteran's Administration.

Visit Windows — See page following equations for detailed definitions.
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Equations

Exponentiation - Is denoted by "**" (i.e. x squared would be x**2).

Range or group - When declaring ranges or groups, "(" or ")" indicates do not include the endpoint.
"[* or "]" indicates include the endpoint. E.G. (10, 20] means greater than 10 and less than or equal to
20.

BMI (Body mass indexin kg/m?) —“In-house” analyses used Height (inches) in range [36, 95], Weight
(pounds) in range [50, 500]. LADS recoding used Height (inches) in range [55, 80]; [< 45 reset to
missing, 99 reset to missing, > 80 top-coded at 80], Weight (pounds) in range [90, 500]; [<90 reset to
missing, =999 reset to missing]. Then

BMI = (704.5 * WGTLBS) / (HGTINS**2)

If Height or Weight missing, calculated BMI in analysis files is set to missing.

GFR (Glomerular filtration rate) - ALLHAT uses an estimated glomerular filtration rate: the
simplified 4-variable Modified diet in Renal disease (MDRD) formula.

CREAT = Blood creatinine level
BLKFCT (Black Factor) =1.212 if Black or 1.0 if Non-black
FEMFCT (Female Factor) = 0.742 if Female or 1.0 if Male

GFR =186.3 * CREAT**(-1.154) * AGEYRS**(-0.203) * BLKFCT * FEMFCT

ALLHAT Forms Book Documentation — Word Update Version 4



Visit Windows

Annual Blood Pressures or Annual Treatment Status - Start at the annual visit target date,
subtract 6 calendar months plus one day for the lower extended window, and add six calendar
months for the upper extended window. If a visitis in the Standard Visit Window (as defined
below), it has precedence over a visitin the extended window. Choose the closest to the target date
firstin the Standard Window. If none, choose the closest to the target date in the Extended Window.

Baseline ECG — On or before Antihypertensive RZ date, but not more than one year prior. If more
than one ECG available use the ECG closest to the RZ date.

Baseline labs - The earliest lab value less than or equal to 92 days after Randomization was

considered the Baseline lab. Individual values (e.g. potassium or total cholesterol) may have beenon
different dates, but the earliest of each was used.

For Final Antihypertensive and Doxazosin Summaries, lab and ECG windows used a Standard
Window. For the Update Summaries, Expanded/Extended Windows are used, as most writing groups
have, in practice, found the Expanded Windows more practical.

Follow-up labs - For analysis, labs at years 1, 2, 4 and 6 were most often studied. As with the
baseline labs, the individual values (e.g. potassium or total cholesterol) may have been on different
dates. Also, first choice was given to a lab value in the Standard window, but the "earliest” value in
the Standard window was selected. If no value was found in the Standard Window, then a value
closest to the Lower Standard Window was selected in an Extended Window.

Standard Visit Windows (after the one year visit, visits were every four months):

Visit Target Low Window High Window
1 month RZ + 1 calendar month - 14 days + 14 days

3 month RZ + 3 calendar months  High Window of 1 mo + 1 day + 42 days
6 month RZ + 6 calendar months  High Window of 3 mo + 1 day + 42 days
9 month RZ + 9 calendar months  High Window of 6 mo + 1 day + 2 months
1 year RZ + 12 calendar months High Window of 9 mo + 1 day + 2 months
lyr,4mo RZ+ 16 calendar months High Window of 1 yr + 1 day + 2 months
lyr,8mo RZ+ 20 calendar months HighWindow of 16 mo+ 1day + 2 months

2 year RZ + 24 calendar months High Window of 20 mo+ 1 day + 2 months
(etc.)

Expanded/Extended windows:

Visit Extended Lower Window Extended Upper Window

1 year Standard target - 6 months + 1 day Standard target + 6 months

2 years Standard target - 6 months + 1 day Standard target + 12 months

4 years Standard target - 12 months + 1 day Standard target + 12 months

6 years Standard target - 12 months + 1 day Standard target + 12 months
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Algorithms

Algorithm for Data Capture During Closeout (Final Papers)

The algorithm used for the final papers classified participants in the following order:

1.
2.

3.

Determine Date Last Known Alive using a form described previously
Based on the Date Last Known Alive in #1, a participantis Known Alive for the study if the
date is on or after October 1, 2001.
For any participant whose Date Last Known Alive is before October 1, 2001, classify as:
a. Known Dead — study report of death OR confirmed through NDI (based upona CTC-
validated algorithm — see NDI Matching Patterns) OR SSA OR HCFA/VA confirmed by

the study center on or before March 31, 2002.
i. This algorithm should have selected NDI records based on 17 different matching patterns, but
two matching patterns were not included.

b. Lost— Not known dead, but last follow-up is study form for lost to follow-up.

c. Refused — Not known dead or lost, but last form is study form for refusal.

d. Other Unknown — Not known dead or lost or refused.
Participants who are classified as Lost, Refused, or Other Unknown may have had death
records from CMS, VA, SSA, or NDI which remained unverified at the time of the final paper.
These were classified as deaths Pending co nfirmation.

Algorithm for Data Capture in This Update (Antihypertensive/Lipid-Lowering Arms)

1.

ook w

Known Dead — as defined above, with the two matching patterns inadvertently left out of the
ND I matching criteria now included, and excluding HCFA/VA-identified deaths (study centers

closed - no longer able to review and confirm/exclude events).
Known Alive — as defined above, with a modification to capture dates on the closeout form

that may have been entered into the wrong data field (previously resulting in an invalid
closeout date).

Lost — as defined above

Refused — as defined above

Other Unknown — as defined above

Pending - as defined above, with unconfirmed deaths suspected from the CMS and VA
records removed, because a high proportion of those queried of the centers during the active
part of the trial were reported by the sites as incorrect (52% of CMS reports and 73% of VA
reports), and because of the relative accuracy of the NDI and SSA databases.

This updated algorithm was checked thoroughly by reviewing a variety of listings against original data
files. Also, a reverse check was done by identifying all participants suspected as deceased at any
time from any information source (confirmed or not), running them through the algorithm, and
reviewing those who were not identified as deceased (as of the final paper cutoff) by the algorithm.

Algorithm for Data Capture in This Update (Doxazosin Arm)

1.
2.

Known Dead

Using the opening date of the 2" complete visit window up to and including 2/15/2000:
Known alive — Date Last Known Alive on or after the date above

Lost — lost prior to 2/15/2000

Refused — refused prior to 2/15/2000

Other Unknown — otherwise has Date Last Known Alive prior to 2/15/2000
ALLHAT Forms Book Documentation — Word Update Version 6
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NDI Matching Patterns

As of the time of the writing of the ALLHAT final papers, 19,109 possible NDI matches had been
retrieved from the NDI for ALLHAT participants. As it would not be a wise use of person-time or
money to request that many death certificates from the states in order to verify which ones actually
belonged to ALLHAT participants, an algorithm was sought to identify those which were most likely to
match ALLHAT participants. The following matching algorithm was used, and, as of the time of the

final papers, itidentified 2176 of the 19,109 death certificates to request from the states.

SSN: 1 = all digits match 3 =7 of 9 match
2 =8 of 9 match 9 = other
First and last 1 = exact match 3 = known aliases used - last
name: 2 = soundex match (phonetic criteria, name soundex match, or
according to NDI matching) = first alias used; only first initial
name soundex match, last name matches, or alias used
exact; first name exact, last name 9 = other
soundex; first and last are soundex
matches
Date of birth: 1 = exact match on month, day and 9 = other
year
2 = exact match on month and day, but
year can be off by +1-5 years
NDI NDI
Matching Name Date of birth Matching Date of birth
Pattern SSNscore score score Pattern SSNscore | Name score score
Death Certificates Requested: Death Certificates Not Requested
1 1 1 1 18 3 1 9
2 1 1 2 19 3 2 1
3 1 1 9 20 3 9 1
4 1 2 1 21 9 1 1
5 1 2 2 22 9 1 2
6 1 2 9 23 9 1 9
7 1 3 1 24 9 2 1
8 1 3 9 25 9 2 2
9 1 9 1 26 9 2 9
10 1 9 2 27 9 3 1
11 1 9 9 28 9 3 2
12 2 1 1 29 9 3 9
13 2 1 2 30 9 9 1
14 2 1 9 31 9 9 2
15 2 2 1 32 9 9 9
16 2 9 1
17 3 1 1

The patterns are not a strict hierarchy, although a lower matching score is generally indicative of a
possible better match. The patterns were validated against Known Deaths submitted in the first NDI

search.

Using the matching algorithm, death certificates were requested for the following:

e Any 2 scores =1 (perfect matches), except 9-1-1 (bad match on SSN)
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e Exact match on SSN, except 1-3-2 (multiple matches were provided from NDI for the same
certificate — one for each reported alias and one for the legal name, so this matching pattern

essentially duplicates 1-1-2 or 1-2-2)
e SSN score =2 (8 of 9 numbers match) and score=1 on either name or date of birth, except 2-

3-1
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Forms

A thorough understanding of the ALLHAT Manual of Operations is required to correctly utilize form
data.

A blank copy of each form precedes the field-marked version of the form, except for computer-only
forms.

Batch dates have been replaced inthe LADS by a flag indicating presence of the form on the
ALLHAT Master File at the time of the specified cut-off:

Flag 1 — Doxazosin flag: 0=No, 1=Yes
Flag 2 — Antihypertensive/LLT flag: 0=No, 1=Yes

Fields are marked on the “field-marked” version of the forms. Flag fields, indicating the presence of a
written comment, are identified by 0/1 coding and are marked on the forms as follows:

Flags for text.

(« Field number
1|
1157 0+>\ 0/1

Field number Code values

Character location within
67 form length record

Note well: The summaries will, in a few instances, be the only means of reproducing the exact state
of the ALLHAT Master File at the time of the final papers, particularly for the Doxazosin arm of the
trial, as records continued to be added and edited.
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Modified fields on ALLHAT Master File common to all forms:

Field ltem Columns  Label Remark
Number type* Used

001 I 1- 2 F#KPCOD forinternal CTC use only; blanked

002 DR 3- 8 F#BATDAT recoded from date to flag to indicate form available
at time of Doxazosin (Dox) and/or Antihypertensive
(AHT)/Lipid-Lowering manuscript preparation:
00 = neither Dox nor AHT
01 =Dox No/ AHT Yes
11 =Dox Yes/ AHT yes
Right-justified, blank-filled.

003 A 9- 10 F#VERF for internal CTC use only; blanked

004 I 11- 16 F#DATMOD forinternal CTC use only; blanked

005 I 17- 20 F#TIMMOD forinternal CTC use only; blanked

006 I 21- 21 F#TYPMOD forinternal CTC use only; blanked

007 I 22- 30 F#IDD Random ID generated to replace original ID

[008- assigned at RZ; from range of 1-200 000, zero-filled,

009] right-justified (replaces F#TCN, F#PNO, F#RCN,;
see key)

Form # I 31- 33 Form # present but not assigned a field number;

used with version number

011 I 34- 34 F#VSN combined with form number (no field number)

010 DR 35- 42 F#DATES8 converted to number of days since RZ (supersedes
fields 012 and 013)

015 A 44 - 44  F#SITE for internal CTC use only; blanked

016 A 45- 50 F#ACROS forinternal CTC use only; blanked

017 I 51- 52 F#EDIT forinternal CTC use only; blanked

*l=integer; A=alpha; D=date (mmddyy or ddmmyy); R=reverse (yymmdd)
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ALLHAT Bounds File Format
Bounds File for Each Form Follows the Field-Marked Version of the Form

Columns Length Item Item Description Value Labels or Remarks
Used (char.) type
1- 2 2 A Study code
3-5 3 I Form number
6- 6 1 blank (for easier reading)
7- 7 1 I Version number of form
8- 8 1 blank for easier reading
9-11 3 | Field number
12-12 1 A Type of data in field I=integer
A=alpha
F=fixed-point format
13-14 2 A Type of field D=date
DR=reverse date
15-17 3 I Starting column of data on form-length record
18-18 1 Dash punctuation for easier reading
19-21 3 I Ending column of data on form-length record
22-22 1 blank for easier reading
23-30 8 A Name of Field
31-31 1 blank for easier reading
32-40 9 I Lower range of field may be blank filled for legibility
41-41 1 blank for easier reading
42-50 9 I Upper range of field may be blank-filled for legibility
51-51 1 blank for easier reading
52-52 1 I Type of variable O=alpha, or n/a
1=continuous
2=discrete
53-59 7 blank reserved columns, unused
60-61 2 A Restriction of changes to field Y$=change restricted

blank=change not restricted
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Form Demographics

Number of Number of
Form Number ALLHAT Form Name Characters Repeatable Records

ALOO1 - Version 1  Antihypertensive Trial Eligibility Worksheet 234 465

Form
ALOO1 — Version 2 231 5751
ALOO1 - Version 3 234 36202
ALO02 — Version 1  Lipid-Lowering Trial Eligibility and 98 92

Randomization Form
ALO02 — Version 2 95 10263
ALO03 — Version 1  Follow-up Visit Form 264 R 474
ALOO3 — Version 2 244 R 39138
ALOO03 — Version 3 209 R 242750
ALO03 — Version 4 187 R 246827
ALO04 — Version 1 Ewvent Reporting Form 113 R 12
ALO04 — Version 2 126 R 6002
AL004 — Version 3 139 R 13456
ALOO6 — Version 1  Report of Study Drug Disclosure Form 75 R 2
ALO06 — Version 2 76 R 111
AL006 — Version 3 131 R 2464
ALOO7 — Version 1 Report of Refusal or Loss to Follow-up Form 77 R 4280
ALOO7 — Version 2 77 R 3313
ALOO7 — Version 3 77 R 149
ALO11 — Version 1 Receipt of Endpoint Documentation Form 166 R 19470
ALO12 — Version 1  Endpoint Quality Control Selection and 230 R 498

Documentation Form
ALO013 — Version 2 Adwerse Experience Form 290 R 363
ALO20 — Version 1  Transition Form - Only for Participants 129

Assigned to Doxazosin 8406
ALO22 — Version 1  Closeout Form 206 29877
AL023 — Version 1  CHF Quality Control Form 566 R 3033
AL024 — Version 1  Closeout Postcard Form 79 338
ALO25 - Version 1  Blood Pressure Medication at Study Entry 75

Form 1446
ALO30 — Version1 Lab Record 626 R 184391
ALO31 —Version1 ECG Record 112 R 99203
AL032 — Version 1  Serial Change ECG Record 310 R 58366
AL040 — Version 1  Supplemental Death Record 95 R 2461
ALO41 — Version1 Supplemental Event Record 195 R 44369
ALOB0 — Version 1  Antihypertensive Randomization Screen 162 390
ALO80 — Version 2 164 5809
ALO80 — Version 3 165 36219
ALO81 — Version 1  Lipid-lowering Randomization Screen 78 94
ALO081 — Version 2 78 6525
ALO81 — Version 3 87 3736
AL084 — Version 1 ECG Inventory Log Form 61 R 52639
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Batch Flag Tabulation

Flag 1 Flag 2
Form Number ALLHAT Form Name No Yes No Yes

ALOO01 — Version 1  Antihypertensive Trial Eligibility Worksheet

Form 0 465 0 465
ALO01 — Version 2 0 5751 0 5751
ALO01 — Version 3 0 36202 0 36202
ALO02 — Version 1  Lipid-Lowering Trial Eligibility and 92

Randomization Form 0 0 92
AL002 — Version 2 0 10289 0 10263
ALOO3 - Version 1  Follow-up Visit Form 0 474 0 474
AL003 - Version 2 0 32138 0 39138
ALOO3 — Version 3 4 242746 0 242750
AL0O03 — Version 4 120809 126018 0 246827
ALOO04 — Version 1 Event Reporting Form 0 12 0 12
AL004 — Version 2 0 6002 0 6002
AL004 — Version 3 5810 7646 0 13456
ALOO6 — Version 1  Report of Study Drug Disclosure Form 0 2 0 2
ALO06 — Version 2 0 111 0 111
ALO06 — Version 3 819 1645 0 2464
ALOO7 — Version 1 Report of Refusal or Loss to Follow-up Form 3 4277 0 4280
ALOO7 — Version 2 1761 1552 0 3313
ALOO07 — Version 3 146 3 0 149
ALO11 — Version 1 Receipt of Endpoint Documentation Form 5810 13660 0 19470
ALO012 — Version 1 Endpoint Quality Control Selection and

Documentation Form 132 366 0 498
AL013 — Version 2 Adverse Experience Form 27 336 0 363
ALO20 — Version 1  Transition Form - Only for Participants

Assigned to Doxazosin 7484 922 0 8406
AL022 — Version 1 Closeout Form 29875 2 0 29877
AL023 — Version 1 CHF Quality Control Form 1009 2024 0 3033
AL024 — Version 1  Closeout Postcard Form 338 0 0 338
ALO25 — Version 1 Blood Pressure Medication at Study Entry

Form 0 1446 0 1446
ALO30 — Version1 Lab Record 25198 159193 0 184391
ALO31 - Version1l ECG Record 22270 76933 0 99203
ALO32 — Version 1  Serial Change ECG Record 22184 36182 0 58366
ALO40 — Version 1  Supplemental Death Record 1918 543 27 1182
ALO41 — Version1 Supplemental Event Record 19160 25209 0 44369
ALO80 — Version 1  Antihypertensive Randomization Screen 0 390 0 390
ALO80 — Version 2 0 5809 0 5809
AL0O80 — Version 3 0 36219 0 36219
ALO81 — Version 1  Lipid-lowering Randomization Screen 0 94 0 94
AL081 — Version 2 0 6525 0 6525
AL081 — Version 3 0 3736 0 3736
AL084 — Version1 ECG Inventory Log Form 22782 29857 0 52639
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ALOO1 - ALLHAT Antihypertensive Trial Eligibility Worksheet Form

The ALOOL1 is the hard-copy version of the information captured on the ALO80 form during the Antihypertensive
Randomization phone call. The ALO01 was subject to editing for consistency and logic. The ALO80 was never modified,
even if there were discrepancies between the ALOO1 and the AL080. The ALO80 was used for obtaining baseline
characteristics until the ALOO1 was received at the CTC, and then the ALOO1 took precedence in analyses.

Versions:
Version 1 — 01/94
Unique fields to version 1: F01021, F01046, F01065, and F01080.

Version 2 — 06/94

Version 3 — 05/95
Unique fields to version 3: F01099, F01100, and F01101

Fields unique to version 2 and version 3: F01089 to F01098.

Modified Fields for LADS Master File:
Blanked:

F01018 (versions 1,2,3)
F01019 (versions 1,2,3)
F01020 (versions 1,2,3)
F01045 (versions 1,2,3)
F01047 (versions 1,2,3)
F01059 (versions 1,2,3)
F01066 (versions 1,2,3)
F01067 (versions 1,2,3)
F01068 (versions 1,2,3)
F01069 (versions 1,2,3)
F01070 (versions 1,2,3)
F01071 (versions 1,2,3)
F01072 (versions 1,2,3)
F01083 (versions 1,2,3)

Changed date (mmddyy) to days since randomization:
F01037 (versions 1,2,3)

F01049 (versions 1,2,3)

F01050 (versions 1,2,3)

F01063 (versions 1,2,3)

F01096 (versions 2,3)

Coding details:

F01050: reset to a top value of a maximum value of (equivalent of as how days from randomization) 90 years
F01060: reset range (upper and lower values) for BMI equation (see Equations)

F01061: reset range for BMI equation (see Equations)

F01078: Years of education, starting with first grade (code 99 if not known); reset to top value of 25 for LADS.

F01082: ‘If you were to rate your current health on a scale of 0 to 100, with 100 being perfect health and 0 being death,
what number would you rate yourself today?’ (999=Unknown)

Blood pressure (F01039, F01040, FO1041, F01042, FO1043, F01044, FO1053 FO01054, F01055, F01056, F01057,
F01058), heart rate (F01052), weight (F01060), height (FO1061) were coded as "999" for missing/invalid values. Weight
and height 999 recoded to missing to prevent misuse in LADS BMI calculations.
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ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WORKSHEET
Information from Chart Review and Visit 1

1. Full name: _ _ _ e

2. a. Date randomized (mm-dd-yy): ____ - _ __ - __ __
b. Randomization number (given by CTC at Visit 2, if randomized): __ __ ___ -__ __ _ -__ _ __
c. Site code: __ d. Acrostic (given by CTC at Visit 2, if randomized): __ __ __ ____ __

3. Isthispatientage 60 orolder? .. ... ... ... it i i e i s Yes O 1

4. Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,
or history of unreliability in keeping appointments or taking prescribed drugs) . .......... O+ O2

5. Symptomatic myocardial infarction or stroke within past sixmonths .. ................ O1 Oz
6. Symptomatic congestive heart failure and/or ejection fraction < 35%, if known .......... O1 O2
7. Angina pectoris withinpast 6 months . . ....... ... ... . . . . i O1 O2
8. Known renal insufficiency (serumcreatininez2mg/dl) ... ......... ... .. .. . ... O1 O2
9. Requires thiazide-like diuretics, calcium antagonists, ACE inhibitors, or alpha adrenergic

blockers for reasons other than treatment of hypertension (e.g, CHF, angina) . . . ........ O1 O2
10. Requires three or more antihypertensive drugs to achieve satisfactory blood pressure control

SBP <160 mmHgand DBP <90 mmHg) ......... .. it O1 O2
11. Sensitivity or contraindication to any of the first-line study medications . ............... O1 Oz2

12. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the
course of the study

13. Old (>6 months) or age-indeterminate myocardial infarction orstroke . ............... O1 O2
14. History of CABG or coronary angioplasty or other revascularization procedure .......... O1 O2
15. Other documented atherosclerotic cardiovascular disease not requiring surgery ......... O1 Oz
16. Type |l diabetes mellitus [plasma glucose > 140 mg/dl (fasting)

or > 200 mg/dl (non-fasting) and/or on insulin or oral hypoglycemic agents] ............ O+1 O2
17. HDL-cholesterol <35 mg/dl (on 2 or more determinations within past Syears) ........... O+ O2
18. Left ventricular hypertrophy (LVH) by ECG . . ... ... ... ittt it O1 Oz2
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19. Visit 1date (Mm-dd-yy) .. ... ii ittt e ittt e e I
20. a. Blood pressure cuff size (arm circumference limits in parentheses) ... Pediatric (16.0 - 22.5 cm) O 1
Regular adult (22.6 - 30.0 cm) O 2

Large arm (30.1 -37.5cm) O3

Thigh (37.6 - 43.7 cm) O 4

b. Visit 1 seated blood pressure readings (mmHg) ... ... ... ... . S

c. Initials of person performing blood pressure measurements . ...................... e
21. Antihypertensive medication status .. .......................... On 1-2 drugs = 3 years O 1
On 1-2 drugs 2 2 months but < 3 years 0 2

On drugs < 2 months O 3
Currently untreated 1 4

22. Initials of person completing form . . . ... ... ...

23. Signature of person completingform . .. .....................

w Perform physical examination, ECG, local laboratory analyses, etc., as necessary for eligibility determination.

s Schedule Visit 2 at least 1 week and not later than 8 weeks from Visit 1, depending on antihypertensive drug
tapering requirements. Advise patient of need to fast prior to Visit 2.

Note: Patients requiring fapering of current antihypertensive medications between Visit 1 and Visit 2, whose
blood pressure exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should return within a few
days for a repeat blood pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient
should not be randomized into the antihypertensive trial.

Place ID label here

Patient name: ALO1 Page 2 of 4
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ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT
(Visit 2)

Full name: - ___ __ _ _

Randomization number (given by CTC at Visit 2, if randomized): __ __ __ -______ -____ __

Site code: __ Acrostic (given by CTC at Visit 2, if randomized): __ __ __ __ __ __
24. Visit 2 date: —— . 25, Bithdate: ____-_ __-______
mm dd vy mm dd yyyy
26. a Bloodpressurecuffsize............. ... .. i, Pediatric (16.0 - 22.5 cm) O 1

Regular adult (22.6 - 30.0 cm) O 2
Large arm (30.1 -37.56cm) O3
Thigh (37.6 - 43.7cm) O 4

b. Heart rate (beats/min =30-second count X 2) . ......... .0ttt nnnnnnns e

c. Visit 2 seated blood pressure readings (mm Hg) . ... ... ... .. ... .. [
——

Average: ____ __ [/ __ __ __

d. Initials of person performing blood pressure measurements . ...................... ——

27. Waeight (IbS) . . .. ..o et e ——
28. Height (INChBS) . . . . .. ... it e ettt et e et —
29. Consent for antihypertensive trial randomization signed? ............................ Yes 01

STOP, patient is not eligible = No, refused [0 2
Jo randomize into antihypertensive trial: Call 1-800-690-7870 between 7:00 a.m and 7:00 p.m. Central time.
30. Date randomized (IMM-Ad-yy) .. .... ..ottt ittt tne e, I B S
31. Antihypertensive drug bottle number . ... ... ... .. ... . . i it e —_—
32. Is patient eligible and willing thus far for the lipid-lowering trial? ....................... Yes O 1

Note: Final eligibiiity for the lipid-lowering trial will be determined using results of today's blood
draw.

ALO1 Page 3 of 4
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33. Social Security Number: - -

34. Medicare Number (leave blank if unknown): __ __ __ -- _ -____ __ __-__

35, a. Race: 01 White b. Is the patient of Hispanic origin? OO 1 Yes
02 Black O2 No
O 3 Amer Indian/Alaskan native O3 DK

O 4 Asian/Pacific Islander
O s Other, specify

36. Sex: 01 Male 37. Cigarette smoking: [ 1 Current smoker
O2 Female O 2 Past smoker
O 3 Never smoked

38. Years of education, starting with first grade (code 99 if notknown) ......................

39. Is patient cumrently taking gspign regularly? . ... ... .. ... e Yes O 1

41. In general, would you say your heaithis: . ............ ... .. ... .. Exceilent 0 1

Very good 0 2

Good 0 3

Fair O 4

Poor O 5

No answer/unknown [1 6
42. If you werse to rate your current health on a scale of 0 to 100, with 100 being
perfect health and 0 being death, what number would you rate yourself today?

(Use example from manual; code 999 if no answerorunknown) ......................

43. Initials of person completing this form: . . . .. ... .. . .. . . i e e

Signature of person completingthisform . ....................

=r Electrocardiogram (with routing slip ALO5A) - if an ECG has been done within the past month, it may be
submitted as the baseline ECG

= Central laboratory evaluations - baseline profile (serum potassium, creatinine, glucose, lipid profile, ALT)
o Lifestyle advice for blood pressure reduction

Please attach ALLHAT Antihypertensive Trial Eligibility Worksheet to the front of this form prior to sending to
the Clinical Trial Center.

Place ID label here

Patient name:
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() OF () Batch (O VERIFIER ggqré O DY

ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WOFIKSHEE FORM JQN
Information from Chart Review and Visit 1 — R\
CenTurY (o) s€a

a. Date randomized (mm-dd-yy): _ _ ~=~<__ - __ __ @

Information from: Chart Review:or Local Determinations

4.

S
6
7.
8
9

11.

12. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the

Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,
or history of unreliability in keeping appointments or taking prescribed drugs) ........... O1 O2

® ®

Symptomatic myocardial infarction or stroke within past sixmonths .. ................ O1 0O2

Symptomatic congestive heart failure and/or ejection fraction < 35%, if known .......... 01 Oz “') @

Angina pectoris withinpast 6months . . ......... ... ... i, 01 O2

Known renal insufficiency (serumcreatininez2mg/dl) . ... ... ... ... .. ... .. ...... 01 O2 ™ 10,

Requires thiazide-like diurstics, calcium antagonists, ACE inhibitors, or alpha adrenergic

blockers for reasons other than treatment of hypertension (e.g, CHF, angina) . .......... 01 0Oz @

10. Requires three or more antihypertensive drugs to achieve satisfactory blood pressure control

(SBP < 160 mm Hg and DBP € 90 MM HG) .+ .+« v vv e see e eee e e eeeenn s O1 Oz

Sensitivity or contraindication to any of the first-line study medications . . .............. O1 Oz e -
5

course of the StUdy . . ... ... . . it ittt et en et snnnaennennens

HANY of items 4

13. Old (>6 months) or age-indeterminate myocardial infarction orstroke ................ 01 02
14. History of CABG or coronary angioplasty or other revascularization procedure .......... O1 Oz
15. Other documented atherosclerotic cardiovascular disease not requiring surgery ......... 01 Oz
16. Type |l diabetes mellitus [plasma glucose > 140 mg/dl (fasting)
or > 200 mg/dl (non-fasting) and/or on insulin or oral hypoglycemic agents] ............ O1 Oz
17. HDL-cholesterol <35 mg/dl (on 2 or more desterminations within past S5years) . .......... O1 Oz /03 3
18. Left ventricular hypertrophy (LVH) by ECG . . ... .. ... . .. ittt it O1 Oz

OO ®

ALO1 Page 1 of 4
Version 1 - 01/94



19. Vist1date (mm-dd-yy) . .......oiitii ittt itiinnnnereneaneennas —— =

20. a. Blood pressure cutf size (amm circumference limits in parentheses) ... Pediatric (16.0 - 22.5 cm) O 1 f
Regular adult (22.6 - 30.0 cm) O 2 (932

Large arm (30.1 -37.5cm) 03
Thigh (37.6.-.43.7 cm).[J 4

b. Visit 1 seated blood pressure readings (mmHg) ............ ... ........ /I __
-
Average: __ / __
c. Initials of person performing blood pressure measurements . ................¢c.0... - _
21. Antihypertensive medication status . ........................... On 1-2 drugs = 3 years [ 1

On 1-2 drugs 2 2 months but < 3 years O 2
On drugs < 2 months 00 3
Currently untreated 1 4

104,

22. Initials of person completing fomm . . . . ... ... .. it e e —_ N
1043
23. Signature of person completingform . . . ..................... P @

w Perform physical examination, ECG, local laboratory analyses, etc., as necessary for eligibility determination.

s Schedule Visit 2 at least 1 week and not later than 8 weeks from Visit 1, depending on antihypertensive drug
tapering requirements. Advise patient of need to fast prior to Visit 2.

Note: Patients requiring tapering of current antihypertensive medications between Visit 1 and Visit 2, whose
blood pressure exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should retumn within a few
days for a repeat blood pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient
should not be randomized into the antihypertensive trial.

Place ID label here

Patient name: ALO1 Page 2 of 4
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ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT

(Visit 2)
Full name: - ___ __ S —
. First Ml Last
Randomization number (given by CTC at Visit 2, if randomized): __ __ __ - __ ____-__ ____
Site code: ___ Acrostic (given by CTC at Visit 2, if randomized): ___ _ _ _ _
24. Vist2date: @ ___-—__-____ 25. Birthdate: _____-___-___.__.
mm dd yy mm dd yyyy
26. a. Bloodpressurecuffsize................ ... ... . . L. Pediatric (16.0 - 22.5 cm) O 1
Regular aduit (22.6 - 30.0 cm) O 2

Large arm (30.1 - 37.5cm) O3
Thigh (37.6 - 43.7 cm) O 4

b. Heart rate (beats/min = 30-second COUNt X 2) . . ... ..t iitientenennennnnnn, .
....................... &),

c. Visit 2 seated blood pressure readings (mm Hg)

d. Initials of person performing blood pressure measurements . ..............c000uu.. _
27, WBIGHE (IDS) . . . o v e ettt e et et e e e e e e e e e e e _ <
28. Height (INCheS) . . . . . ... i i i i it it et tte s s aeeeeaesneeeeennnns
29. Consent for antihypertensive trial randomization signed? . ................. .o .... Yes OO 1
STOP, patient is not eligible = No, refused O 2

JTo randomize into antihypertensive trial: Call 1-800-690-7870 between 7:00 a.m and 7:00 p.m. Central time.

30. Date randomized (MM=Ad-YY) .. ... ...ttt it ettt neeennnns e N

31.  Antihypertensive drug bottle NUMDEE . . . ... ... oo u e e e e oy

. 32. s patient eligible and willing thus far for the lipid-lowering trial? ....................... Yes O 1
No O 2

Note: Final eligibiiity for the lipid-lowering trial will be determined using resuits of today’s biood
draw.
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33. Social Security Number: —_ - ._
34. Medicare Number (leave blank if unknown): ____ - _ __ -

35. a. Race: 01 White b. Is the patient of Hispanic origin? 01 Yes
‘Dz No

02 Black @
0 3 Amer Indian/Alaskan native O3 DK
O 4 Asian/Pacific Islander P

O 5 Other, specify

36. Sex: O1 Male 37. Cigarette smoking: [0 1 Curmrent smoker
O 2 Female 2 Past smoker
O 3 Never smoked
38. Years of education, starting with first grade (code 99 ifnotknown) ...................... _.
39. |s patient currently taking aspifinregularly? . ..... ... ... . .. . i i i i i i Yes 0 1

41. In general, would you say your healthis: . ............... .. .. i, Excellent [0 1
Very good 0 2
Good 0 3
Fair O 4
Poord 5
No answer/unknown (1 6
42. If you were to rate your current heaith on a scale of 0 to 100, with 100 being
pertect heaith and O being death, what number would you rate yourself today?

(Use example from manual; code 999 if no answer orunknown) ...................... __>= i

43. Initials of person completing thisform: . . ... ...... .. ... ... i i, e _

Signature of person completingthisform .. ... ................ @

wr Electrocardiogram (with routing slip ALO5A) - if an ECG has been done within the past month, it may be
submitted as the baseline ECG

s Central laboratory evaluations - baseline profile (serum potassium, creatinine, glucose, lipid profile, ALT)
wr Lifestyle advice for blood pressure reduction

Please attach ALLHAT Antihypertensive Trial Eligibility Workshest to the front of this form prior to sending to
the Clinical Trial Center.

Place iD label here

Patient name:
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IDO0OO0 1 0011V 022-024 TCENTER 1 750 1
IDO00 1 0021C 025-027 PPTNUM 1 700 1
IDO0O0 1 0031C 028-030 OCENTER 1 750 1
FMOOO 1 0011 031-034 FORMVSN 1 999 1
ALOO1 1 0011 1- 2 F1KPCD 1 9 2
ALOO1 1 O002IDR 3- 8 F1BATDT 1 999999 1
ALOO1 1 OO03A 9- 10 F1VFCD 1 90
ALOO1 1 OO4IDR 11- 16 F1DATMOD 1 999999 1
ALOO1 1 0051 17- 20 F1TIMMOD 1 9999 1
ALOO1 1 0061 21- 21 FATYPMOD 1 9 2
ALOO1 1 0071 22- 24 F1TCN 1 662 1 Y$
ALOO1 1 008l 25- 27 F1PNO 1 700 1 Y$
ALOO1 1 009l 28- 30 F1RCN 1 662 1 Y$
ALOO1 1 0101 35- 42 F1DATES8 1 99999999 1 Y$
ALOO1 1 0111 34- 34 F1VS 1 32 Y$
ALOO1 1 0121 35- 36 F1CENT 19 20 2 Y$
ALOO1 1 O13IDR 37- 42 FO1KEYDT 1 999999 1 Y$
ALOO1 1 0141 43- 43 F1SEQ 1 9 2 Y$
ALOO1 1 015A 44- 44 FI1SITE 1 90 Y$
ALOO1 1 016A 45- 50 F1ACROS 1 90 Y$
ALOO1 1 0171 51- 52 F1EDIT 0 32 Y$
ALOO1 1 018A 53- 63 F1RINO 1 90 Y$
ALOO1 1 0191 64- 66 F1PAYCN 1 999 1 Y$
ALOO1 1 020A 70- 80 F1CKNUM 1 90 Y$
ALOO1 1 0211 81- 81 FO1FDO21 1 22
ALOO1 1 0221 82- 82 FO1FDO0O22 1 22
ALOO1 1 0231 83- 83 FO1FDO23 1 22
ALOO1 1 0241 84- 84 FO1FDO024 1 22
ALOO1 1 0251 85- 85 FO1FD0O25 1 22
ALOO1 1 0261 86- 86 FO1FDO026 1 22
ALOO1 1 0271 87- 87 FO1FDO27 1 22
ALOO1 1 0281 88- 88 FO1FDO28 1 22
ALOO1 1 0291 89- 89 FO1FDO29 1 22
ALOO1 1 030l 90- 90 FO1FDO30 1 22
ALOO1 1 0311 91- 91 FO1FDO31 1 22
ALOO1 1 0321 92- 92 FO1FDO032 1 22
ALOO1 1 033lI 93- 93 FO1FDO33 1 22
ALOO1 1 0341 94- 94 FO1FDO34 1 22
ALOO1 1 0351 95- 95 FO1FDO35 1 22
ALOO1 1 0361 96- 96 FO1FDO36 1 22
ALOO1 1 037ID 97-102 FO1FDO37 1 99 1
ALOO1 1 0381 103-103 FO1FDO38 1 4 2
ALOO1 1 0391 104-106 FO1FDO39 60 300 1
ALOO1 1 0401 107-109 FO1FD0O40 0 200 1
ALOO1 1 0411 110-112 FO1FDO41 60 300 1
ALOO1 1 0421 113-115 FO1FDO0O42 0 200 1
ALOO1 1 0431 116-118 FO1FDO043 60 300 1
ALOO1 1 0441 119-121 FO1FD0O44 0 200 1
ALOO1 1 045A 122-124 FO1FDO045 1 99 0
ALOO1 1 0461 125-125 FO1FDO46 1 4 2
ALOO1 1 047A 126-128 FO1FD0O47 1 99 0
ALOO1 1 0481 129-129 FO1FD0O48 0 12
ALOO1 1 0491D 130-135 FO1FDO049 1 99 1
ALOO1 1 0501D 136-143 FO1FDO50 1 99999999 1
ALOO1 1 0511 144-144 FO1FDO51 1 4 2
ALOO1 1 0521 145-147 FO1FDO052 10 200 1
ALOO1 1 0531 148-150 FO1FDO53 60 300 1
ALOO1 1 0541 151-153 FO1FDO54 0 200 1
ALOO1 1 0551 154-156 FO1FDO55 60 300 1
ALOO1 1 0561 157-159 FO1FDO56 0 200 1
ALOO1 1 0571 160-162 FO1FDO57 60 300 1
ALOO1 1 0581 163-165 FO1FDO58 0 200 1
ALOO1 1 059A 166-168 FO1FDO059 1 99 0
ALOO1 1 0601 169-171 FO1FDO60 20 500 1
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o771
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ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WORKSHEET
Information from Chart Review and Visit 1

Name: 1.d. Date randomized (mm-dd-yy):

la.ID# __ _ _ - - T

b. Site code: __ c. Acrostic:

Place ID Iabel here after randomization.

Warning: Patients must be at least 60 years of age at the time of randomization!

Exclusion criteria for the antihypertensive trial (patient cannot have any of the following): Yes No

2. Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,

or history of unreliability in keeping appointments or taking prescribed drugs) .................... O+ Oz
3. Symptomatic myocardial infarction or stroke within pastsixmonths . ............. ... ... ... ... O+ O2
4. Symptomatic congestive heart failure and/or ejection fraction < 35%, ifknown ................... 01 0O2
5. Angina pectoris (chest pain) within past 6 months - patient may still be eligible

if their chest pain is controlled on medications (see ltem #7) .......... ... ... ... .. ... ... ... O+ 0O2
6. Known renal insufficiency (serum creatinine=2mg/dl) ......... .. ... . . i i e O1 0Oz
7. Requires thiazide-like diuretics, calcium antagonists, ACE inhibitors, or alpha adrenergic

blockers for reasons other than treatment of hypertension (e.g, CHF, angina) .................... 01 Oz
8. Requires therapeutic doses of three or more antinypertensive drugs to achieve satisfactory

blood pressure control (SBP <160 mm Hgand DBP <90 mmHg) .............. ... O+ 0O2
9. Sensitivity or contraindication to any of the first-line study medications ......... ... ... ... ... ... O+ Oz
10. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the

COUrse ol the Sty . cve cvmv s ims suim e smma s mes wnm e s M s o 58 5 570 § & FE 5 500 8 EIW 6§ SR E S R S W 8 O+ 0Oz

Eligibility criteria for antihypertensive trial tient must have one or more of the following): Yes No
11. Old (>6 months) or age-indeterminate myocardial infarction or stroke .. ....................... O+ Oz2
12. History of CABG or coronary angioplasty or other revascularization procedure ................... 01 O2
13. Major ST segment depression or T wave inversion on any ECG in the pasttwoyears ............. O+ O:2
14. Other documented atherosclerotic cardiovascular disease ................... ... .. ... 01 0O2
15. Type |l diabetes mellitus [plasma glucose > 140 mg/dl (fasting) or

> 200 mg/dl (non-fasting) and/or on insulin or oral hypoglycemic agents in the past two years] ....... O+ O:2
16. HDL-cholesterol <35 mg/dl (on any 2 determinations withinpast5years) ....................... O+ O2
17. Left ventricular hypertrophy (LVH) on any ECG inthe pasttwoyears .......................... O+ O2

18. Combined wall thickness of = 25 mm on any echocardiogram in the past two years . O+ O2

ALO1 Page 1 of 4
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19. Visit 1 date (mm-dd-yy) . ... ..t i e e e - -

20. a. Blood pressure cuff size (arm circumference limits in parentheses) ........... Pediatric (16.0 - 22.5cm) O 1
Regular adult (22.6 - 30.0 cm) O 2

Large arm (30.1 - 37.5cm) O 3

Thigh (37.6 - 43.7 cm) O 4

b. Visit 1 seated blood pressure readings (mm Hg) ........... ... ... [
Patient should be seated for at least five minutes without smoking, feet SR P —
flat on the floor, in an erect but comfortable position. Average: __ |/

c. Initials of person performing blood pressure measurements .. ............ ... .., o
21. Antihypertensive medication status . .......... ... .. ... . .. i iiiiia On 1-2 drugs = 2 months O 1

On drugs <2 months 0 2
Currently untreated 00 3

On 1-2 drugs > 2 months: On drugs < 2 months or currently untreated:

SBP < 160 O Ye: SBP > 140 ay SBP < 180 0 Yes—
O No O No 0O No
DBP < 100 oy DBP > 90 ay DBP < 110 0O Yes—
0O No 0O No 0O No
Both must be "Yes" for One of these . . . . .. and both of these must be
patient to be eligible. "Yes" for patient to be eligible.

22. Initials of person completing form

23. Signature of person completingform . ....... ... ... .. . L.,

= Perform physical examination, ECG, local laboratory analyses, etc., as necessary for eligibility determination.

s& Schedule Visit 2 at least 1 day and not later than 8 weeks from Visit 1, depending on antihypertensive drug tapering
requirements. Advise patient of need to fast prior to Visit 2, and that diuretics and potassium supplements should not
be taken on the day of Visit 2.

Note: Patients requiring tapering of current antihypertensive medications between Visit 1 and Visit 2, whose blood
pressure exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should return within a few days for a repeat
blood pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient should not be randomized
into the antihypertensive trial.

Place ID Iabel here

Patient name: ALO1 Page 2 of 4
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ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT

(Visit 2)
Name: 24, Visit 2 date (mm-dd-yy) __ _ -__ _ -__ _
D e e e 25. Birthdate N R R
Site code: __ Acrostic: __ (mm-dd-yyyy)
Place ID label here after randomization.
26. a. Bloodpressurecuffsize .......... ... . . .. e Pediatric (16.0 -22.5cm) O 1
Regular adult (22.6 - 30.0 cm) O 2
Large arm (30.1 - 37.5cm) O3
Thigh (37.6 - 43.7 cm) O 4
b. Heart rate (beats/min = 30-secondcount X 2) .......... ...t -
c. Visit 2 seated blood pressure readings (mm Hg) . ........ ... ... ... .. /I
Patient should be seated for at least five minutes without smoking, feet N
flat on the floor, in an erect but comfortable position. Average: | _
On 1-2 drugs > 2 months at
Visit 1: On drugs < 2 months or untreated at Visit 1:
SBP <180 O Yes— SBP > 140 O Yes— SBP < 180 O Yes—
O No 0O No 0O No
DBP <110 O Yes— DBP = 90 0O Yes— DBP < 110 O Yes—
O No O No 0O No
Both must be "Yes" for One of these . . . . . . and both of these must be
patient to be eligible. "Yes" for patient to be eligible.

d. Initials of person performing blood pressure measurements
27  Welaht (IDS) sz s mus s 5 & = w58 5 & & 5505 § Sisist & Shel & & B0 & & S & & (B0 & & 0530 & RS 590 E & MR 4 B WUE & B G0 8
28. Height (inches)

29. Consent for antihypertensive trial randomization signed? .............. ... .. .. . i i, YesO 1

STOP, patient is not eligible = No, refused O 2

To randomize into antihypertensive trial: Call 1-800-690-7870 between 7:00 a.m and 7:00 p.m. Central time
Monday through Friday.

30. Date randomized (mm-dd-yy)

31.  Antihypertensive drug bottle number

..................................................

........................................

32. Social Security number:

33. Medicare number (required for patients > 65 years of age): - - -

34. a. Race: O 1 White b. Is the patient of Hispanic origin? 01 Yes
O 2 Black (must be answered!) O2 No
O 3 Amer Indian/Alaskan native O3 DK

O 4 Asian/Pacific Islander
O 5 Other, specify

35. Sex: O1 Male 36. Cigarette smoking: [ 1 Current smoker
O 2 Female O 2 Past smoker
[0 3 Never smoked

ALO1 Page 3 of 4
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37. Years of education, starting with first grade (code 99 if not known) ............

----------------

38. Is patient currently taking aspirin reqularly? . .. . ... ... e Yes O 1
No O 2
DKO3
39. For women only: |s patient currently prescribed an estrogen supplement? .................... Oral O 1
Patch O 2
No O3
DKDO4
Yes No
40. Does patient have evidence of CHD (known prior M|, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization
ProCedUIe)? vz sovs s s e s mig s 5 S S N E B S F SR SR AT s B EUE B WIS £ E AU 6§ 8 5 SN E 6 MRS S £ B 01 02
Exclusions for lipid-lowering trial (patient cannot meet any of the following criteria):
41. Current use of prescribed lipid-lowering agents or = 500 mg/day of non-prescription niacin,
or use of probucol withinthe pastyear ...... ... .. . . it O+ 0O=2
42. Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or
10 (0] 1= - 1 T ) I O1 0O2
43. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
or untreated hypothyroidism . ... ... ... i i i e O+ 02
44, Is the patient willing to enroll in the cholesterol-lowering component? ......................... Yes O 1
NoDO2
Not sure O 3
Not eligible I 4
45. In general, would you say your healthis: . ... ....... ... ... . .. i Excellent O 1
Very good O 2
Good O 3
Fair O 4
Poor O 5

46. If you were to rate your current health on a scale of 0 to 100, with 100 being
perfect health and 0 being death, what number would you rate yourself today?

(Use example from manual; code 999 if no answer or unknown) ..............
47. Date of nextvisit (mm-dd-yy) ........ ... i

48. Initials of person completing this form: . .. ....... .. ... .. .. .,

49. Signature of person completingthisform . . .............. ... ... .. ...

Other evaluations at this visit:

No answer/unknown O 6

s Electrocardiogram (with routing slip ALO5A) - if an ECG has been done within the past year, it may be submitted as
the baseline ECG. Be sure to use the latest ECG available. Use the preprinted baseline ECG label provided by the

Clinical Trials Center.

= Central laboratory evaluations - baseline profile (check profile ALLOT on the laboratory request slip)

= Lifestyle advice for blood pressure reduction
s& Remind patients eligible for the cholesterol-lowering trial to fast prior to Visit 3.

the Clinical Trial Center.

Please attach ALLHAT Antihypertensive Trial Eligibility Worksheet to the front of this form prior to sending to

ALO1 Page 4 of 4
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prest o ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WORKSHEET
' Information from Chart Review and Visit 1

b. Site code: _ c. Acrostic: ________ _ Date mw:@ Time Mod: @ Mod Fiag:@
Place ID label here after randomization. mez@ et @ - @ Seq:®

Warning: Patients must be at least 60 years of age at the time of randomization! Eﬂag

Exclusion criteria for the antihypertensive trial (patient cannot have any of the following): es No

2. Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,

or history of unreliability in keeping appointments or taking prescribed drugs).............c.ccevevrinnens O¢1 O2
3. Symptomatic myocardial infarction or stroke within past SIX MONth ............ccceueerereierienrieseesseraeseenenae O1 O2
4. Symptomatic congestive heart failure and/or ejection fraction < 35%, if KNOWN............ccocvereeernnnne 0102
5. Angina pectoris (chest pain) within past 6 months - patient may still be eligible

if their chest pain is controlled on medications (see Hem #7) ...t O1 O2
6. Known renal insufficiency (Serum creatining = 2 M@/I).........co.eveveverveesesseeeesesseessesssssssssssesssssssesssses O1 O2

Requires thiazide-like diuretics, calcium antagonists, ACE inhibitors, or alpha adrenergic

blockers for reasons other than treatment of hypertension (e.g, CHF, angina) .........cceeceeevivveiereecveneenen. O+ O2
8. Requires therapeutic doses of three or more antihypertensive drugs to achieve satisfactory

blood pressure control (SBP < 160 mm Hg and DBP < 90 MM HG) .....covevveeieereeseneeresemseseessesssseeseees 01 O2
9. Sensitivity or contraindication to any of the first-line study medications............cccccceveevrervnrnrerrerrrcnnenns 01 0O2

10. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the
course of the study

o

Eligibility criteria for antihypertensive trial (patient must have one or more of the following): Yes No
11. Old (>6 months) or age-indeterminate myocardial infarction or SrOKE ..............ocovveeveeeeoveoeerersessens 01 O2
12. History of CABG or coronary angioplasty or other revascularization procedure .............c...pveevveveenenns O1 O2
13. Major ST segment depression or T wave inversion on any ECG in the past two years Vfa% .......... O+ O2
14. Other documented atherosclerotic cardiovascular diSEASE ............c..ccveerrrereeriieieieeesseeeeeeeeeeeeeereseens 01 02 @
15. Type Il diabetes mellitus [plasma glucose > 140 mg/di (fasting) or

> 200 mg/d! (non-fasting) and/or on insulin or oral hypoglycemic agents in the past two years]............ O+ O2
16. HDL-cholesterol <35 mg/dl (on any 2 determinations within past § Years)..................co.cooooveoveerveeenn.. 01 O2

ALO1 Page 1 of 4
Version 2 - 06/94



. VISit 1 GBS (MIM-GU-YY) +rrverrerreereeseesseesseesesseeesssseseseeeessesesesesessemssssesssesessssssssasessssasessrmmnes S @

20. a. Blood pressure cuff size (arm circumference limits in parentheses) ................. Pediatric (16.0- 22.5 cm) OO0 1 @
Reguiar adult (22.6 - 30.0 cm) O 2
Large arm (30.1-37.5cm) O3
Thigh (37.6 -43.7cm) O 4

b. Visit 1 seated blood pressure readings (MM HG) ...,

Patient shouid be seated for at least five minutes without smoking, feet I
fiat on the floor, in an erect but comfortable position.

c. Initials of person performing blood pressure MeasuremMEents..........ccoveveerirnrvmrrriecierrerere e

21. AntihyPErtensive MEICAtION SLALUS ..............ceeeveeeeeereeeseesseesesesesessesesesssesessesesons On 1-2 drugs 2 2 months 00 1(G0s7)
On drugs < 2 months O 2
Currently untreated O 3

On 1-2 drugs 2 2 months: On drugs < 2 months or currently untreated:
SBP <160 O Yes— SBP 2 140 0O Yes— SBP <180 O Yes—
O No O No O No
DBP < 100 O Yes— DBP 290 O Yes— DBP <110 O Yes—
ONo O No ONo
L..nust be “Yes" for patient One of these . . . .. . and both of these must be "Yes" for
to be eligible. patient to be eligible.
22. Initials of person completing fOMM ....... ...t ersranrrereeessrareerassssssanereesssessanseneeseessranessasssnnasssansen ——— @
23. Signature of person completing form ...........ccooiieeieeee e @

# Perform physical examination, ECG, local laboratory analyses, etc., as necessary for eligibility determination.

= Schedule Visit 2 at least 1 day and not later than 8 weeks from Visit 1, depending on antihypertensive drug tapering
requirements. Advise patient of need to fast prior to Visit 2, and that diuretics and potassium supplements should not be
taken on the day of Visit 2.

Note: Patients requiring tapering of current antihypertensive medications between Visit 1 and Visit 2, whose blood
pressure exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should return within a few days for a repeat
blood pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient should not be randomized
into the antihypertensive trial.

. Place ID label here

. ALO1 Page 2 of 4
Patient name: Version 2 - 06/94




i ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT
(Visit 2)
Name: 24. Visit 2 date (mm-dd-yy) ____-__ __ - __
S O — 25. Birthdate NS ()
Site code: __ Acrostic: __ __ (mm-dd-yyyy)
Place ID Iabel here after randomization.

26 4. Blood pressurBiCull SIZe. cuussyss s s e s e s Pediatric (16.0-22.5cm) 01 (1061
Regular adult (22.6-30.0cm) 02 -

Large arm (30.1 - 37.5cm) O 3

Thigh (37.6-43.7cm) O 4

b. Heart rate (beats/min = 30-SECONM COUNE X 2).......vuevvreeserscmmeresseiresssssssssssessssessessesssessssressemesenes — @
c. Visit 2 seated blood pressure readings (MM HO)......cooevvvererrevricviceneenereeeereeenn. / (1084

Patient should be seated for at least five minutes without smoking, feet flat

On drugs < 2 months or untreated at Visit 1:

SBP < 180 O Yes— SBP 2 140 O Yes— SBP <180 0 Yes—
O No O No O No
' DBP <110 O Yes— DBP 290 O Yes— DBP <110 O Yes—
O No O No ONo
Both must be "Yes" for patient Oneof these. .. . . . and both of these must be "Yes" for
to be eligible. patient to be eligible.
d. Initials of person performing blood pressure MEASUTEMENLES ............ccccoceieieereeseeeneeeeerte e eeessreseseseesaesasreessssaresessessessenssesssensesaen e _\ 10859

27. Weight (IBS) ......cocoviiiniinriiersissnssniesnsnnnens

28.  Height (INChES) ..........ccoovveeeeereereseeese S . @
29, Consent for antihypertensive trial rAandomiZation SIGNEU7...........ccccceieeieriierierreeereenese e e e sessesnesseseresessrssesresasssnenssnes .. YesO1
STOP, patient is not eligible = No, refused 00 2

Yo randomize into antihypertensive trial: Call 1-800-690-7870 between 7:00 a.m and 7:00 p.m. Central time Monday through Friday.
30. Date randomized (mm-dd-yy) .........cccceevvernnene

3. Antihypertensive drug bottle number ...
32. Social Security number: ...........ccceceiiicrrirceeneene

33. Medicare number (required for patients = 65 years of age): ..........cccceevveeveerveecnnene. .

34, a.Race: [O1 White, b. Is the patient of Hispanic origin? 01 Ye
0O 2 Black

{must be answered|) 02 No
O3 Amer Indian/Alaskan native O3 DK
O 4 Asian/Pacific Islander
05 Other, specify (_1074 ) 36. Cigarette smoking: O 1Current smoker
02 Past Smoker

0O 3 Never Smoked
5 Sex: 01 Male @
02 Femald

ALO1 Page 3 of 4
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3
- A N L

37.  Years of education, starting with first grade (code 99 if not KNOWN) .........ccciiiiiiiiiiiiniiiinnienniineen, — Qo)
38. s patient currently taking aspirin reguIary?........c.oooriireimeeiiin s YesO1 @
NoO2
, DKO3
9. For women only: |s patient currently prescribed an estrogen supplement?.........ccccceeeerinrnienn. Oral 01
Patch O 2
NoO3
DKO4
Yes No
40. Does patient have evidence of CHD (known prior MI, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization
PrOCOOUNB)? .......ocinsssscrssumsussnrsassnssinsnsssnsnisnasassnsssnssssnssnnssnsansasssnssusssssisasssnssnsssosansassassossssansion o1 02 @
Exclusions for lipid-lowering trial (patient cannot meet any of the following criteria):
41. Current use of prescribed lipid-lowering agents or > 500 mg/day of non-prescription niacin,
or use of probucol within the past Year.......c...cccccviiiiiiinciinini e e o1 0Oz2
42, Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or
g1 (o =T = T et N o1 0O2
43. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
or untreated
Y PONYTOIAISIN. . oiivsinissinsnvsesisnsas susssonsissvssmsasas s oussas Foa0vusnaoT o Hess s w s s Ee S S s RS Fa e s NTSH A SRR S S d e e e 01 02 (1094
44, |Is the patient willing to enroll in the cholesterol-lowering component? .............cccoviiieeireeneees Yes O 1
NoOO2
. Not sure 0 3
Not eligible OO0 4
45. In general, would you say your health is:.......ccccueeiiiieeeee e ee e s Excellent O 1
Very good O 2
Good O3
FairO 4
Poord5

No answer/unknown O 6

46. If you were to rate your current health on a scale of 0 to 100, with 100 being
perfect health and 0 being death, what number would you rate yourself today?

(Use example from manual; code 999 if no answer or UNKNOWN) ............ccoccvereeerervenieeerreennssnnnnes s @
47.  Date Of NEXt VISt (MM-GA-YY) rrrrrooooooooooeoeeoeese oo eeee s R R T,
48. Initials of person completing this fOIM: .....cciiiieiieir e e e e e e e see e e e e s eeee e e esenmn e aaanas A Caosy)
49. Signature of person completing this form ........ccoccoomeeiiiiiceieeee, o™,

Other evaluations at this visit:

@ Electrocardiogram (with routing slip ALOSA) - if an ECG has been done within the past year, it may be submitted as
the baseline ECG. Be sure to use the latest ECG available. Use the preprinted baseline ECG label provided by the
Clinical Trials Center.

@ Central laboratory evaluations - baseline profile (check profile ALLOT on the laboratory request slip)
@ Lifestyle advice for blood pressure reduction
‘Remind patients eligible for the cholesterol-lowering trial to fast prior to Visit 3.

Please attach ALLHAT Antihypertensive Trial Eligibility Worksheet to the front of this form prior to sending to
the Clinical Trial Center.
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ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WORKSHEET- VERSION 3
Information from Chart Review and Visit 1

/'-
‘“ew | Name: 1.d. Date randomized (mm-dd-yy):
tlalD# - - —— —————
b. Site code_: . c. Acrostic: __
Place ID Iabel here after randomization.
Warning: Patients must be at least 55 years of age at the time of randomization!
Exclusion criteria for the antihypertensive trial (patient cannot have any of the following): Yes No
2. Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,
or history of unreliability in keeping appointments or taking prescribed drugs) ..........c.coviiiiiian.. Ot O2
3. Symptomatic myocardial infarction or stroke withinpastsixmonths .. .......... . it iiiiiiiain. O1 D2
4. Symptomatic congestive heart failure and/or ejection fraction < 35%, ifknown ................ ...t .s. 01 02
5. Angina pectoris {chest pain) withinpast6 months  ............coiiiiiiii it en s o1 02
6. Known renal insufficiency (serumcreatinine=2mg/dl) ..ol e i e 01 02
7. Requires diuretics, calcium antagonists, ACE inhibitors, or alpha adrenergic
blockers for reasons other than treatment of hypertension (e.g, CHF,angina) ................cooiivvatn O1 02
~— 8. Requires therapeutic doses of three or more antihypertensive drugs to achieve satisfactory
~ blood pressure control (SBP < 160 mmHgandDBP < 90 mmHg) .......coviiiiiiiiiiiiiniaiiaeant. 01 0O2
9. Sensitivity or contraindication to any of the first-line study medications ..............ccoiiiiiiiiiinn, O1 02
10. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the
COUrSOOfthe SWUAY: . «s ¢ & s o covmamnimnse o v 5 & sarsesmmasieeds s 5 4 ¢ ¢ FaRiesiaatee 3 s § & & CoTaravmPEEEs o s § ¢ & £ 01 02

01 02

11. Participation in another clinical trial (observational studies are allowed) .

12. Old (>6 months) or age-indeterminate myocardial infarctionorstroke ........ ... .. i, 01 02
13. History of CABG or coronary angioplasty or other revascularization procedure ................c.cvveunn. O1 02
14. Major ST segment depression or T wave inversion on any ECG inthe pasttwoyears ................... 01 a2
156. Other documented atherosclerotic cardiovascular diSease . ...........c.cceviiierereinerersrnnneeens 01 02
16. Type |l diabetes mellitus [plasma glucose > 140 mg/d (fasting) or

> 200 mg/dl (non-fasting) and/or on insulin or oral hypoglycemic agents in the pasttwo years] ............. 01 02
17. HDL-cholesterol <35 mg/dl (on any 2 determinations withinpast5years) ..........cciiiiiiiiiniennnnnns O1 02
18. Left ventricular hypertrophy (LVH) on any ECG inthe pasttwoyears ..........ccoveerieninrennnreanans O1 Oz2
19. Combined wall thickness of > 26 mm on any echocardiogram in the pasttwoyears ..................... O1 O2
20. Current cigarette smoker . . O1 02

ALO1 Page 1 of 4
PSF 060-319 Version 3 - 5/95




7 21 Visit 1 oatedmm-ad-y] sesssemens s s 5 s s onmemmsane 6 8 § 5 SR EEREREESE § § § § 9.8 SREMRNEEEE - -

{)

-

22. a. Blood pressure cuff size (arm circumference limits in parentheses) ................ Pediatric (16.0-22.5¢cm) 01
Regular adult (22.6 - 30.0cm) O 2

Large arm (30.1-37.5cm) O3

Thigh (37.6 -43.7cm) O 4

b. Visit 1 seated blood pressure readings (MMHQ) ... ...ttt iiaennenn /

Patient should be seated for at least five minutes without smoking, feet | = ——— ———
flat on the floor, in an erect but comfortable position. Average: /

c. Initials of person performing blood pressure MeasuremMents . ......ovviinrin s eenreinanerennennn.

23. Antihypertensive medication status ...........coiiii i it i i e On 1-2 drugs > 2 months O 1
On drugs <2 months O 2
Currently untreated O 3

< 2 months or currently untreated:

SBP < 160 0O Yes— SBP > 140 O Yes— SBP < 180 0 Yes—
O No O No O No
DBP < 100 O Yes— DBP > 90 O Yes— DBP < 110 O Yes—
O No ONo ONo
Both must be "Yes" for patient Oneofthese. .. . . . and both of these must be "Yes" for
to be eligible. patient to be eligible.

24. Initials of person completing form

25. Signature of person completing form

= Perform physical examination, ECG, local laboratory analyses, efc., as necessary for eligibility determination.

@ Schedule Visit 2 at least 1 day and not later than 12 weeks from Visit 1, depending on antihypertensive drug tapering

requirements. Advise patient of need to fast prior to Visit 2, and that diuretics and potassium supplements should not be
taken on the day of Visit 2.

Note: Patients requiring lapering of current antihypertensive medications between Visit 1 and Visit 2, whose biood pressure
exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should return within a few days for a repeat blood

pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient should not be randomized into the
antihypertensive trial.

Place ID label here

Patient name:

ALO1 Page 2 of 4
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ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT (VISIT 2) - VERSION 3

Name: 26. Visit 2 date (mm-dd-yy) _ _ - _ -__
b# _ 27. Birthdate I
Site code: __ Acrostic: _ _ (mm-dd-yyyy)

Place ID label here after randomization.

28. a. Bloodpressure CUffSiZe ......vveieieeinii ittt iiie it iiiinanans Pediatric (16.0-22.5cm) 01
Regular adult (22.6 - 30.0cm) O 2

Large arm (30.1 -37.5cm) 0 3

Thigh (37.6 - 43.7cm) 0 4

b. Heart rate (beats/min =30-8€C0NA COUNE X 2) ...\t iitiie i iae i iaerensrinranrnnarnasnnrsns -
c. Visit 2 seated blood pressure readings (MMHG) ... l_
Patient should be seated for at least five minutes without smoking, feet flat SRS, —
on the floor, in an erect but comfortable position. Average: __ | __

On 1-2 drugs > 2 months at

Visit 1: On drugs < 2 months or untreated at Visit 1:

SBP < 180 0O Yes— SBP > 140 0 Yes— SBP < 180 O Yes—
O No aNo O No
DBP < 110 O Yes— DBP 2 90 O Yes— DBP < 110 O Yes—
ONo O No O No
Both must be "Yes" for patient One of these.. .. ... and both of these must be "Yes" for
to be eligible. patient to be eligible.
d. Initials of person performing blood pressure measurements . ......oviiiiiiniirininenenanennans e

29. Weight (IDS) cnicccammni s v s smemiminin s 8§ 5 65 Satilosas s 5 3 § 58 SUmEaoEes o 5 68 oS s s § 8 44
1 R o =TT | ) A ([T =)

31.  Consent for antihypertensive trial randomization signed? ............c.cciiriiiin it iinne s YesO1
STOP, patient is not eligible = No, refused O 2

Antihypertensive trial randomization: Call 1-800-690-7870 from 7:00 a.m. to 5:00 p.m. Central time Monday - Friday.
32. Daterandomized (MM-AO-YY) .. ..oiiintinieitiiitiiiantinneeriaanerasarennansens - -

33. Antihypertensive drug bottle NUMDEr . ... ..ottt e i it it e it e _
34. ‘Social Security NUMDBBE: .. ... :u aemamsicmss ooy smssmsmio s s s 8 oo s -
35. Medicare number (required for patients > 65 years ofage): ................ e
36. a.Race: O 1 White b. Is the patient of Hispanic origin? O1 Yes

O 2 Black (must be answered!) O2 No

0O 3 Amer Indian/Alaskan native 03 DK

O 4 Asian/Pacific Islander
O 5 Other, specify

37. Sex: 01 Male 38. Cigarettesmoking: 0O 1 Current smoker
O2 Female O 2 Past smoker
0O 3 Never smoked
39. Years of education, starting with first grade (code 99 if NOtKNOWN) .. .ciiit ittt it eieeeeennnns -
40. Is patient currently taking aspifin regUIANY ? . ... oottt i e i e Yes O 1
NoO2
DKO3
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41. For women only: |s patient currently prescribed an estrogen supplement? ............... ... ... OralO1
Patch O 2
NoO3
DKDO4
Yes No
42. Does patient have evidence of GHD (known prior MI, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization
ProcetUre)? ouamimmsses 55 & § § & SEREEVEEERE § 5§ § 6 E NIRRT B § & § 8 SRR § § 4§ BEEe o1 O2
Exclusions for lipid-lowering trial (patient cannot meet any of the following criteria):
43. Current use of prescribed lipid-lowering agents or > 500 mg/day of non-prescription niacin,
or use of probucol Within the Past Year .. ... ... it it it iie i iean s O1 0O:2
44. Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or
INOIEIANGH), « i & sesmmasmnmins 5 § 5 & § AR & § & § &SRR & & 5 § MRS ' § 6 S O1 02
45. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
or untreated hypothyroidiSmM. .. . .« o« cussimsieimarnn o o » 5 6o smmnsrnm « & 5 & o siminn = 5 5 5 & s 01 0O2
46. Is the patient willing to enroll in the cholesterol-lowering component?. . .. ... ... ciir e iin i inernennn. YesO 1
NoO2
Notsure O 3
Not eligible O 4
47. Ingeneral, wouldyou say your health is: . ... uiiniiin it it it it i nianaeanaaanannn Excellent O 1
Very good O 2
Good O 3
FairO 4
Poor O 5

48.  If you were to rate your current health on a scale of 0 to 100, with 100 being perfect
health and 0 being death, what number would you rate yourself today? (Unknown=999) ...

49. Has the patient signed the consent allowing DNA analysis of the baseline blood? .........

50. Date of next visit (MM-Ad-YY) . ..ottt it i e et ettt et ettt

51. Initials of person completing this form: .. ... . i e i e
52.  Signature of person completingthisform ......... ...,

No answer/unknown O 6

.............

............. Yes O 1
NoO2

..

Other evaluations at this visit:

w Electrocardiogram (with routing slip ALOSA) - if an ECG has been done within the past year, it may be submitted as the
baseline ECG. Be sure to use the latest ECG available. Use the preprinted baseline ECG label provided by the Clinical

Trials Center.

ws Central laboratory evaluations - baseline profile (check profile ALLO1 on the laboratory request slip)

w Lifestyle advice for blood pressure reduction
ww Remind patients eligible for the cholesterol-lowering trial to fast prior to Visit 3.
w& Dispense one bottle of Dose 0 and one bottle of Dose 1 of assigned bottle number.

w Please staple all 4 pages of the ALO1 together prior to sending this form to the Clinical Trials Center.

Place patient label here

Patient name:

PSF 060-313
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ALLHAT ANTIHYPERTENSIVE TRIAL ELIGIBILITY WORKSHEET
Information from Chart Review and Visit 1

Name: S~ P~ P~ 1.d. Date randomized (mm-dd-yy): ____ - -

ra s = ) & [ e Qe aen: GedveQuep) -
ic: Date mod: lme Mod: ModFIag

Place ID Iabel here after randomization. — - — Seq:

Warning: Patients must be at least 55 years of age at the time of randomization! Eﬂag

Exclusion criteria for thé antihypertensive trial (patient cannot have any of the following): Yes N_Q

2. Factors suggesting a low likelihood of compliance with protocol (e.g., dementia, history of
alcohol or drug abuse within past six months, plans to move or travel extensively,

or history of unreliability in keeping appointments or taking prescribed drugs) ........c.ueeeermeereseesrensenns O:1 O2
3. Symptomatic myocardial infarction or stroke within past six MONths .........ccccvvrrvniiniininsnn i, 0102
4. Symptomatic congestive heart failure and/or ejection fraction < 35%, if KNOWN.......cceeeuerueereresrnsennens 0102
5. Angina pectoris (chest pain) within past 6 MONtNS ..o e 01 02
6. Known renal insufficiency (Serum creatining =2 M@/l ........cuevuereeremeemreneuseuresssessssemssssssssssesasssnsssssness O1 O2
7. Requires diuretics, calcium antagonists, ACE inhibitors, or alpha adrenergic

blockers for reasons other than treatment of hypertension (e.g, CHF, angina)..........c.cccueeecueeeemmsenemenn. 01 O2 ,
8. Requires therapeutic doses of three or more antihypertensive drugs to achieve satisfactory

blood pressure control (SBP < 160 mm Hg and DBP < 90 MM HQ) ...ccovrueruerueneeressesssessassessssessssanssans O1 Oz :
). Sensitivity or contraindication to any of the first-line study medications.............cceureereerseserneeraressesssenes 01 Oz
10. Disease, such as non-curable malignancy, likely to lead to non-cardiovascular death over the

e LR e 1T s ST U— O Oz
11, Participation in another clinical trial (observational studies are allowed) ....Ké.,en.'y ............................. O1 Oz

Eligibility criteria for antihypertensive trial (patient must have one or more of the following): Yes No
01

12. Old (>6 months) or age-indeterminate myocardial infarction or Stroke ................cceeeeicninnnnnecne. Oz
13. History of CABG or coronary angioplasty or other revascularization procedure ..............oceeoeeueeeneene. 01 O2 - :
14. Major ST segment depression or T wave inversion on any ECG in the past two years .........ccccceue.n.e. O+ Oz -\l?’
15 Other documented atherosclerotic cardiovascular dISEASE .............coceeeeeeereeereeerercsresesesessrseeseesesssesnens 01 02 @
16. Type Il diabetes mellitus [plasma glucose > 140 mg/dl (fasting) or

> 200 mg/di (non-fasting) and/or on insulin or oral hypoglycemic agents in the past two years] ............ O+ Oz
17. HDL-cholesterol <35 mg/dl (on any 2 determinations within past 5 years) .......ccccccvecveecerrrcerireveersennes O1 Oz
18. Left ventricular hypertrophy (LVH) on any ECG in the past tWO YEars..........c...eeveeeeeceresseemreesesmseeesnens 01 O2
19. Combined wall thickness of = 25 mm on any echocardiogram in the past tWo Years ...........eeeeeerrsnnes Ot O2 .\' ”'
20, CUITONE CHORNOTIO SINOKEN .. usnsissausessssdssissssisosssoddsssssssssssiasisdosusosssanishnnssssasmsonssassssnsersdsiusssssmusassmemnsenns 01 O2 -

ALO1 Page1 ofb
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D1, VISiE 1 GALE (MM-GU-YY) 1 eemeeereeeeeremeeeereeresseesesesesesssesseeeseesssssssssseseseeseessesessssssesssssseeres g = (1057

22. a. Blood pressure cuff size (arm circumference limits in parentheses) ..........c...... Pediatric (16.0 - 22.5cm) O 1
Regular adult (22.6 - 30.0cm) O 2
Large arm (30.1 -37.5cm) O 3
Thigh (37.6 - 43.7 cm) O 4

b. Visit 1 seated blood pressure readings (MM HQ) ....ccovvemreiereiicniinisericserresseeeennnes

Patient should be seated for at least five minutes without smoking, feet
flat on the floor, in an erect but comfortable position.

c. Initials of person performing blood pressure MeasureMents .........ccoerecersiseesrssensesieessissessenssssssssses

23. Antihypertensive medication STAtUS ...........ccecrererersesreressrssesssnssssssssessssassssssssssens On 1-2 drugs > 2 months O 1 goe7 )
On drugs <2 months O 2
Currently untreated OJ 3
On 1-2 drugs > 2 months: On drugs < 2 months or currently untreated:
SBP <160 O Yes— SBP = 140 O Yes— SBP < 180 O Yes—
O No O No O No
DBP < 100 0 Yes— DBP > 90 O Yes— DBP < 110 O Yes—
ONo O No O No
Both must be "Yes" for patient One of these.. .. .. . and both of these must be *Yes" for
“e eligible. patient to be eligible.
24, Initials of person COMPIEtNG fOMM ... i s e s s s sssssreasssesnasaasen e @
25. Signature of person completing form.......coovcccvninnniinscernssrnrr e sras s

@ Perform physical examination, ECG, local laboratory analyses, etc., as necessary for eligibility determination.

@ Schedule Visit 2 at least 1 day and not later than 12 weeks from Visit 1, depending on antihypertensive drug tapering

requirements. Advise patient of need to fast prior to Visit 2, and that diuretics and potassium supplements should not be
taken on the day of Visit 2.

Note: Patients requiring tapering of current antihypertensive medications between Visit 1 and Visit 2, whose blood
pressure exceeds 180 mmHg SBP or 110 mmHg DBP at a step-down visit should return within a few days for a repeat
blood pressure measurement. If the blood pressure is still above 180/110 mmHg, the patient should not be randomized
into the antihypertensive trial.

Place ID Iabel here

ALO1 Page 2 of 5
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ALLHAT ANTIHYPERTENSIVE TRIAL RANDOMIZATION VISIT

(Visit 2)

Name:

Site code: __

Place ID Iabel here after randomization.

28.

b. Heart rate (beats/min = 30-second count x 2)................
c. Visit 2 seated blood pressure readings (mm Hg)............

a. Blood pressure cuff Size.......ccccvccieiiirciiiciicneeseinnninnnnen

Patient should be seated for at least five minutes without smoking,
feet flat on the floor, in an erect but comfortable position.

On 1-2 drugs > 2 months at
Visit 1:

26. Visit2 date (mm-dd-yy) ____-___-__

27. Birthdate ___-__~____

(mm-dd-yyyy)

.............................. Pediatric (16.0 - 22.5 cm) O 1

Regular aduilt (22.6 - 30.0 cm) O 2
Large arm (30.1 -37.5cm) 0 3
Thigh (37.6 - 43.7 cm) O 4

On drugs < 2 months or untreated at Visit 1:

SBP <180 O Yes— SBP = 140 0O Yes— SBP <180 O Yes—
O No O No O No
DBP <110 O Yes— DBP 290 O Yes— DBP <110 O Yes—
O No ONo O No
Both must be "Yes" for patient One of these. . . . . . and both of these must be "Yes" for
to be eligible. patient to be eligible.

d. Initials of person performing blood pressure measurements

29.  WEIGHE (IDS) .eceererrecmrncreerreenssssmssenesesssessssassensassssnsnesereses
30.  Height (INCRES) «.eveecececrercrrcsrerecassesssrsssssssesesessssasssssssanes
31. Consent for antihypertensive trial randomization signed? ...

32. Date randomized (MM-Ad-yy) ..ccccecvirieiriscensininssnssernsssnnans
33. Antihypertensive drug bottle number ............cccvcmreeirennnne.
34. Social Security NUMDEr: ......ooeeceeeiiirerercrceerr e seneeas
35.

.............

......... C [ M—

Medicare number (required for patients > 65 years of age): 1071 _____

--------------------------------------------------------------

-----------------------------------------------------------------

............................................................. YesO 1
STOP, patient is not eligible = No, refused O 2

o

Antihypertensive trial randomization: Call 1-800-690-7870 from 7:00 a.m to 6:00 p.m. Central time Monday - Friday.

@ @@ @

ALO1 Page 3 of 5
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36.  aRace: O1 White b. Is the patient of Hispanic origin? 011 Yes(1075)
0O 2 Black (must be answered!) 02 No
O 3 Amer Indian/Alaskan native O3 DK
O 4 Asian/Pacific Islander
O 5 Other, specify 1074 e
a7. Sex: 01 Male 38. Cigaretts smoking: O 1Current smoker
02 Female 02 Past Smoker @
0O 3 Never Smoked
39. Years of education, starting with first grade (code 99 if NOL KNOWN) .......ceeeeeueerureerreeenrreeenensseesssassens __
40. s patient currently taking @SDIfiN rEQUIAY? .........ceeurecercucerecuceseasessancsseeneesesassesssseassssesessasersnens YesO1
NoO2
DKO 3
41. For women only: |s patient currently prescribed an estrogen supplement?...........cccceveiiicccncnnnn. OralO 1
Patch 00,2
NoO3
DKO 4
Yes No
42. Does patient have evidence of CHD (known prior M, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization
PYOCOOUIB)? .uicesisuusssusinsmssnsais insassssassasssussessnsssssssanss sasninsosseninssssssass 535 as uaassassas buk evhssas saEaE SRS o1 0O2
Exclusions for lipid-lowering trial (patient cannot meet any of the following criteria):
43. Current use of prescribed lipid-lowering agents or > 500 mg/day of non-prescription niacin,
or use of probucol within the past YEar...........ceriiicccrrecr et srerenees O1 02
44. Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or 4
INOIBIANCE) . ivuiiusscsisssssisossassasssssisssnsssssssnssvnssss sHsaevsasssasussuuiauisiasasvassssisesavassssasaimaseaasaovsss R o1 02
45. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
or untreated hypPOthYroidiSM.........c.cccuiriieiinciniiicisitisnsnsiesstesssseressessseassnsesrssssassesnsessssenans 01 0O2 @ﬂ
46. s the patient willing to enroll in the cholesterol-lowering component?...........ccocveneeieeninene. YesO1 @
. No(O2 .
Notsured 3
Not eligible O 4
47. In general, would you say your health iS:........ccccrveirnniinnnmmnnininsniisnieninnsersnesesssesssenees Excellent O 1
Very good O 2
Good O 3
Fair 4
Poord 5
No answer/unknown 1 6
48. If you were to rate your current health on a scale of 0 to 100, with 100 being

49,

50.

perfect health and 0 being death, what number would you rate yourself today?

(UNKNOWN = 999) .vvrreeemeeseeeeenesesemeesseeessssessessesssseeesemssssesesseseseseseesssssseseessssessesssssmssesssesmmesees G
—_— e
Has the patient signed the consent allowing DNA analysis of the baseline blood? .................... Yes O 1
NoO 2
Date of NExt ViSit (MM-GU-YY) ..vevevreecrcrrerresessessssreescssassssseseasssesssssssssssassssesssssenns .- @

ALO1 Page 4 of 5
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51. Initials of person completing this fOrm: ......ccciiiiienisiminc e ——__ Cos3)
52. Signature of person completing this form.......ccceccvniviiniiicnrinniciirinenen
Other evaluations at this visit:

r Electrocardiogram (with routing slip ALO5A) - if an ECG has been done within the past year, it may be submitted as the

oaseline ECG. Be sure to use the latest ECG available. Use the preprinted baseline ECG label provided by the Clinical
Trials Center.

@ Central laboratory evaluations - baseline profile (check profile ALLO1 on the laboratory request slip)
= Lifestyle advice for blood pressure reduction

@ Remind patients eligible for the cholesterol-lowering trial to fast prior to Visit 3.

= Dispense one bottle of Dose 0 and one bottle of Dose 1 of assigned bottle number.

@ Please staple all 4 pages of the ALO1 together prior to sending this form to the Clinical Trials Center

Pilace patient label here

Patient name:

ALO1 Page 5 of 5
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ALOO2 - ALLHAT Lipid-Lowering Trial Eligibility and Randomization Form

The ALOO2 is the hard-copy version of the information captured on the ALO81 form during the Lipid-Lowering
Randomization phone call. The AL002 was subject to editing for consistency and logic. The AL081 was never modified,
even if there were discrepancies between the ALO02 and the AL081. The AL081 was used for obtaining baseline
characteristics until the ALO02 was received at the CTC, and then the AL002 took precedence in analyses.

Versions:
Version 1 — 01/94
Unique fields to version 1: F02021, F02022, F02023, F02024, F02025 and F02028.

Version 2 — 03/95
Unique field to version 2: F02033.

Modified Fields for LADS Master File:

Blanked:

F02018 (versions 1,2)

F02019 (versions 1,2)

F02020 (versions 1,2)

F02029 (versions 1,2) may be blank (AL0O81 precedence)
F02031 (versions 1,2)

ALLHAT Forms Book Documentation — Word Update Version
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ALLHAT LIPID-LOWERING TRIAL ELIGIBILITY AND RANDOMIZATION FORM

Place ID label here

Patient name:

1. Date randomized to lipid-lowering trial (mm-dd-yy): - -

Waming: Only patients not on any lipid-lowering medication or large doses of non-prescription niacin (= 500
mg/day) in the last two months are eligible for the lipid-lowering trial. Patients previously on probucol must
be off that drug for at least one year.

2. Is patient eligible for the antihypertensive trial? . ........ ... .. ... ... .. ... ... ..., Yes O 1
STOP - patient is not eligible for the lipid-lowering trial, either % No [ 2
Yes No
3. Does patient have evidence of CHD (known prior MI, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization

[0 To=To (14 ) S o1 Oe2

4. Current use of prescribed lipid-lowering agents or > 500 mg/day of non-prescription niacin,
or use of probucol withinthepastyear ............ ... ... ... .. ... . .. . .. .. O1 DO=2

5. Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or

o= o T 1= ) e O+ 0Oz
6. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
or untreated hypothyroidism . . . .. .. ... .. ... . . e 01 O=2

7. LDL cholesterol at Visit 2, fromcentral laboratory . ... ........................ __mg/dl

8. Triglycerides at Visit 2, from central laboratory . . . . ... ... ... .. .. ... ... ....... __ mg/dl

PSF 060-252
ALO2 Page 1 of 2
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9. ALT value from central laboratory confirned as > 2 times upper limit of normal?

Jo randomize into lipid-lowering trial: Call 1-800-690-7870 between 7:00 a.m. and 7:00 p.m. Central
time.

10. Lipid-lowering trial infformed consent signed? . . ... ...... ... ... ... .. . .. ... .. ..., Yes 1 1

STOP, patient is not eligible ® No, refused [ 2

11. Patientisassigned to .. ... ... ... .ttt e e Pravastatin O 1

Usual Care OO0 2
12. Initials of person completing this form:

13. Signature of person completing this form

.....................

w Initiate NCEP Step 1 diet

Place ID kabel here

Patient name:

ALO2 Page 2 of 2
Version 1 - 01/94
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Vel t‘j
ALLHAT LIPID-LOWERING TRIAL ELIGIBILITY AND RANDOMIZATION FORM

- @) reenrer FORM
* . @ et gy s
@ SEG

Patient name:
o)

1. Date randomized to lipid-lowering trial (mm-dd-yy): _ _-__ __ - ____

Waming: Only patients not on any lipid-lowering medication or large doses of non-prescription niacin (2 500
mg/day) in the last two months are eligible for the lipid-fowering trial. Patients praviously on probucol must

be off that drug for at least one year.

2. s patient eligible for the antihypertensive trial? . ................... ... ..t Yes OO 1
STOP - patient is not eligible for the lipid-lowering trial, either - No [0 2
Yea Neo
3. Does patient have evidence of CHD (known prior MI, angina, primary cardiac arrest,
coronary stenosis > 50%, reversible perfusion defect, prior coronary revascularization
. PrOCOAUIB)? . . . v v v ivee e nnaene et ataseeaanoaesosaa et attaataeas O1 0Oz

4. Cument use of prescribed lipid-lowering agents or 2 500 mg/day of non-prescription niacin,
or use of probucol withinthepastyear ............. ... .o, O1 0O2

5. Contraindications to HMG CoA reductase inhibitors (significant hepatic or renal disease,
previous organ transplantation requiring immunosuppressive therapy, or known allergy or

@00 ® 6

MOlBraNCE) . ... ittt ittt e et e e e O1 0Oz
6. Known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome
oruntreated hypothyroidism . .. ... ...ttt nnnnenons O1 0O2

/ <
7. LDL cholesterol at Visit 2, fromcentral laboratory .~ .. ......... ... ... ... ... .. _ngdl

mg/dl

8. Triglycerides at Visit 2, fromcentral laboratory . . .. ........ ... .. . s LT

ALO2 Page 1 of 2
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Information from Visit

To randomize into lipid-lowering trial: Call 1-800-690-7870 betwseen 7:00 a.m. and 7:00 p.m. Central

time.

10. Lipid-lowering trial informed consent signed?

---------------------

............... Yes OO 1
STOP, patient is not eligible == No, refused 2

11. Patient is a@ssigned t0 . . . ... ittt it it e et e e e Pravastatin (I 1

12. Initials of person completing this form:

13. Signature of person completing this form

w (nitiate NCEP Step 1 diet

.........................

Usual Care [ 2

Place ID label here

Patient name:

ALQO2 Page 2 of 2
Version 1 - 01/94
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ALLHAT LIPID-LOWERING TRIAL ELIGIBILITY AND RANDOMIZATION FORM

~
Place ID Iabel here
Patient name:
1.Date randomized to lipid-lowering trial (mm-dd-yy): __ _ - __ -
Only patients not on any lipid-lowering medication or large doses of non-prescription niacin (= 500 mg/day) in the last
two months are eligible for the lipid-lowering trial. Patients previously on probucol must be off that drug for at least one
year.
Patients with contraindication to HMG CoA reductase inhibitors (significant hepatic or renal disease, previous organ
transplantation requiring immunosuppressive therapy, or known allergy or intolerance) are not eligible.
Patients with known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome or untreated
hypothyroidism are not eligible.
2. LDL cholesterol at Visit 2, from central laboratory .. ........ ... ... ... ... .. .. .. .. .. ... _ _ __mgd F
il LDL cholesterol must be between 120-189 mg/dl (100-129 mg/dl for patients with known CHD). i
g
3. Triglycerides at Visit 2, from central laboratory . ........... .. .. .. i —____mg/di
Triglycerides must be less than 350 mg/di. ,
4. Confirmed ALT value from central laboratory . ...... ... ... .. .. . . . . . . . i ___lun ;
Patients with Visit 2 ALT > 100 IU/L (2 times upper limit of normal) should have blood redrawn for ‘
confirmation of ALT by the central laboratory. Patients with ALT confirmed as > 100 from the central
laboratory are not eligible.
5. Lipid-lowering trial informed consent signed? .. ....... ... . ... . Yes O 1 '
STOP, patient is not eligible *= No, refused O 2 ;
6. Patientisassigned to . ...... ... ... . . i e e Pravastatin O 1
Usual Care O 2
7. Initials of person completing this form: . . ... ... . ... . .. o
8. Signature of person completing thisform .............................
== |nitiate NCEP Step 1 diet & draw blood for panel ALL02 5
i
- 5
ALO2 Page 1 of 1
PSF 060-323 Version 2 - Revised 3/95
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ALLHAT LIPID-LOWERING TRIAL ELIGIBILITY AND RANDOMIZATION FORM

Place ID label here

Patient name:

1.Date randomized to lipid-lowering trial (nm-dd-yy)__ __-____-__ __

Only patients not on any lipid-lowering medication or large doses of non-prescription niacin (> 500 mg/day) in the last
two months are eligible for the lipid-lowering trial. Patients previously on probucol must be off that drug for at least one
year.

Patients with contraindication to HMG CoA reductase inhibitors (significant hepatic or renal disease, previous organ
transplantation requiring immunosuppressive therapy, or known allergy or intolerance) are not eligible.

Patients with known untreated secondary cause of hypercholesterolemia, such as nephrotic syndrome or untreated
hypothyroidism are not eligible.

‘ Fasting LDL cholesterol at Visit 2, from central laboratory..........ccccccverrcnrrccencciiieiiieecceeee s __ mg/dl
Fasting LDL cholesterol must be between 120-189 mga/dl (100-159 mg/dl for patients with known CHD).
3. Fasting triglycerides at Visit 2, from central laboratory ..........cccceeceiieeeeeeeeeeeeeeee e —— __mg/di

Fasting triglycerides must be less than 350 mg/dl .

4. Confirmed ALT value from central [aDOratory ...........ccccoccceeereeiemennseneneeciiesseeee e eereeeesesesenees —lun

Patients with Visit 2 ALT > 100 IU/L (2 times upper limit of normal) should have blood redrawn for
confimnation of ALT by the central laboratory. Patients with ALT confirmed as > 100 from the central
laboratory are not eligible.

lipid-lowering

Monday thoudHiFida

5. Lipid-lowering trial informed ConSent SIGNEA?............ccovueieiiecrieicieieecieies et eeeee e e e e ee e e e senseessneens Yes O 1
STOP, patient is not eligible = No, refused 2

6. Patient 1S a5SIINB 10 .........covmmmmmiveinsoinmsmns i s siss i ssisiiasinmmsesminsanesmasnssesasasans Pravastatin 0 1
Usual Care 00 2

7. Initials of person completing this fOrM: ..........c.cciiiiiriiiieee e et —_—

8. Signature of person completing this fOrM..........ooveoeeeeeeeeeeeeeeeeeeeeeeens

@ [nitiate NCEP Step 1 diet

ALO2 Page 1 of 1
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ALOO3 - ALLHAT Follow-up Visit Form

See the ALLHAT Manual of Operations for completion schedule; some questions completed only at 2, 4, and 6 years.
Also see the ALLHAT Manual of Operations for detailed instructions on blood pressure measurement; there are some
valid diastolic blood pressure measures of 000.

Versions:

Version 1 — 01/94

Unique fields to version 1: F03082, F03099, F030100, F030101, F030102, F030103, FO030106, FO30107, F030108,
F030109, F030110, FO30111, F030112, FO30113, FO30114, FO30115.

Version 2 — 06/94

Unique fields to version 2: F03119, F03120, F03121, F03122, F03123, F03124, F03125, F03126, F03127, F03128,
F03129.

Version 3 — 02/96
Unique fields to version 3: F03131, F03140, F03141.

Version 4 — 07/98
Unique fields to version 4: F03143, FO3144, F03145, F03146, FO3147, F03148, F03149.

Fields unique to version 1 and 2 only: F03022, FO3042, FO3043, F03044, FO3045, FO3046, FO3047, FO3059, FO3090,
F03092, FO3097, FO3098.

Fields unique to versions 1, 2, and 3 only: FO3039, FO03040, F03048, FO3067, FO3068, FO3070, FO3091, F03093, F03094,
F03095, F03096, FO30.

Fields unique to version 2 and 3 only: F03117, FO3118.
Fields unique to versions 2, 3, and 4 only: FO3116.
Fields unigue to versions 3 and 4: F03132, F03133, F03134, F03135, F03136, F03137, FO3138, F03139.

Modified Fields for LADS Master File:
Blanked:

F03018 (versions 1,2,3,4)
F03019 (versions 1,2,3,4)
F03020 (versions 1,2,3,4)
F03029 (versions 1,2,3,4)
F03083 (versions 1,2,3,4)
F03084 (versions 1,2,3,4)
F03085 (versions 1,2,3,4)
F03086 (versions 1,2,3,4)

F03087 (versions 1,2,3,4)
F03088 (versions 1,2,3,4)
F03089 (versions 1,2,3,4)
F03104 (versions 1,2,3,4)
F03106 (version 1)
F03107 (version 1)
F03108 (version 1)

Changed date (mmddyy) to days since randomization:

FO03090 (versions 1,2)

Coding details:

Blood pressure fields (F03023, F03024, F03025, F03026, F03027, F03028, and F03029) are coded as "999" for

missing/invalid values.

F03109 (version 1)
F03110 (version 1)
F03111 (version 1)
F03112 (version 1)
F03113 (version 1)
F03114 (version 1)
F03115 (version 1)

Hospitalizations and clinic vsits - FO3030, FO3031 are coded as "99" for invalid values.

Step 1 capsules returned (FO3039, FO3040) are coded as "999" if unable to determine measurement and "000" if empty

bottles returned.

ALLHAT Forms Book Documentation — Word Update Version
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ALLHAT FOLLOW-UP VISIT FORM

1. a. Today'sdate: __ __-____ -__ __
Place ID label here (mm-dd-yy)
b. Visit # ___
Patient name:
2. a. Bloodpressurecuffsize ................ .. ... . i, Pediatric (16.0 - 22.5 cm) [0 1

Regular adult (22.6 - 30.0 cm) O 2
Large arm (30.1 -37.5cm) O3
Thigh (37.6 - 43.7 cm) O 4

b. Seated blood pressure readings (mmHg) .......... ... ... ... /I
Blood pressure goals are <90 mmHg diastolic and <140 mmHg —t
systolic. Treatment should be intensified for patients with BP A ) /
levels =160 mmHg systolic or >100 mmHg diastolic. verage: __ __ _/

c. Initials of person performing blood pressure measurements
Interval History:

3. Number of ovemight hospitalizations since the patient's last ALLHAT visit (none = 00)

........................

4. Number of visits to a doctor's office or clinic since the patient's last ALLHAT visit (none =00) . ...

5. Since the last visit, has the participant experienced any of the following: Not
Hospitalized  Hospitalized
or Procedure But Treated No

a. Myocardialinfarction . ............ ... ... .. . . i 01 a2 O3
D SINOKG 5 c vic i i 500 55 508 5 5 6 579 5005 508 6 155 8 8 50§ 4% 3 (57 4 6 150 & G0 & 80 5 s B (m R Oz O3
c. Congestive heartfailure ................... ... ... ... ...... O Oz O3
d ANGINA POCIONS . . o v ov s s i cmsom s i s a ois s is o S & 06 6 50 6 S o (m R Oz Os
e. Peripheral arterialdisease . ... ................ .. .. ... (| Oz Os
f. Anewdiagnosisofcancer .............. ... . . . ..., 01 Oz O3

6. a. Considering the Step 1 (blinded) ALLHAT antihypertensive medications,
what proportion of ALLHAT antihypertensive medications does the patient
report having taken since the last visit? . . ... ....... ... ... .. . . ... . i i, <80% 01
=80% 02
Go to #7 = Not on ALLHAT Step 1 medications 1 3
Unable to determine O 4

PSF 060-253 ALO3 Page 1 of 4
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b. How many study capsules (Step 1 blinded) have been
retumed? (If unable to determine, use "999"
for cylinder measurement.) ...................... __ __ mis (cylinder) or

__ capsules

Encourage patients reporting taking less than 80% of their medications to take their medications

regularly as prescribed.
7. ALLHAT Step 1 antihypertensive medication prescription this visit . . .. ... ............. Dose 1 01
Dose 202
Dose 303
None O 4
8. Open-label ALLHAT medication prescriptionthis visit ... ................. a. None (skip to #9) OO 1

b. Reserpine mg/day 0.__

c. Clonidine mg/day 0.___
d. Atenolol mg/day _

e. Hydralazine mg/day __ ___

f. K supplement meg/day __ ___
9. It any Step 1 antihypertensive study medications are decreased or
stopped, or if the patient is not on Step 1 antihypertensive study
drugs, please give reason (check allthatapply) .................. a. Not applicable (go to #10) O 1
b. Morbid event O 1
c. Symptomatic adverse effect [J 1
d. Other adverse effect (e.g., laboratory) 0 1
e. Blood pressure too high O 1
f. Blood pressure too low [ 1

g. Refusal O 1
h. Other non-medical reason 0 1
i. Other (specify) 01
10. Other current open-label antihypertensive or lipid-lowering
medication use (check allthatapply) .......... ... .. .. ... .. ... .. ... a. None (go to #11) O 1
b. Diuretic [0 1

c¢. Calcium channel blocker 00 1

d. ACE inhibitor OO0 1

e. Alpha blocker 1 1

f. Other antihypertensive medication [0 1

g. HMG CoA reductase inhibitor (including study pravastatin) O 1
h. Other lipid-lowering medication (including niacin and resins) OJ 1

At Visit 3, go to ltem #21. At subsequent visits, for patients not assigned to pravastatin, skip items #11-13.

11. a. What proportion of ALLHAT pravastatin tablets does the patient report
having taken since the last visit? . ......... ... ..t < 80%) O1
>280% 02
Go to #12 == Not on pravastatin [J 3
Unable to determine [ 4

Place ID label here

Patient name: ALO3 Page 2 of 4
Version 1 - 1/94




12.

13.

____tablets

b. How many pravastatin tablets have been retumed? . . . . . __ —_ __mils (cylinder) or
(If unable to determine, use “999" for cylinder measurement.)

Encourage patients reporting taking less than 80% of their medications to take their medications
regularly as prescribed.

Pravastatin prescription this visit . . . ... ... ... ... .. .. .. . . Once per day 0 1
Twice perday [0 2
None [ 3
If pravastatin has been decreased or stopped, or if the patient
is not on pravastatin, please give reason (check all that apply) . a. Not applicable (go to next section) O 1
b. Morbid event [ 1
c. Symptomatic adverse effect O 1
d. Other adverse effect (e.g., laboratory) OO0 1
e. Refusal O01
f. Non-medical reason [ 1
g. Other (specify) 01

14.

15.

16.

17.

18.

19.

20.

In general, would you say your healthis: .. .......... ... ... . ... ... ... ..... Excsllent [J 1
Very good OO0 2
Good 0 3
Fair O 4
Poor O 5
No answer/unknown [J 6
If you were to rate your current health on a scale of 0 to 100, with 100 being
perfect health and 0 being death, what number would you rate yourself foday?
(Code 999 if NnO ansWer Or UNKNOWN) . . . . . ... ittt it ittt ettt et e eeee e

Cigarette smoKiNg . .. ... .. . i e e e e e e Current smoker 0 1
Past smoker [1J 2

Never smoked [0 3

Unknown O 4

Is patient currently taking aspirin regularly? . . . ... ... . ... ... Yes 0 1
No O2
Don't know O 3

If female, is patient currently takingoral estrogen? . ... .......... .. .. ... ... . ... .... Yes O 1

NoO2

Don't know O 3
Social Security number: __ - 5

Medicare nhumber: _ __ __ - g .

Place ID label here

Patient name: ALO3 Page 3 of 4

Version 1 - 1/94



21. Date of next visit (mm-dd-yy) - -

22. Are you re-dispensing retumed medicine at this visit? ............ ... ... ... ... . Yes O 1

NoO2
None retumed O 3
23. Number of new bottles dispensed this visit

(small = 30-day supply, large = 120-day supply) ........... ... ... ... a. Step 1 Dose 0: ___
b. Step 1 Dose 1: ___small ___ large
c. Step1Dose2: ___ small ___large
d. Pravastatin. ___ small ___ large
e. Reserpine ___
f. Clonidine

g. Atenolol

h. Hydralazine

i. KSupplement ___
24, |Initials of person completing this form:

.........................................

25. Signature of person completing thisform .....................

le to determine labwork and ECGs to b
pid-lowering frial should have blood drawn for

Place ID label here

Patient name: ALO3 Page 4 of 4
Version 1 - 1/94
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ALLHAT FOLLOW-UP VISIT FORM

HEPRTES @ FORm | 1. a. Today's date: -

) pavmBER  Pplace ID label here(3s)) VS V

)

Atient name:

ReenvTER SITE @ sec b. Visit #:

(mm-dd-yy)

ACRasT/C

what proportion of ALLHAT antihypertensive medications does the patient
report having taken since the last visit? . . . .. .. ...................

--------------

2. a Bloodpressurecuffsize ............... .00ttt nn Pediatric (16.0 - 22.5 cm) O 1
Regular adult (22.6 - 30.0 cm) O 2 (%22
Large arm (30.1 - 37.5cm) 0 3
Thigh (37.6 - 43.7 cm) 0 4
b. Seated blood pressure readings (mmHg) . ................. ... ... @_ _
Blood pressure goals are <90 mmHg diastolic and <140 mmHg —. E/
systolic. Treatment should be intensified for patients with BP A _ /
levels >160 mmHg systolic or 2100 mmHg diastolic. verage: = e
c. Initials of person performing blood pressure measurements . .......................
Interval History:
3. Number of overnight hospitalizations since the patient's last ALLHAT visit (none=00) .........
4, Number of visits to a doctor's office or clinic since the patient's last ALLHAT visit (none =00) . ... _
5. Since the last visit, has the participant experienced any of the following: Not
Hospitalized Hospitalized
or Procedure But Treated No
a. Myocardial infarction . . . .......... ... . ... . .. .. i 01 Oz
b. StoKe . . ... ... i e e e e e a1 O2
c. Congestive heartfailure . ............... .. ... .. ..c.0.v.u... 01 O2 a
d. Angina peclonis . ............. ..ttt ittt e 01 a2
e. Peripheral arterialdisease . .. ............. ... it 01 Oz
f. Anewdiagnosisof cancer .............c..iiii i nnnennn 01 Oz
6. a. Considering the Step 1 (blinded) ALLHAT antihypertensive medications,

> 80% O 2 @
Go to #7 = Not on ALLHAT Step 1 medications O 3
Unable to determine 1 4

ALO3 Page 1 of 4
Version 1 - 1/94



b. How many study capsules (Step 1 blinded) have been @
retumed? (If unable to determine, use “999" @

for cylinder measurement.) .................... =. _ __ __mis (cylinder) or __ " capsules

Encourage patients reporting taking less than 80% of their medications to take their medications

regulariy as prescribed.
7.  ALLHAT Step 1 antihypertensive medication prescriptionthis visit . . .. ................ Dose 1001
Dose 2 00 2 @
Dose 303
None O 4
8. Open-label ALLHAT medication prescription this visit . .. ................. a. None (skip to #9
b. Reserpine mg/day 0. @
&
c. Clonidine mg/day 0.__
d. Atenolol mg/day __ __\
e. Hydralazine mg/day __ ___ __ @‘
f. K supplement meqg/day ___ _.
9. If any Step 1 antihypertensive study medications are decreased or
stopped, or if the patient is not on Step 1 antihypertensive study ‘»
drugs, please give reason (check allthatapply) . ................. a. Not applicable (go to #10) O0 17, &

b. Morbid event O 1

c. Symptomatic adverse effect 1 1
d. Other adverse effect (e.g., laboratory) O1 1 @t
. e. Blood pressure too high O 1
f. Blood pressure too low O 1-3 (3,
g. Refusal O 1? 43

Other non-medical reason [ 1 @
O1

i. Other (specify)

P~
) 3
10.  Other current open-label antihypertensive or lipid-lowering @
. a. None (go to #11) O0 1

medication use (check allthatapply) ..........................
b. Diuretic 00 1= (305¢
c. Calcium channel blocker O 1
d. ACE inhibitor O 1 (z
(2)e. Alpha blocker 0 1
1. Other antihiyPertensive medication O] 19@

g. HMG CoA reductase inhibitor (including study pravastatin) I 1
h. Other lipid-lowering medication (including niacin and resins) [J 1

At Visit 3, go to lfem #21. At subsequent visits, for patients not assigned to pravastatin, skip items #11-13.

11. a. What proportion of ALLHAT pravastatin tablets does the patient report
having taken since the last Visit? .. ...............c.0tiiiiinnnmmeeeennnnnnns <80%) 01

> 80% O 2
Go to #12 == Not on pravastatin [ 3
Unable to determine O 4

Place ID label here

Patient name: ALO3 Page 2 of 4
Version 1 - 1/94




12.

13.

.z mis (cylinder) or .E tablets

b. How many pravastatin tablets have been retumed? . . . . . — il
(If unable to determine, use “999" for cylinder measurement.)

Encourage patients reporting taking less than 80% of their medications to take thelr medications
reguiarly as prescribed.

Pravastatin prescription this visit . . . . . ... ... ... ... . ... i i, Once perday 00 1
Twice perday (02 (30£‘i}
None OO0 3
If pravastatin has been decreased or stopped, or if the patient (7

is not on pravastatin, please give reason (check all that apply) . a. Not applicable (go to next section) I 1
b. Morbid event 1 1 @
c. Symptomatic adverse effect I 1 @
d. Other adverse effect (e.g., laboratory) O 1 .
e. Refusal O0 1+ o7y

f. Non-medical reason [ 1
g. Other (specity) ) 01

Ask the-tollowing questions of the:participant at 2 years; 4 yea
schedule):: .- f o S D R e O
14. In general, would you say your health is: . . ... ....... ... ... ... ... iv.un... Excellent 0 1
Very good 0 2
Good O 3
Fair 1 4
Poords
No answer/unknown O 6
15. If you were to rate your current health on a scale of 0 to 100, with 100 being
perfect heaith and O being death, what number would you rate yourself today?
(Code 999 if NO ANSWEr OF LNKNMOWI) . . . . . .. ittt ie st is et etesenseeeneneennensns o~ _
16. Cigarette smOKING . . . . ... .. ittt ittt ittt ittt i tite et rnnnnenn Current smoker 1 1
Past smoker O 2
Never smoked [0 3
Unknown O 4
17. Is patient cumrently taking gspifnregulanly? . ... ... ... .. it et Yes O 1 F
No iz
Don't know O 3
18. If femals, is patient currently takingoral estrogen? . . . .............. 0ot i unnnnn YesO1
No @2
Don't know O 3
19. Social Security numbi —_— = =
20. Medicare number: —- - _____ -

Place ID label here

Patient name: ALO3 Page 3 of 4
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Date of next visit (mm-dd-yy)

Are you re-dispensing retumed medicine at this visit?

23. Number of pnew bottles dispensed this visit
(small = 30-day supply, large = 120-day supply)

24. |Initials of person compileting this form:

25. Signature of person completing this form

------------------------------

No O 2 (309/
None retumed [ 3

p1 0: __

b. Step 1 Dose 1\ smal large
c. Stepi1Dose2: ___small ___large

@. Pravastatin: ___ smali ___large~} Csia

e. Reserpine __—\ s
{. Clonidine

-----------------------

g. Atenoiol ___

h. Hydralazine ___

i. K Supplement @
%

P&

Place ID label here

Patient name:

ALO3 Page 4 of 4
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ALLHAT FOLLOW-UP VISIT FORM

— 1. a. Today's date: __ _ - -

Place ID label here (mm-dd-yy)

b. Visit # (range 03-26): __
Patient name:

2. a. Blood pressure cuff size ........ ... ... Pediatric (16.0 - 22.5 cm) O 1
Regular adult (22.6 - 30.0 cm) O 2

Large arm (30.1 - 37.5cm) O 3

Thigh (37.6 - 43.7 cm) O 4

b. Seated blood pressure readings (mm Hg) ............ e /I
Patient should be seated for five minutes without smoking, feet flat ———
on the floor, in an erect but comfortable position.
Average: __ _ _ /__ __
Blood pressure goals are <90 mmHg diastolic and <140 mmHg
systolic.
c. Initials of person performing blood pressure measurements . ...............c. i -
Interval History:
3. Number of overnight hospitalizations since the patient’s last ALLHAT visit (none=00) ................ —_—
- 4. Number of visits to a doctor's office or clinic since the patient's last ALLHAT visit (none=00) ........... -
o (Includes interim visits to ALLHAT clinic for BP checks.)
—r
5. Since the last visit, has the participant experienced any of the following: Not
(Please answer all Items #5a-g.) Hospitalized  Hospitalized
or Procedure But Treated No
a. Acute myocardial infarction ... ...... ... ... .. .. .. .. 0O 02 Os
D: SWOKB G i uiiii i s s w5 80 8 i e s 5 6 508 m o Gim 4 m Bm ® n e m o e o b s s 8 e s Oq 02 O3
c. Congestive heartfailure ............. ... .. .. . . . . i (R a2 O3
d. Angina pecloriS . .. ... ... e e O+ a2 O3
e. Peripheral arterial disease ........... ... ... . . ... .. 0+ 02 O3
f. A new diagnosis of cancer (not non-melanoma skincancer) ................ 01 O:2 O3
g. Accident or attempted suicide . ............ ... . .. ... i (R 02 a3

6. a. Considering the Step 1 (blinded) ALLHAT antihypertensive medications,
what proportion of ALLHAT antihypertensive medications does the patient
report having taken since the last Visit? . ... ... ... ... i e <80% 01
=280%02
Go to #7 = Not on ALLHAT Step 1 medications O 3
Unable to determine OJ 4

ALO3 Page 1 of 4
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10.

11.

b. How many study capsules (Step 1 blinded) have been
returned? (If unable to determine, use "999"

for cylinder measurement.) . ........ ... ... . i i i i, __ ___ __ mls (cylinder) or __capsules

Encourage patients reporting taking less than 80% of their medications to take their medications regularly as prescribed.

ALLHAT Step 1 antihypertensive medication prescription thisvisit ........................... Dose 1 0O 1
Dose202
Dose 3013
None O 4
If any Step 1 antihypertensive study medications are decreased or
stopped, or if the patient is not on Step 1 antihypertensive study
drugs, please give reason (check all thatapply) ......................... a. Not applicable (go to #9) O 1
b. Morbid event O 1
c. Symptomatic adverse effect O 1
d. Other adverse effect (e.g., laboratory) O 1
e. Blood pressure too high O 1
f. Blood pressure too low [ 1
g. Refusal O 1
h. Other non-medical reason I 1
i. Other (specify) O

Open-label ALLHAT medication prescription thisvisit . . .. .................. ... ... a. None (skip to #9) O 1
b. Reserpine mg/day 0.__

¢. Clonidine mg/day 0.__

d. Atenolol mg/day __

e. Hydralazine mg/day __ _ _

f. K supplement meqg/day _ _
Current open-label antihypertensive or lipid-lowering

medication use (check all thatapply) ........... ... ... a. None (go to #11) OO 1
b. Diuretic O 1

¢. Calcium channel blocker O 1

d. ACE inhibitor O 1

e. Alpha blocker O 1

f. Other antihypertensive medication O 1

g- HMG CoA reductase inhibitor (including study pravastatin) O 1

h. Other lipid-lowering medication (including niacin, resins and probucol) O 1

a. What proportion of ALLHAT pravastatin tablets does the patient report
having taken since the last visit? . ... ... ... . . . . e < 80%) 01
>80% 02
Go to #12 = Not on ALLHAT pravastatin O 3
Unable to determine O 4

b. How many pravastatin tablets have been retumed? ............ ____mis (cylinder) or __ __ __ tablets
(If unable to determine, use "999" for cylinder measurement.)

Encourage patients reporting taking less than 80% of their medications to take their medications regularly as prescribed.

Patient name:

Place ID label here

ALO3 Page 2 of 4
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12. ALLHAT pravastatin prescription this visit . .. ....... ... ... e 10mgO1

None [ 4
13. If ALLHAT pravastatin has been decreased or stopped,
or if the patient is not on ALLHAT pravastatin, please
give reason (check all thatapply) ......... ... ... it a. Not applicable {(go to next section) [ 1
b. Morbid event O 1
¢. Symptomatic adverse effect I 1
d. Other adverse effect (e.g., laboratory) OO 1
e. Refusal O 1
f. Non-medical reason OO 1
g. Other (specify) (|

14. In general, would you say your health is: Excellent O 1
Very good O 2
Good O 3

Fair 0 4

Poor O 5

No answer/unknown [J 6

16. If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate
yourself today? (Code 999 if noanswerorunknown) .................. ...

16. Clgarette smoKiNG . ... ...ttt e ettt ettt et Current smoker O 1
Past smoker O 2
Never smoked 0 3

Unknown O 4
17. Is patient currently taking aspirin regularly? . .. ... ... ... e Yes O 1
No O 2
Don't know O 3
18. For women only: Is patient currently prescribed an estrogen supplement? . ................ Oral O 1
Patch OO0 2
NoO3
Don’t know O 4
19. Social Security number . ... ... ... .. R
20. Medicare number (required for patients > 65 yearsofage) ........ R S
Piace ID label here
Patient name: ALO3 Page 3 of 4

Version 2 - 6/94



21. Date of next visit (mm-dd-yy) . ... ... . . e e - -
% 22. Are you re-dispensing returned medicine atthis visit? .......... ... ... ..o il Yes O 1

None returned O 3
23. Number of new bottles dispensed this visit

(small = 44-count, large = 134-count) .............. ... ... ... a. No ALLHAT medications dispensed [ 1
For Items #23b - #23j, do not use X or , but indicate b. Restartkit __
the number of new bottles dispensed. Take care to c. Step 1 Dose 0: ___
differentiate between small and large bottles.

c. Step1 Dose1 ___ small __ large
d. Step 1 Dose2/3 ___ small __ large
e. Pravastatin ___ small ___large

f. Reserpine __ small __ large

g. Clonidine ___ small ___large

h. Atenolol ___ small __ large

i. Hydralazine ___ small __ large

j- K Supplement __ small ____large

24. Initials of person completing this form: . . . .. .. .

25. Signature of person completing thisform ................ ... ... ... ...

‘/(

? Place ID label here

Patient name: ALO3 Page 4 of 4
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ALLHAT FOLLOW-UP VISIT FORM

, b. Visit # (range 03 - 26): __ ___ .@
Patient name:

1. a. Today'sdate: __ _ -__ _ -__ _
Place ID label here (mm-dd-yy)

2.

a. Blood pressure CUff SiZe .........cooeirerinniiinii s Pediatric (16.0 - 22.5 cm) [0 1

Regular adult (22.6 - 30.0 cm) O 2
Large arm (30.1-37.5cm) O3
Thigh (37.6-43.7cm) O 4

b. Seated blood pressure readings (MM HE) ..........cceueuerenrreererceeereeeseeeseeesesesseannns _ I S
Patient should be seated for five minutes without smoking, feet flat
on the floor, in an erect but comfortable position. Y S @
Blood pressure goals are <90 mmHg diastolic and <140 mmHg
systolic. ‘@ Average: __ __ __ [/ __ ____ @
c. Initials of persos performing blood pressure MeasuremMENts ..........c.ccceeveeereereeeseeasseaermneeescesnsensaees e Gu29)

Interval History:

3. Number of ovemight hospitalizations since the patient's last ALLHAT visit (none = 00)..........cccceeereiieiieeens - @
. Number of visits to a doctor's office or clinic since the patient's last ALLHAT visit (none = 00).................. T @
(Includes interim visits to ALLHAT clinic for BP checks.)
5. Since the last visit, has the participant experienced any of the following: Not
(Please answer all Items #5a-g.) Hospitalized Hospitalized
or Procedure But Treated No
a. Acute myocardial INfArCHON.......cccvrmiiiiviiererreserr et re e e e en e snee s O3
[ TS 1o = TSP as
c. Congestive heart failure ..ot rere e e s raaae s aeae s O3
d. ANQINA PECIOMS . iiciciisciicmmiisimsuste it s siiistaa s teii 15 sshsba s ae nonsbnnmunasasband s saisRTHEndnnibs O3
e. Peripheral arterial diS@BSE ..........c.ccuivisiinimismmiisisssissisassasiasisisiissssnsesisssnsississssnnes O3
f. A new diagnos's of cancer (not non-melanoma skin cancer) Os
g. Accident or attempted suicide O3
6. a. Considering the Step 1 (blinded) ALLHAT antihypertensive medications,
what proportion of ALLHAT antihypertensive medications does the patient
report having taken SiNCe the 1aSt VISIt? ..........cueiieciiiiiii ettt s e s eee s smn e e s <80% 0O1

>80% 02
Goto#7 = Not on ALLHAT Step 1 medications O 3

Unable to determine O 4

ALO3 Page 1 of 4
Version 2 - 6/94



7.

8.

11.

~ *

b. How many study capsules (Step 1 blinded) have been
returned? (If unable to determine, use "999" '
for cylinder MeasuUremMent.) ........coueeeeiermetnsirenenereet sttt s _~—=_mis (cylinder) or ~=__ capsules

Encourage patients reporting taking fess than 80% of their medicétions to take their medications regularly as prescribed.

ALLHAT Step 1 antihypertensive medication prescription this visit ..., Dose 1 001
‘ Dose2 02

Dose3 03
None O 4
If any Step 1 antlhypertensive study medications are decreased or
stopped, or if the patient is not on Step 1 antihypertensive study
drugs, please give reason (check all that 8pPIY) ..........ccceveeviviemenieincceserannranieens a. Not applicable (go to #9) OO 1

(3049) b. Morhid event (1 1
. Symptomatic adverse effect [J 1 @
d. Other adverse effect (e.g., laboratory) O 1

e. Blood pressure too high O 1
f. Blood pressure too low I 1

g. Refusal OO0 1
@ h. Other non-medical reason O 1
i. Other (specify) 3057 01
Open-label ALLHAT medication preSCription this VISit...............c.c.ceoerororrceorreesresseeseee a. None (skip to #9) O 1

b. Reserpine mg/day 0. __ __ (3043
c. Clonidine mg/day 0.__ Quas)

d. Atenolol mg/day __ __ ___ -

e. Hydralazine mg/day __
f. K supplement meqlday —
. Current open-label antihypertensive or lipid-lowering
medication use (CHECK Al that DDIY ) .........ccueeeveeruirereirsesreesssssesesssessnssessssaamaisseseesessen a. None (go to #11) 00 1 o
b. Diuretic O 1

d. ACE inhibitor I 1
e. Alpha blocker 0 1
f. Other antihypertensive medication I 1
g. HMG CoA redireter€e inhibitor (including study pravastatin) 0 1 (oe4 )
h. Other lipid-lowering medication (including niacin, resins and probucol) O 1 @

c. Calcium channel blocker O 1 .g.

a. What proportion of ALLHAT pravastatin tablets does the patient report

DAVING LAKEN SINCE t 1At VISIE? -.......ooeoeeveeeeeereeeereeseseseessssssesmsseseseseseesesseeesssssessssesseseesseeseesessemens < 80%) O 1

280% 02
Goto#12 = Not on ALLHAT pravastatin 00 3
Unable to determine O 4

b. How many pravastatin tablets have been returned?........... ____mis (cylinder) or ______ tablets

(If unable to determine, use "999" for cylinder measurement.)

Encourage patients reporting taking less than 80% of their medications to take their medications regularly as prescribed.

Place ID label here

ALO3 Page 2 of 4
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12. ALLHAT pravastatin prescription thiS ViSit.........ceeeeeerininnininii e 10mg O 1
20mgO2
40mg QO3
Q None O 4
. If ALLHAT pravastatin has been decreased or stopped,
or if the patient is not on ALLHAT pravastatin, please

give reason (check all that apply)........ccccermvemmeiinniiiiiciinnniininnnns a. Not applicable (go to next section) O 1
b. Morbid event O 1

c. Symptomatic adverse effect 00 1 .@
d. Other adverse effect (e.g., laboratory) O 1
e. Refusal O 1

f.N ical reason O 1
g. Other (specify) i 30715‘ O

Very good O 2

Good O3

Faird 4

PoorOds

No answer/unknown O 6

15. If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate
yourself today? (Code 999 if N0 answer Or UNKNOWN) ........ccoovveiiiecieriirreresreeeeseseenaessenesrneens e @
6. Clgaretta SMOKING ..cocoimsommimmssmmaismesssosassssssisssasnassssnssnns susisinsinss s st sasana sy oiss nss suuss Current smoker [0 1
Past smoker (0 2
Never smoked 1 3
Unknown O 4
17. Is patient currently taking aspirin reguUIATIY? ......c.cooi i ccercrrrr e es e res s ereeree e s baarareees Yes 01
No O2
Don't know O 3
18. For women only: |s patient currently prescribed an estrogen supplement? ..........cccccoveveveeeeeens Oral O 1
Patch O 2
No O3

Don't know O 4

19. Social Security nUMDeT ........c.ceeeerrienriicncninnrenceneneraeenan: e ™ T

20. Medicare number (required for patients > 65 years of age @ — - _ -

Place ID label here

. ALO3 Page 3 of 4
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21. Date of next VISt (MMEA0-Y¥)...ccccceseicersnirancnicsnisonesassssnsasessomssrassssnsssnsssssssasissnssssansssnsassns = {3090
2. Are you re-dispensing retumed medicine at this ViSit? .......ceceeveiiieinineni Yes O 1
‘ No O0 2
None returmed O 3
23. Number of new bottles dispensed this visit
(small = 44-count, large = 134-COUNt) ..o a. No ALLHAT medications dispensed [0 1
NOTE >>>0riginal form has d-k miss-labeled as c-j. b. Restart kit ___

c. Step1 Dose 0: ____

o

3093) *d. Step 1 Dose 1 smal
For Items #23b - #23], do not use X or v/, but indicate . P — small — large

the number of new bottles dispensed. Take care to e. Step1Dose2/3 ___small ___large (3036

diffarantiate hatwean emall and lame hattlas .
f. Pravastatin ___ small ___large (3092
(31207 g. Reserpine ____ small ___large
3422 h. Clonidine ____small ___large
i. Atenolol ___small  ___large
Quzs) . Hydralazine ___small ___large
k. K Supplement ___small ___large

24. Initials of person completing this form: ............... T T

0O OOBEODHO EF

‘ Signature of person completing this form

* Note: On orignal forms used by clinic, items 23e-k were mislabeled as 23c-j
E 5, < Q s

%

Place ID label here

ALO3 Page 4 of 4
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9- 10
11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36
37- 42
43- 43
44— 44
45- 50
51- 52
53- 63
64- 66
70- 80
81- 82
83- 83
84- 86
87- 89
90- 92
93- 95
96- 98
99-101
102-104
105-106
107-108
109-109
110-110
111-111
112-112
113-113
114-114
115-115
116-116
117-119
120-122
123-123
124-124
125-125
126-126
127-127
128-128
129-129
130-130
131-131
132-132
133-133
134-134
135-136
137-137
138-140
141-143
144-145
146-146
147-147
148-148
149-149
150-150

ALLHAT Forms Book Documentation — Word Update Version

F3KPCOD
F3BATDAT
F3VFCOD
F3DATMOD
F3TIMMOD
F3MODFLG
F3TCN
F3PNO
F3RCN
F3DATES
F3Vs
F3CENT
FO3KEYDT
F3SEQ
F3SITE
F3ACROS
F3EDIT
F3RINO
F3PAYCN
F3CKNO
FO3FD021
FO3FD022
FO3FD023
FO3FD024
FO3FD025
FO3FD026
FO3FD027
FO3FD028
FO3FD029
FO3FDO30
FO3FD031
FO3FD032
FO3FD0O33
FO3FD034
FO3FD035
FO3FD036
FO3FD037
FO3FD116
FO3FD038
FO3FD039
FO3FD040
FO3FD041
FO3FD048
FO3FD049
FO3FDO50
FO3FDO51
FO3FD052
FO3FD053
FO3FDO54
FO3FDO55
FO3FDO56
FO3FDO57
FO3FD042
FO3FD043
FO3FD044
FO3FD045
FO3FD046
FO3FD047
FO3FDO58
FO3FD059
FO3FDO60
FO3FD061
FO3FD062

o] (2]

(o]

OO0 O0O0O0O0OO0OO0O0O0O0OO0DO0O0OO0OO0OO0OO0OO0OOFrROOFRP,RFPFPFPPPPFPOOFRPOOOOOORFRPORPPFRPORPPRPPFPORPRPEPRPRPRPRPEPEPRR

99
999999
9
999999
9999

9

662
700
662
99999999
9

20
999999

O

CORRRRRRERRRRERERDIN
NNNNNRRPREPRERRNNNNNNNNNNNNREPRNNNNNNNNRRPORRPRPRPRPREPNRPORONRPRONRPRNNRREPREPRNRRLRORR

(o]
[(o]
O

999

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$

88



ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3
ALOO3

NNNNNNNNNNNONNONNDNDNDNNNNNNNNNNNDNDNDNDNDNDNNNNNNNNNNNONNDNNNNNNDNNNNNNNNDNDDN

0631
0641
0651
0661
0671
0681
0691
070l
0711
0721
0731
0741
0751
o7el
o771
0781
0791
0801
081l
1171
083A
084A
085A
086A
087A
088A
089A
090AD
0911
1181
1191
0921
0931
0941
0951
0961
0971
098l
1201
1211
1221
1231
1241
1251
1261
1271
1281
1291
104A
1051

151-151
152-152
153-153
154-154
155-157
158-160
161-161
162-162
163-163
164-164
165-165
166-166
167-167
168-168
169-169
170-170
171-173
174-174
175-175
176-176
177-179
180-181
182-185
186-188
189-190
191-194
195-196
197-202
203-203
204-204
205-206
207-208
209-210
211-212
213-214
215-216
217-218
219-220
221-222
223-224
225-226
227-228
229-230
231-232
233-234
235-236
237-238
239-240
241-243
244-244

ALLHAT Forms Book Documentation — Word Update Version

FO3FDO63
FO3FD0O64
FO3FDO65
FO3FDO66
FO3FDO67
FO3FDO68
FO3FDO069
FO3FDO70
FO3FDO71
FO3FDO72
FO3FDO73
FO3FDO74
FO3FDO75
FO3FDO76
FO3FDO77
FO3FDO78
FO3FDO79
FO3FD0O80
FO3FD081
FO3FD117
FO3FD083
FO3FD084
FO3FD0O85
FO3FDO86
FO3FDO87
FO3FDO88
FO3FD089
FO3FD0O90
FO3FD091
FO3FD118
FO3FD119
FO3FD092
FO3FD093
FO3FD094
FO3FDO95
FO3FD0O96
FO3FD0O97
FO3FD098
FO3FD120
FO3FD121
FO3FD122
FO3FD123
FO3FD124
FO3FD125
FO3FD126
FO3FD127
FO3FD128
FO3FD129
FO3FD104
FO3FD105

OFRP O0OO0OO0000000O0000O0OO0OO0O0CO0CORRFPFRPPPPPPPOOOOOOOOOOOO0OOFRPROOOOOO

BN
o
WAOORRRRRRRERELAN

NORRPRRRRRPRRPRRPRRRPRPRPRPRPREPRPRPRNNRPRORRREPRPREPRENNNRPNMNNNNNMNNNNNNREPEPNNNDN

4
999
99
9999
999
99
9999
99
999999
3

1

99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99

9

1

89



ALOO3 Version 3

ALLHAT Forms Book Documentation — Word Update Version

90



ALLHAT FOLLOW-UP VISIT FORM - VERSION 3

1. a. Today's date (mm-dd-yy): _ _ -__ _ -__ __
b. Visit# (range 03-26): _ _

Piace ID fabel here

c. Type of visit (check one): Clinic visit O 1

Telephone visit O 2

Postcard information O 3

Patient name:

2. a. Seated blood pressure readings (mmHg) (use 999 for telephone visits and postcard
information) /

Patient should be seated for five minutes without smoking, feet flat on the floor, in /
an erect but comfortable position. Be sure to use the correct cuff size: pediatric | — — — — T T
(16.0-22.5 cm), regular arm (22.6 - 30.0 cm), large arm (30.1 - 37.5 cm), thigh Average: /
(37.6 - 43.7 cm). See Manual of Operations, Appendix B, for further instructions. | —  ~ — — — 7 7 7

Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic.

b. Initials of person performing blood pressure measurements (use 999 for telephone visits
and postEand INfORMIEKION) . «vsmivn w5 o4 o amtimmns 55 § + o 5 saie w8l 58 § 58 5 e eEns s § o 8 ¢+ semeisam s s s § o

interval History:
3. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown=99) ..........

4. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 99)
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

5. Since the last visit, has the participant experienced any of the following: Not

(Please answer all ltems #5a-h.) Hospitalized Hospitalized

or Procedure® But Treated No
a. Acute myocardialinfarction . ......... ... ... e 01 02 O3
D. SOk ..o :ccve s smmmmmrrine s 55 oommERsEE S 554 % B ST R B 6 3 8§ SR m | a:2 Os
c. Congestive heartfailure . . ....... ... ... it i it i it O+ O2 O3
d. ANGINA PACIONIS . cvvvvininvs oo s s svmmemimenn s & s 5 & & SsaIEaesEss s § & 8 § SemEEREE (i Oz Os
€. Peripheral arterial disease ........... ... .. ittt e m O2 Os
f. Cancer (a new diagnosis; not non-melanomaskincancer) ......................... O 1 02 O3
g. Accident or attempted suicide .. ........ ... . e 01 O2 Os
h. Kidney transplant or start of chronic dialysis ........................... e 01 02 Os

6. a. Considering the Step 1 (blinded) ALLHAT antihypertensive medication,

what percent of ALLHAT antihypertensive medication does the patient
report having taken since the last visit? .. ........ .. it i e et e <80% 01
>80%02
Go to #7 = Not on ALLHAT Step 1 (blinded) medication O 3
Unable to determine O 4

b. How many of the Step 1 (blinded) study capsules did the patient
return today? (Empty bottles returned = “000"; if unable to determine,

USE "800, ) e e ______mis(cylinder)or ______ capsules

Count pills whenever possible; encourage patients reporting taking less than 80% of their medications to take their
medications regularly as prescribed.
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What dose of the ALLHAT Step 1 (blinded) antihypertensive medication is the patient .. ................. Dose 101

being advised to take until the next visit? Dose2 02
Dose3 03

None O 4

If the Step 1 (blinded) antihypertensive study medication dosageis ................. a. Not applicable (go to #9) O 1
decreased or stopped at this visit, or if the patient will not be taking b. Morbid event O 1
the Step 1 (blinded) antihypertensive study drug, please give reason c. Symptomatic adverse effect O 1
(check all that apply). d. Other adverse effect (e.g., abnormal blood test) O 1

. Blood pressure too high O 1
f. Blood pressure too low O 1

g. Refusal O 1

h. Other non-medical reason O 1

i. Other (specify) 0+

What open-label antihypertensive or lipid-lowering medication .......................... a. None (go to #10) O 1
is the patient being advised to take until the next visit? (check all that apply) b. Diuretic 1-2 times per week O 1
c¢. Diuretic 3 or more times per week O 1

This refers to any open-label antihypertensive or d. Calcium channel blocker O 1
lipid-lowering medication, including medications e. ACE inhibitor O 1
provided by ALLHAT or from another source. {. Alpha blocker O 1
g. Atenolol O 1

h. Clonidine O 1

l. Reserpine O 1
j- Hydralazine O 1
k. Other antihypertensive medication (specify) 0+

I. HMG CoA reductase inhibitor (including ALLHAT pravastatin) O 1
m. Other lipid-lowering medication (including niacin, resins and probucol) O 1
n. Potassium chloride or other potassium supplement O 1

10. a. What percent of ALLHAT pravastatin tablets does the patientreport ............. .. ... ... ... .. ... <80%) 01
having taken since the last visit? >80%02
Goto#11 = Noton ALLHAT pravastatin O 3
Unable to determine O 4
b. How many pravastatin tablets did the patient return today? ........... — __mis(cylinder) or __ _____tablets

(Empty bottles returned = “000"; if unable to determine, use "999".)

Count tablets whenever possible; encourage patients reporting taking less than 80% of their medications to take their
medications regularly as prescribed.
11. What dose of the ALLHAT pravastatin is the patient ..... e e e e e e, 10mg0O1
being advised to take until the next visit? 20mg0O2
40mg0O3
None O 4
12. If ALLHAT pravastatin dosage has been decreased or stopped at this visit, . .. a. Not applicable (go to next section) O 1
or if the patient will not be taking the ALLHAT pravastatin, b. Morbid event O 1
give reason (check all that apply). c. Symptomatic adverse effect O 1
d. Other adverse effect (e.g., abnormal blood test) O 1
e. Refusal O 1
f. Non-medical reason O 1
g. Other (specify) O+
Place ID Iabel here
Patient name:

ALO3 Page 2 of 3
Version 3 - Rev 2/96



13. In general, would you say your healthis: ........ ... . i i Excellent O 1
Very good O 2
Good O0 3
FairO 4
Poor 5
No answer/unknown O 6
14, If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate
yourself today? (Unknown=999) . ... ... . . i e -
15. Have you ever smoked cigarettes? ................ ... il Current smoker (past 30 days) O 1
Past smoker (100+ cigarettes) O 2
Never smoked O 3
Unknown O 4
16. Are you currently taking aspirinregularly? . . .. ... e e YesO 1
(Including aspirin-containing products; see Manual of Operations NoO2
Chapter 2 for a list) Don’t know O 3
17. For women only: Are you currently prescribed an estrogen supplement? ........................ Oral O 1
PatchO2
NoOs3
Don'tknow O 4
From clinic recor: mplete with 9's if not available):
18. Social Security NUMDbEr . . ... ... e - -
19. Medicare number (required for patients 65 yearsofage) ............... __ _ - -
20. a. Are you re-dispensing Step 1 (blinded) medications that the patient returned at this visit? .............. Dose 1 O 1
Dose 2/302
NoOs3
b. Are you re-dispensing ALLHAT pravastatin that the patient returned atthisvisit? ...................... Yes O 1
NoO:2
21. Number of new bottles dispensed thisvisit ........................ a. Step 1 (blinded) Dose 1 __small __ large

(Small = 44-count, large = 134-count)

For items #21a-c, indicate the pumber of new
bottles dispensed (do not use X or V).
Differentiate between small and large bottles.

b. Step 1 (blinded) Dose 2/3 __small __large

c. Pravastatin __

d. No new bottles dispensed O 1

22. Initials of person completing this form: ... .. ... i i i i e e e

23. Signature of person completing this form

Patient name:

Place ID label here

...................................
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ALLHAT FOLLOW-UP VISIT FORM - VERSION 3

.

Patient name:

1. a. Today's date (mm-dd-yy): __ __ -__ __ -__ __
b. Visit # (range 03-26): __ __

c. Type of visit (check one): Clinic visit O 1
Telephone visit O 2

Postcard information O 3

Place ID label here

2.

a. Seated blood pressure readings (mmHg) (use 999 for telephone visits and postcard
information

Patient should be seated for five minutes without smoking, feet flat on the floor, in
an erect but comfortable position. Be sure to use the correct cuff size: pediatric
(16.0-22.5 cm), regular arm (22.6 - 30.0 cm), large arm (30.1 - 37.5 cm), thigh
(37.6 - 43.7 cm). See Manual of Operations, Appendix B, for further instructions.

Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic.

b. Initials of person performing blood pressure measurements (use 999 for telephone visits
and posicard iINformMetionY i » « « sww v s s wwvmys x g vawmns o o s wos __@

Interval History:

3.
4.

Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown = 99) .......... - @

Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 99) ._
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

Since the last visit, has the participant experienced any of the following: Not
(Please answer all ltems #5a-h.) Hospitalized Hospitalized

or Procedure* But Treated No
Acute myocardial infarction ... @ = B2 O3

a.

Do iSIOKE e e eyt . ] 1 02 Os
c. Congestive heart failure ..........ccceviiiiii ; 1 1 02 O3
d. ANGINAPECLONIS civsssuusessesamssumianssssasnissssenumvinsvssuasssians s sontnasasses 3 11 Oz Os
e. Peripheral arterial disease.. ettt e st nae e ] 1 O:2 Os
f. Cancer (a new diagnosis; not non-me!anoma skin cancer) 1 02 Os
g. Accident or attempted suicide ..o 11 O:2 O3
h. Kidney transplant or start of chronic dialySis ........ccccceerveviiriererincereneresrersreeees ] 1 02 Os

Complete an Event Reporting Form (AL04) for all everits in tems 5a-h involving a
hospitalization or procedure, and for all non-hospitalized but treated myocardial infarctions and
strokes (boxed items). *Refer to MOO Chapter 5 for examples of procedures.

a. Considering the Step 1 (blinded) ALLHAT antihypertensive medication ,
what percent of ALLHAT antihypertensive medication does the patient

report having taken since the last visit? .. <80% O1
>80% 02

Go to #7 = Not on ALLHAT Step 1 (blinded) medication (1 3

Unable to determine O 4
b. How many of the Step 1 (blinded) study capsules did the patient

return today? (Empty bottles returned = “000"; if unable to determine,
USE “999%.) iy e e e S S S S S BEs USRS S e T s e Y —— ___mls (cylinder) or ~ capsules

Count pills whenever possible; encourage patients reporting taking less than 80% of their medications to take their

medications regularly as prescribed.
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7. What dose of the ALLHAT Step 1 (blinded) antihypertensive medication is the patient Dose 1 O 1

being advised to take until the next visit? Dose2 [ 2

Dose 303

None O 4

Q. If the Step 1 (blinded) antihypertensive study medication dosage is 048 .. . a. Not applicable (go to #9) O 1
decreased or stopped at this visit, or if the patient will not be taking b. Morbid event O 1

the Step 1 (blinded) antihypertensive study drug, ple € reason ? c. Symptomatic adverse effect O 1

(check all that apply). d. Other adverse effect (e.g., abnormal blood test) [J 1

Blood pressure too high O 1

305 Blgoad pressure toc low O 1
3 g. Refusal O 1

305 Oth -medical reason O 1
3@ i. Other (specify 3057 0 1
. . . ] \.-'_/
9. What open-label antihypertensive or lipid-lowering medication @ .................... a. None (go to #10) O 1
is the patient being advised to take until the next visit? (check all that appiy] ... b. Diuretic 1-2 times per week
O
24 Piyretic 3 or more times per week O 1
This refers to any open-label antihypertensive w d—Calcium channel blocker [J 1

or lipid-lowering medication, including medications
provided by ALLHAT or from another source

e . ACE inhibitor 0 1
Alpha blocker O 1
,- g Atenolol O 1
@ . Clonidine O 1

@ Reserpine O 1
Hydralazlne On

a8
Cavez d—y

0 er antihypertensive medication (specify) 3138 0 1

HMG CoA reductase inhibitor (1nc|ud1ngMT pravastatin) O 1

Other wering medication (including niacin, resins and probucol) O 1

O n. Potassium chloride or other potassium supplement [ 1

If patient is not participating in the lipid-lowering part of ALLHAT, or is not assigned to study pravastatin, or if
the study pravastatin was assigned today, go to Ite_m #13.

10. a. What percent of ALLHAT pravastatin tablets does the patient report 80%) O 1
having taken since the last visit? 280% 02
Goto #11 = Not on ALLHAT pravastatin [ 3

Unable to determine O 4

b. How many pravastatin tablets did the patient return today? - __ ___mis (cylinder) or tabfets

(Empty bottles returned = “000"; if unable to determine, use "999".)

Count tablets whenever possible; encourage patients reporting taking less than 80% of their medications to take their
medications regularly as prescribed.

11. What dose of the ALLHAT pravastatin is the patient 3 10mg O+
being advised to take until the next visit? 20mgO2
40mg QO3
None O 4
12. If ALLHAT pravastatin dosage has been decreased or stopped at this visit, a. Not app. (go to next section) 1 1 qo70
or if the patient will not be taking the ALLHAT pravastatin, b. Morbid event O0 1 307
give reason (check all that apply). c. Symptomatic adverse effect 0 1 3072

d. Other adverse effect (e.g., abnormal blood test) 0 1 3073
e. Refusal 00 1 3074
f. Non-medical reason OO0 1 3075

g. Other (specify) so77 01
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Ask the following questions of the participant at 2 years, 4 years and 6 years (refer to patient's visit schedule):

13. In general, would you say your health is: Excellent O 1

Very good O 2

Good [ 3
FairO 4
Poor O 5

No answer/unknown [0 6

14. If you were to rate your current health on a scale of 0 to 100, with 100

being perfect health and 0 being death, what number would you rate
yourself today? (Unknown = 999) o
15. Have you ever smoked cigareties? @ Current smoker (past 30 days) OJ 1

Past smoker (100+ cigarettes) [ 2
Never smoked [0 3

pknown O 4
16. Are you currently taking aspirin regularly? .@ O

(Including aspirin-containing products; see Manual of Operations NoO2
Chapter 2 for a list) Don’t know O 3
17. For women only: Are you currently prescribed an estrogen supplement? Oral O 1
Patch O 2
NoO3

Don't know O 4

From clinic records (complete with 9's if not available):

18. Social Security number

19. Medicare number (required for patients 265 years of age)

20. a. Are you re-dispensing Step 1 (blinded) medications that the patient returned at this visit? (" 3140...)........... Dose 101
. Dose 2/302
No O3

b. Are you re-dispensing ALLHAT pravastatin that the patient returned at this visit?

es m
No Oz
21. Number of new bottles dispensed this visit a. Step 1 (blinded) Dose 1 _ small __large 3
(Srmatt="44-count, large = 134-count)

¢. Pravastatin _—

For items #21a-c, indicate the number_of 3006 b. Step 1 (blinded) Dose emal __large
new bottles dispensed (do not use X or ¥). s :
Differentiate between small and large bottles. g iNoinsN-actics tispens el

22. Initials of person completing this form: 3 o
23. Signature of person completing this form 3

- At Visit 3 or 4 (1 month or 3 months), if the participant is eligible and willing to
participate in the lipid-lowering trial, perform lipid randomization. Patients
randomized to the lipid-lowering trial at Visit 3.or 4 should have blood drawn for

Place ID label here a lipid profile (panel ALL02 on the laboratory request slip).

Check patient's visit schedule to determine labwork and ECGs to be done at this

visit.
q Patient name: Schedule the patient’s next ALLHAT visit according to their individual visit
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ALLHAT FOLLOW-UP VISIT FORM - VERSION 4

1.a. Today's date (mm-dd-yyyy): - -

Place ID label here b. Visit# (range 03-28): __ __

c. Type of visit (check one): ............... Clinic visit O 1
Telephone visit O 2

Patient name:
aaalleL Postcard information O 3

2. a. Seated blood pressure readings (mmHg) (use 999 for telephone visits and postcard information)__ __ _ /_
Patient should be seated for five minutes without smoking, feet flat on the floor, in —_—
an erect but comfortable position. Be sure to use the correct cuff size: pediatric
(16.0-22.5 cm), regular arm (22.6 - 30.0 cm), large arm (30.1 - 37.5 cm), thigh Average: __ __ _ /__ __ __

(37.6 - 43.7 cm). See Manual of Operations, Appendix B, for further instructions.
Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic.

b. Initials of person performing blood pressure measurements (use 999 for telephone visits
and postcard information) . . . . ... ... e e

Interval History:
3. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown=99).........

4. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown =99) . __
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

5. Since the last visit, has the participant experienced any new occurrence of the following:

(Please check one box for each of the items #5a-k.) Diagnosis Treatment
Hospitalized Only Only No_
a. Acute myocardial infarction (including evolving Ml with thrombolysis) .. ... D14 < s semavss 5w ....02....03
b. Stroke (not TIA or “ministroke™) - .. ....... ... ... .. . . i O%csommeasssns v i 02 w03
c. Cancer (a new primary diagnosis; excluding non-melanoma skincancer)..| O1........ O4 {....02 ...03
d. Congestive heartfailure ............ ... ... . . . i 1 [ R S ....02 ...03
e. Angina pectoris (actual episode of chestpain) ....................... O s e o0 s s 5 5 si:: B2 g3
f. Lower extremity peripheral arterial disease .......................... O1............ ....02 ...03
g. Accident or attempted suicide . .............. ... . ... o s, O cviivisesm ....02 ...03
Any of the following procedures? Yes No
h. Kidney transplant or start of chronic dialysis . ........... ... ... . i LO1]...02
i. Coronary artery bypass graft (CABG) . ... ... i et i L. O1)...02
j. Coronary PTCA (angioplasty), stent or atherectomy . ........ ... .. .. .. . ... L O1)]...02
k. Lower extremity peripheral revascularization/bypass/angioplasty .................. ... ... .. ..., .O1)]...02

Complete an Event Reporting Form (AL04) for all boxed events in Items 5a-k.

6. Considering the Step 1 (blinded) ALLHAT antihypertensive medication, what percent of
ALLHAT antihypertensive medication does the patient report having taken since the last visit? ... Less than 80% O 1
80% or more O 2
Not on ALLHAT Step 1 (blinded) medication O 3
Unable to determine O 4

Encourage patients taking less than 80% of their medications to take their medications regularly as prescribed.

7. What dose of the ALLHAT Step 1 (blinded) antihypertensive medication is the patient ................ Dose 1 O 1
being advised to take until the next visit? Dose 202
Dose 303

None O 4
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If item #7 is “None”, complete Items #8 and #9. Otherwise, skip to Item #10.

8. If the patient will not be taking the Step 1 (blinded) antihypertensive study drug, please give reasons
(check all that apply).

a.Morbidevent ...... ....... .. .. .. 01

b. Symptomatic adverseeffect ................ ... .. ... 01

c. Other adverse effect (e.g., abnormal blood test) . . ... ... 01

d. Blood pressuretoo high ..................... ... ... 01

e.Bloodpressuretoolow .......... ... ... .. ... .. ... .. a1

T: ROIUSEN : : : svcoien s 5 o 5 wismmnorses = 3 5 =essmapes o & = = avswinson 6 & & & &5 01

g. Other non-medicalreason ... ...................... 01

h. Other(specify) 01

9. When will you be restarting Step 1 (blinded) study drug?

Will restart atthenextwvisit . . .. ........................ 01

Can'ttellatthistime................................ 02

Noplanforestart. ......:: . covwwe v s o s s 3 ¢ s v < O3
10. Which of the following medications ............. ... it a. None (goto#11) O 1
is the patient being advised to take until the next visit? (check all that apply) b. Diuretic 1-2 times per week O 1
c. Diuretic 3 or more times per week O 1
This refers to any open-label antihypertensive or lipid-lowering d. Calcium channel blocker O 1
medication, including medications provided by ALLHAT or from : e. ACE inhibitor O 1
another source, and regardless of reason for prescription. f. Alpha blocker 1 1
g. Atenolol O 1
h. Clonidine O 1
i. Reserpine 01
j. Hydralazine O 1
k. Other antihypertensive medication, regardless of indication (specify) 01

1. HMG CoA reductase inhibitor (including ALLHAT pravastatin) O 1
m. Other lipid-lowering medication (including niacin, resins and probucol) O 1
n. Potassium chloride or other potassium supplement O 1

11. What percent of ALLHAT pravastatin tablets does the patientreport .............. Not on ALLHAT pravastatin O 3
having taken since the last visit? Less than 80% O 1
80% or more O 2
Unable to determine O 4

If the patient is not in the lipid-lowering part of ALLHAT, or is assigned to Usual Care, or
is assigned to pravastatin but not advised to take the ALLHAT pravastatin at the last visit,
check “Not on ALLHAT pravastatin” for #11.

Encourage patients taking less than 80% of their medications to take their medications regularly as prescribed.

12. What dose of the ALLHAT pravastatin is the patient being advised to take until the next visit? . . . . . Not applicable O 5

10mgO1
If the patient is not in the lipid-lowering part of ALLHAT, or is assigned to Usual Care, 20 mg 02
check “Not applicable” for #12. 40mgO3
None O 4

Reminder: ALLHAT protocol starting dose is 40 mg/day.

Place ID label here
Patient name:
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If item #12 is “None”, complete Items #13 and #14. Otherwise, skip to next section.

13. If the patient will not be taking the ALLHAT pravastatin, give reasons (check all that apply).

a.Morbidevent .......... ... ... . ... ... ... 0O+
b. Symptomatic adverseeffect ..................... 01
c. Other adverse effect (e.g., abnormal blood test) . . . .. 01
d. ROFUSA] :csmmnie s v = 5 o o6 45 & 09 2 & 5 & 6 Soraie 4 0On
e. Other non-medicalreason....................... 01
f.Other(specify) _ ... ..... O+
14. When will you be restarting pravastatin?
Will restartatthenextvisit . .. ...................... 01
Can'ttellatthistime . ............................. O2
Noplantorestart. ....c.ovismev s smmrnii s s eas O3

Ask the following questions of tha partic;pant at 2 years, 4 years and 6 yaars, and record-a 12-lead ECG (refer

Fi

16.

17.

18.

19.

20.
21.

If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate
yourself today? (Unknown=999) ......... ... . ... .. it

to patient's visit schedule):
15. In general, would you say your health is: . ... ..........ouureein e, Excellent O 1
Very good [0 2
Good O 3
Fair O 4
Poor O 5

No answer/unknown O 6

Have you ever smoked cigarettes? . ................. .. ... ........ Current smoker (past 30 days) O 1

Are you currently taking aspirinregularly? . ...... ... ... ... ... ...

(Including aspirin-containing products; see Manual of Operations
Chapter 2 for a list)

For women only: Are you currently prescribed an estrogen supplement?

m clini mpl ith 9's if n vail

Social Security number

Medicare number (required for patients >65 years ofage) ..........

Past smoker (100+ cigarettes) O 2
Never smoked O 3
Unknown O 4

.................... Yes O 1
NoO2
Don't know OO 3

NoO2

22. Initials of person completing this form:

23. Signature of person completing this form

Patient name:

dispensad

Chack patient's visit schedule for labwork and ECGs to be done at this visit.

Be sure that the patlent has enough ALLHAT medication to last until their next
Place ID label here visit. Check the bottln Iabel to bs sura that the correct bottle number is

‘Be sure that the patient contact informaﬁon is up to date, at least annuaily.
. Schedule the patiant's next ALLHAT vimt according to their visit schedule.
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N 2 H ;
ALLHAT FOLLOW-UP VISIT FORM - VERSION 4 ;D 1o !

TR N AN
1.a. Today's date (mm-dd-yyyy): __ ___-___@E/ fﬁw 2z

. " ) Place ID label here b. Visit # (range 03 - 28): _@ -

T c. Type of visit (check one): ............... Clinic visit O 1
‘Patient name: Telephone visit0 2( 37 3 o

Postcard information O 3

2. a. Seated blood pressure readings (mmHg) (use 999 for telephone visits and postcard infonnatiorﬁ 3‘92‘3: @

Patient should be seated for five minutes without smoking, feet flat on the floor, in @ 3¢

an erect but comfortable position. Be sure to use the correct cuff size: pediatric é @
: (16.0-22.5 cm), regular arm (22.6 - 30.0 cm), large arm (30.1 - 37.5 cm), thigh Avera =
i/ (37.6 - 43.7 cm). See.Manual of Operations, Appendix B, for further instructions.

Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic.

b. Initials of person performing blood pressure measurements (use 999 for telephone visits
and posteard information) . . . ... .. .. e e

Interval History:
. 3. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown = 99)

4. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 9
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

- 5. Since the last visit, has the participant experienced any new occurrence of the following:

(Piease check one box for each of the items #5a-k.) Diagnosis Treatment

i o’ @ Acute myocardial infarction (including evolving MI with thrombolysis) . ... 30 ...03
b. Stroke (not TIA or “ministroke™) - . .......... ... i i ..0O3
¢. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer) . . ..03
d. Congestive heartfailure .. .......... ... ... ... i iiiirnininnnen.. ..Os
e. Angina pectoris (actual episode of chestpain) ....................... ..0O3
f. Lower extremity peripheral arterialdisease . ......................... ...0s.
g. Accidentorattempted suicide ............... .. . ... i .33
Any of the following procedures? C E No
h. Kidney transplant or start of chronic dialysis ............................. g ! ...0O2

% i. Coronary artery bypass graft (CABG) .. ... ......covrereneneeinenenanns 144, /ﬁ‘?{ 041f...02
j- Coronary PTCA (angioplasty), stent or atherectomy ...................... 143, f 0O1]...02
k. Lower extremity peripheral revascularization/bypass/angioplasty ............ JY%. / ‘fé‘. ........ L 01)...02

~Complete an Event Reporting Form {ALG4) for all boxed events in items Sa-k.

6. Considering the Step 1 (blinded) ALLHAT antihypertensive medication, what percent of < go 3 g ;
ALLHAT antihypertensive medication does the patient report having taken since the last visit? . an 80% O 1

80% or more O 2
Not on ALLHAT Step 1 (blinded) medication O 3
Unable to-determine O 4

¥ Encourage patients taking less than 80% of their medications to take their medications regularly as prescribed.

7. What dose of the ALLHAT Step 1 (blinded) antihypertensive medication is the patient . ............... Dose 101
%, being advised to take until the next visit? Dose 2 [ 2
i Dose 303

- None O 4
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If Item #7 is “None”, complete items #8 and #9. Otherwise, skip to item #10.

8. If the patient will not be taking the Step 1 (blinded) antihypertensive study drug, please give reasons

(check all that apply). ,
3 a.Morbidevent ...... ........... . 01

' b. Symptomatic adverse effect .....(=202&) ... .. 7y 01
c. Other adverse effect (e.g., abnormalb od test)é 01

d. Blood pressure too high . . ... ) & 01

e. Blood pressure toolow . ... .. PR =

fRefusal ................. 820 ... 0 O1

g. Other non-medical reason . vy ... ;. ... 01

h. Other (specify) m ......... O56)01
8. When will you be restarting Step 1 (blinded) study drug?

- Will restart at the next visit . . ............ o 01
'7F~ Can't tell at this time /% Oz

1 §

Noplantorestart.......................\:".\1 ........ m
10. Which of the following medications ...............cocviereinennnnenn.. ..o 3 9.5.?. . a. None (go to #11) 0 1~
is the patient being advised to take until the next visit? . Diuretic 1-2 times per week (O @
g%‘ 33 c. Diuretic 3 or more times per week O 1
This refers to any open-label antihypertensive or lipid-lowering d. Calcium channel blocker O 1 o¢0
medication, including medications provided by ALLHAT or from r e. ACE inhibitor O 1 -
another source, and regardless of reason for prescription. f, Alpha blocker B 13064
@ g. Atenolol O 1
h. Clonidine O § 3135
i. Reserpine 01
j- Hydralazine O (313]
k. Other antihypertensive megdication, regardless of indication (specify) 015 5
I. HMG CoA reductase inhibitor (includin AT pravastatin) O 1

~Other lipid-lowering medication (including niacin, resins and probucol) O 5
Q - n. Potassium chioride or other potassium supplement O 3135
11. What percent of ALLHAT pravastatin tablets does the patientreport .......(.2.% ~Not on ALLHAT pravastatin (03

having taken since the last visit? Less than 80% O 1

80% or more O 2
If the patient is not in the lipid-lowering part of ALLHAT, or is assigned to Usual Care, or Unable to determine O 4

is assigned to pravastatin but not advised to take the ALLHAT pravastatin at the last \nsnt
check “Not on ALLHAT pravastatin” for #11.

Encourage patients taking less than 80% of their medications to take their medications regularly as prescn'be’d.,

12. What dose of the ALLHAT pravastatin is the patient being advised to take until the next vusut‘? ..... Not appllnbleﬂ/ﬁ i
10mg.01
If the patient is not in the lipid-lowering part of ALLHAT, or is assigned to Usual Care. '50““ 20 mgO2
check “Not applicable” for #12. 40 mg O3

NoneO4

Reminder: ALLHAT protocol starting dose is 40 mg/day.

Place ID label here

5
| ‘Patient name:
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If tem #12 is “None”, complete Items #13 and #14. Otherwise, skip to next section.

13. If the patient will not be taking the ALLHAT pravastatin, give reasons (check all that apply).

) a.Morbidevent .......................(.. 307
i ") b. Symptomatic adverseeffect ......... ... .0
- c. Other adverse effect (e.g., abn

d.Refusal ................

f. Other (specify) o??/

e. Other non-medical reason
......... 1
14. When will you be restarting pravastatin? : (%

Will restart at the next visit, . v.&.7. /, & .. ... ... a1
¥ Canttellatthistime..../..].\ /.. I4¢. a2

Noplantorestart....... T e as

Ask the following questions of the pamcipant at2 years, 4 ‘years and 6 yoars, and record:a 124ead ECG {refer
to patient's visit schedule):

15. In general, would you say yourhealthis: ........ ... ... ... ... ... ... ........ 5 ;). Excellent O 1
¥’ Very good O2
0,\% Good 0O 3

K Fair O 4
PoorOs
No answer/unknown O 6
16. If you were to rate your current health on a scale of 0 to 100, with 100 _ _
being perfect health and 0 being death, what number would you rate Y
yourself today? (Unknown=9899) ........... ... ... it 3 .
Have you ever smoked cigareftes? . ...............c.ccvuun... Current smoker (past 30 days) [ 1
/%\ Past smoker (100+ cigarettes) OJ 2
%0 Never smoked O 3
Unknown O 4
Are you currently taking aspininregularly? .......... ... .. .. i, 0% Yes O 1
. (Including aspirin-containing products; see Manual of Operations ?D NoO2
Chapter 2 for a list) ff 't know O 3
- 149
19. For women only: Are you currently prescribed an estrogen supplement? . 2. . %22 ‘a4 ... YesO1
gi NoO2

Don't know O 3

20. Social Security number . . ... ... e NS
21. Medicare number (required for patients >65 years of age)

22. Initials of person completing this form: . ........ ... . i e

— el
23. Signature of person completing this fOM ... ....vuvvnneerneennnennenns K ly

Place ID label here

Patient name:
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ALOO4 - ALLHAT Event Reporting Form

Corresponding documentation inventoried on ALO11 - ALLHAT Receipt of Endpoint Documentation Form.

Versions:
Version 1 — 01/94
Unique fields to version 1: F04023, F04024, F04025, FO4033, F04042, F04043, FO4032A, F04042, FO4043.

Version 2 — 06/94
Unique fields to version 2: FO4061; FO4062 has different use than in version 3.

Version 3 — 07/98

Unique fields to version 3: FO4063, F04064, F04065, F04066, FO4067, FO4068, F0O4069, FO4070, FO4071, FO4072,
F04073, FO4074, F0O4075 (FO4063- F04075 non-fatal events occurring prior to death during the fatal hospitalization);
F04076, FO4077, FO4078, FO4079, FO4080, F04081, F04082, FO4083.

Fields unique to version 1 and 2 only: FO4034, FO4035, F04036, F04037, F04038, F04039, F04040, FO4041.

Fields unique to version 2 and 3 only: F04032B, FO4047, F04048, FO4049, F04050, FO4051 FO4052, F04053, FO4054,
F04055, FO04056, FO4057, FO4058, FO4059, F04060.

Modified Fields for LADS Master File:
Blanked:

F04018 (versions 1,2,3)

F04019

F04020

F04044 (versions 2,3)

Changed reverse date (yymmdd) to days since randomiz ation:
F04021 (version 3); FO4062 (version 3) Century Date is subsumed in this field in version 3 before modification

Changed date (mmddyy) to days since randomization:
F04021 (versions 1,2)

Coding Details:
Fields FO4061, FO4062 (Version 2), F04082, and F04083 were coded by the Coordinating Center for the primary cancer
site based on the pathology report provided with the form.

1 = Adrenal 18 = Tongue

2 = Bone 19 = Throat

3 = Brain 20 = Thyroid

4 = Esophagus 21 = Uterus

5 = Gall bladder/biliary 22 = Vagina/wlva

6 = Hematopoietic malignancies 23 = Unknown primary

7 = Kidney 24 = Anus

8 = Liver 25 =Lip

9 = Melanoma 26 = Oral cavity

10 = Ovary 27 = Testicular/penile/scrotal

11 = Pancreas 28 = Malignant fibrous histiocytoma
12 = Pituitary 29 = Squamous cell carcinoma of skin
13 = Salivary gland 30 = Malignant mesothelioma

14 = Sinus 31 = Ureter/ureto-vesicle junction
15 = Small intestine 32 = Neuroendocrine

16 = Sarcoma 99 = Other

17 = Stomach
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ALLHAT EVENT REPORTING FORM

Patient name:

1. Today's date: R S

Place ID label here
2. Dateofevent: __ - -

Is adeath being reported? . .. ... ... .. ... e Yes O 1
(Goto#5) wmNoO2

a.Causeof death (checkong) ............ . ... ..., Myocardial infarction O 1
Sudden death (< 24 hours) O 2

Stroke O 3

Congestive heart failure [ 4

Other cardiovascular disease [0 5

Cancer (primary site )yOs

Accident, suicide, homicide O 7

Other noncardiovascular disease [ 8

Unknown cause [0 9

b. Is death certificate attached? . .. ... ... ... ... ... . Yes O 1
No O 2

Type of nonfatal event (check allthatapply) ....................... a. Myocardial infarction O 1
b. Stroke 0 1

c. Hospitalized congestive heart failure O 1

d. Hospitalized angina O 1

e. Hospitalized peripheral arterial disease [J 1

f. New nonfatal cancer diagnosis (primary site Yo

g. Is discharge summary attached? . ............ ... ... . . . .. Yes OO 1

Procedures (check allthat apply) . . ... ......... ... ... h. None (go to #6) O 1
i. CABGO1

j. Coronary angioplasty I 1

k. Thrombolysis O 1

l. Other coronary revascularization O 1

m. Peripheral arterial revascularization I 1

n. Other (specify YO+

If death certicate or discharge summary required, but not attached,
please check primary reason: .. ...........c.cuiuii i, Patient/family refusal OJ 1
Unable to locate records O 2
Pending O 3
Other (specity) O4

Initials of person completingthisform .. ...... ... ... .. ... ... ... ... ... ...

Signature of person completingthisform .....................

PSF 060-254 ALO4 Page 1 of 1
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ALLHAT EVENT REPORTING FORM

TCENTER N\ FoRmM .
ree _ F K 1. Today's date: ___ - " @
PNUMBER Placothbelham veN

2. Date of event: - -

REERP TER 5/7'5 - T T

ent name: @ S, . ACRGSTIC

3. Isadeath being reported? ... ... ... ..ttt it it et i e e Yoes O 1
(Goto #5) maNo O 2
4. a.Causeofdeath (check 908) . ... ... ..ot ii it iiiianns Myocardial infarction O 1
Sudden death (< 24 hours) [0 2 oo
Stroke 0 3 \C°3,

Congestive heart failure I 4

Other cardjesgscular disease [ 5

Cancer (primary site 402 yOe
Accident~stfcide, homicide O0 7

Other noncardiovascular disease [0 8

Unknown cause 0 o

b. Is death certificate attached? . . ... ... .. ... ... it e e Yos 11 4025,

. NoO:2
5. Type of nontatal event (check allthatapply) ..................... a. Myocardial infarction I 1

b. Stroke 00 1— (¥02;
. Hospitalized congestive heart failure O 1

d. Hospitalized angina O 1-)@
@ e. Hospitalized peripheral ial disease I 1
f. New nonfatal cancer diagnosis (primary site 'P' Ho32. )yan1

L 03/
g. Is discharge summary attached? . ............ ... .ttt inenennn Yos [0 1
(3o iz
Procedures (check alithatapply) . .. ...... ... ... h. None (go to #6) O 1»@-

i. CABG O1
j. Coronary angioplasty (1 1

k. Thrombolysis OO 1=~ (%37
I. Other coronary revascularization 1 1

m. Peripheral arterial revascularization 00 1 — (43¢

n. Other (specify @ ) CQ,

6. If death certicate or discharge summary required, but not attached,

please check primarny reason: . . .......... .. uiemeeneneeennennnnes Patient/family refusal 1 1
Unable to locate records [0 2
@ P Pending O 3 @
Other (specify) _0O4
7 Initials of person completingthisform .................. ... ... ....... A

. 8. Signature of person completingthisform ..................... P

QRUALCITY conTROL STUD\( FCAG

ALO4 Page 1 of 1
Varsion 1 - 1/Q4
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ALOO4
ALOO4
ALOO4

PR RRPRRRPRRRPRRREPRREPRRRREPRRERRPRERRPRRRPRRREPRREPRRPRRPRRERRERRERRERRERRERRER

0011
0021DR
003A
0041DR
0051
0061
0071
008l
0091
o101
0111
0121
013I1DR
0141
015A
016A
0171
018A
0191
020A
0211D
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
0381
0391
0401
0411
0421
0431
044A
0451
0461

1- 2
3- 8
9- 10

11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36
37- 42
43- 43
44- 44
45- 50
51- 52
53- 63
64- 66
70- 80
81- 86
87- 87
88- 88
89- 89
90- 90
91- 91
92- 92
93- 93
94- 94
95- 95
96- 96
97- 97
98- 98
99- 99

100-100

101-101

102-102

103-103

104-104

105-105

106-106

107-107

108-108

109-111

112-112

113-113
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FABATDAT
FAVERF
FADATMOD
FAT IMMOD
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FATCN
F4PNO
F4RCN
FADATES
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FO4KEYDT
F4SEQ
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FO4FD032
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FO4FD034
FO4FD035
FO4FD036
FO4FD0O37
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FO4FD040
FO4FD041
FO4FD042
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FO4FD046
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9
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3

20
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9
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ALLHAT EVENT REPORTING FORM

1. Today's date: __ - -

Place ID label here
2. Date of event: __ __ - -

Patient name:

3. Does this form report a death or non-fatal event? . ............... ... ... Death OO 1
Non-fatal event O 2

4. a.Cause of death (check Only ONe) . ... ... ... ... ... Definite MI O 1
Definite CHD O 2

Possible CHD O 3

Stroke O 4

CHF Os

Other cardiovascular disease O 6

Cancer (list primary site in Item #6) 0 7

Accident, suicide, homicide O 8

Other noncardiovascular disease O 9

Unknown cause O 10

5. If Ml or definite or possible CHD, did death occur within 24 hours of symptoms? .................. YesO 1

8. Ifcancer, give primary site .. ............. ... ... Lung O 1
Colon O 2

Breast O 3

Prostate (0 4

Bladder O 5

Other (specify) Os

DKO7v7

7. a. Was patient hospitalized, or taken to a hospital during fatal event?

b. If yes, is face sheet attached?
8. Is death certificate attached?

9. If death certificate or face sheet is not attached, give primaryreason ....................... Pending O 1
Patient/family refusal O 2

Unable to locate records O 3

Other (specify in comments) O 4

ALO4 Page 1 of 2
PSF 060-254 Version 2 - 6/94



10. Type of nonfatal event (check allthatapply) . ....... ... . i a.MiO1
b. Stroke O 1

c¢. Hospitalized/procedure for CHF O 1

d. Hospitalized/procedure for angina O 1

e. Hospitalized/procedures for peripheral arterial disease O 1

f. Hospitalized/procedure for new cancer diagnosis (list primary site in Iltem #11) OO 1

g. Accident or attempted suicide O 1

11. If cancer, give primary site . . .. .. ... ... . e e e Lung O 1
Colon O 2

Breast O 3

Prostate O 4

Bladder O 5

Other (specify) Os

DKO7

12. 'a. Was patient hosplallzed? - ..cxscsmas mm e e s o s w s om g6 e 5§58 5 s 5w 4 2508 5 S 55 @ s 5 @68 & Yes O 1

b. If yes, is face sheet attached? ... ... ... . . . e Yes O 1

13. Procedures (check alt that apply) . ... ... ... .. i i e e e a. None OO 1

b. CABG O 1

c. Coronary angioplasty O 1

d. Thrombolysis O 1

e. Other coronary revascularization 0 1

f. Peripheral arterial revascularization O 1

g. Other (specify )y O

14. If face sheet is not attached, give primary reason . ............ .. ... i e Pending O 1
Patient/family refusal O 2

Unable to locate records O 3

Other (specify in comments) 1 4

15. Comments:

16. Initials of person completing this form

17. Signature of person completing this form

.............................

ALO4 Page 2 of 2
Version 2 - 6/94
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ALLHAT EVENT REPORTING FORM

I i% R T
T ke

en R R AL

attempted

25

1. Today'sdate: ____-____-____ (4013 )
Place ID label here
2. Dateofevent: __ _ -_ _ -__ _Ca021)
Patient name:
3. Does this form report @ death or NON-FAtal EVENL? ............c.oveueveeereremesemeaeseeseaesensseessesessassesrssens Death 1 1
Non-fatal event I 2

4.

a. Cause of death (Check Only ONe) ....o.oveeeiii e Definite MI O 1
Definite CHD O 2

Possible CHD O 3

Stroke 0 4

CHF Os

Other cardiovascular disease [0 6

Cancer (list primary site in ltem #6) O 7

Accident, suicide, homicide [ 8

Other noncardiovascular disease [0 9

Unknown cause O 10

If M| or definite or possible CHD, did death occur within 24 hours of symptoms? .......cceevveevieeeeeeeens Yes 01
NoO2
DKOs3

If CaNCer, QiVe PIIMBIY SINE ..u:ciiiicisiisnsnssimmssssnisstiorsssssssatuinsnssssssesssiassisissivivasssassonsssaassns sasauaavapssss Lung O 1
@ Colon O 2

Breast O 3

Prostate OO 4

Bladder O s

Other (specify) _(" a0s0 ) Os

SN—r DKO7

a. Was patient hospitalized, or taken to a hospital during fatal event? ..........ccooeveeeieiiiiiiiiceeereeenen, Yes O 1
NoO2
DKO3

b. If yes, is face Sheet aaChEd?...........ocoviiiiiiiiiiicee ettt e e e e aeeassaeeseeees srreaanas Yes [0 1

No O 2

IS death certificate AttAChBAT .............ciiiiriieee et et ee e et e ettt e e et et e e e e e e e e me e aeaesmneneaesnnnns Yes 1
NoO2

........................................ Ca0s4 DPending O 1

Patient/family refusal O 2
Unable to locate records O 3
Other (specify in comments) O 4

ALO4 Page 1 of 2
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*® - -
.l“"

10. Type of nonfatal event (check all that apply) ... a. MO+
. Stroke O 1 @
c. Hospitalized/procedure for CHF 0 1
d

. Hospitalized/procedure for angina O 1( 4029
e. Hospitalized/procedures for peripheral arterial disease O 1
f. Hospitalized/p

rocedure for new cancer diagnosis (list primary site in tem #11) O 1 @
@ g. Accident or attempted suicide O 1

11. If cancer, give Primary Site ..........ccocouireieieniiiii e e e Lung O 1

ColonO2
Breast 00 3
Prostate [0 4

Bladder O5
Other (specify) __(_ 4086) Os
N’ DKOzvz

12. @. WAS PALENt NOSPIAIIZEA? .......veoeeeeeerreseneseeeseeeseessseessssssss s s s s s bssess et e s Yes O 1
NoO2

DKOs3

b. If yes, is face sheet attached?...........c.ccocviiiiiiiii 4058 Jyes O 1
No O 2

13. Procedures (ChECk all that BPPIY) ......cccoeoeereieeeeieceeeeeeeeseeseaesesaesesaeassseassssessesenssesesss o PPogeese sesaes a. None O 1
Casd"b.caBG O

c. Coronary angioplasty O 1
d. Thrombolysis O 1

e. Ot oronary revascularization O 1 @

f. Peripheral arterial revgsewarization O 1
. g. Other (specify 01

amily refusal O 2
Unable to locate records [0 3
Other (specify in comments) O 4

15. Comments: (_‘WGD

16. Initials of person completing this fOrM.........ocoiiiiiii e e @ e

17. Signature of person completing this form

Quality control flag (CCCT added): _

ALQ4 Page 2 of 2
Version 2 - 6/94
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0011
0021DR
003A
0041DR
0051
0061
0071
008l
0091
010l
0111
0121
O13I1DR
0141
015A
016A
0171
018A
0191
020A
0211D
0221
0471
0481
0491
0501
0511
0521
0531
0541
0261
0271
0281
0291
0301
0311
0321
0551
0561
0571
0581
0341
0351
0361
0371
0381
0391
0401
0411
0591
0601
044A
0451
0461
0611
0621

1- 2

3- 8

9- 10
11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36
37- 42
43- 43
44- 44
45- 50
51- 52
53- 63
64- 66
70- 80
81- 86
87- 87
88- 89
90- 90
91- 91
92- 92
93- 93
94- 94
95- 95
96- 96
97- 97
98- 98
99- 99
100-100
101-101
102-102
103-103
104-104
105-105
106-106
107-107
108-108
109-109
110-110
111-111
112-112
113-113
114-114
115-115
116-116
117-117
118-120
121-121
122-122
123-124
125-126
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ALLHAT EVENT REPORTING FORM - VERSION 3

Attach hospital discharge summary and, if applicable, death certificate. Eprcancers_.djggnbs_gd outof
hospital, please attach pathology report. :

1. Today's date: __ __ - -

Place ID label here 2. Dateofevent: __ __ - -

3. Type of event: Death O 1

Patient name: Non-fatal event O 2

| For all deaths - Complete ltems #4 - 10. Atach death certificate and, if applicable, discharge summary. |

4. Causeofdeath (checkonlyone) . ......... ... . i e e e Definite MI O 1
Definite CHD O 2

Possible CHD O 3

Stroke O 4

CHF Os

Other cardiovascular disease O 6
Cancer (list primary site in ltem #6) O 7
Kidney disease (11

Accident, suicide, homicide [ 8

Other noncardiovascular disease [J 9
Unknown cause [J 10

5. If Ml or definite or possible CHD, did death occur within 24 hours of symptoms? ...................... Yes (01
NoO2
DKO3

6. Ifcancer, give primary site .. ... e Lung O1

Breast O 3

Prostate O 4

Bladder O 5

Other (specify) Oe
DKO7

7. a. Was patient hospitalized, or taken to a hospital, during fatalevent? . ............................... Yes OO 1
No(goto#8) 2
DK (goto#8) O3

b. If yes, is discharge summary attached? ............ ... .. ... i Yes O 1

c. If hospitalized or taken to a hospital, what other events occurred during this hospitalization,
other than the cause of death checked in #47? a. None O 1
b. Acute myocardial infarction (including evolving MI with thrombolysis) O 1
c. Stroke (not TIA or “ministroke”) 01
d. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer) 0 1
e.Congestive heart failure [ 1
f. Angina pectoris (actual episode of chest pain) O 1
g. Lower extremity arterial disease [ 1
h. Accident or attempted suicide (I 1
i. Kidney transplant O 1
j. Start of chronic kidney dialysis OJ 1
k. Coronary artery bypass graft (CABG) O 1
I. Coronary PTCA (angioplasty), stent or atherectomy O 1
m. Lower extremity peripheral revascularization/bypass/angioplasty [J 1

ALO4 Page 1 of 2
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8. Is death certificate attached?

+= 9, If death certificate or discharge summary is not attached, give primaryreason ...................... Pending O 1

Patient/family refusal O 2
Unable to locate records O 3
Other (specify in comments) O 4

|

“For all nonfata sverts, o

10. Type of nonfatal event (check all that apply)
a. Hospitalized for acute myocardial infarction (including evolving M| with thrombolysis) O 1
b. Hospitalized for stroke (not TIA or “ministroke”) 1
c. Cancer (a new primary diagnosis,; excluding non-melanoma skin cancer) I 1
d. Hospitalized for congestive heart failure O 1
e. Hospitalized for angina pectoris (actual episode of chest pain) O 1
f. Hospitalized for lower extremity arterial disease [0 1
g. Hospitalized for accident or attempted suicide O 1
h. Kidney transplant O 1
i. Start of chronic kidney dialysis [J 1
j- Coronary artery bypass graft (CABG) O 1
k. Coronary PTCA (angioplasty), stent or atherectomy O 1
I. Lower extremity peripheral revascularization/bypass/angioplasty OJ 1

11. If cancer, give primary site . ... ... .. ... e e e Lung 0 1

Colon O 2

Breast O 3

Prostate O 4

S Bladder O 5
Other (specify) Os

DKO7

12. a. Was patient hospitalized?

b. If yes, is discharge summary attached?

13. If discharge summary is not attached, give primaryreason ................. ... iiitinnnnnnan.. Pending 1 1

Patient/family refusal O 2
Unable to locate records O 3
Other (specify in comments) O 4

For all events, please describe symptoms and your assessmont/diagnosis |

14. Comments:

Place ID label here

Patient name: 15. Initials of person completing this form

16. Signature of person completing this form

17. Signature of investigator

ALO04 Page 2 of 2
Version 3 - 7/98
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. — ” | Ct’ﬂi"w‘*yh Adte :
1. Today'sdate: ____-———-__ __
Place ID label here 2. Dateofevent: ____-___ - @ Contory bote

. . 3. Type of event: Death O 1
Patientname: _________ Non-fatal event O 2 @

For all deaths - Complete items #4 - 10. Attach death certificate and, if applicable, discharge summary;

4. Causeofdeath (checkonly one) . .......... ... . ittt ittt in s Definite MI O 1
_ Definite CHD O 2

- Possible CHD O 3

( *aq":’ Stroke O 4

CHF Os

Other cardiovascular disease O 6
Cancer (list primary site in item #6) O 7
Kidney disease OJ11

Accident, suicide, homicide (0 8

Other noncardiovascular disease [0 9
Unknown cause O 10

5. If Ml or definite or possible CHD, did death occur within 24 hours of symptoms? ............... .. YesOi1
® Go4ZD Non:
OKOs3

6. Ifcancer, give primarysite . ..... .. ... ... ... .. .. .. ... T TP Lung O 1

g ColonO2

@ Breast O 3

Prostate O 4

ﬂ//D?—qujder Os

Other (specify) 50 ) Qs
|

DKOz?

7. a.Was patient hospitalized, or taken to a hospital, during fatalevent? . ........... - o Yes (01
}/-D 5/ No(goto#8)O2

DK (goto#8)O3

b. If yes, is discharge summary attacned? . ............. . iiiiinr ittt . YesO1

c. If hospitalized or taken to a hospital, what other events occurred during this hospitalization,
other than the cause of death checked in #47 @ a. None O 1

&4.~b. Acute myocardial infarctio ding evolving Mi with thrombolysis) O 1
c. Stroke (not TIA or “ministroke”) O 1

@' d. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer) O 1

66771 > e.Congestive heart failure O 1
oris (actual episode of chest pain) O 1

@7 . Accident or attempted suicide (I 1
( gfﬂ 1" i. Kidney transplant O 1
@. Startor chronic kidney dialysis (I 1
~ 4-0’7'\) ~Coronary artery bypass graft (CABG) O 1

@ L | ;:oronary PTCA (angioplasty), stent or atherectomy O 1

4 0‘7/5‘" m. Lower extremity peripheral revascularization/bypass/angioplasty O 1

ALO4 Page 1 of 2
WHITE COPY - to CTC with applicable records PSF 060-254 . Ver§ig£1“ _731- 7/98

g. Lower extremity arterial disease (O 1 -




.
al " "

8. Isdeathcertificate attached? ..............iiiiiiinirinnerennnnnnennoanennnnss Yes1

NoO2

. If death certificate or discharge summary is not attached, give primary reason ....... .. Pending 00 1
: Patient/family refusal O 2
Unable to locate records O 3

Other (specify in comments) O 4

qQ

| For ali nonfatal events; complete items #

10. Type of nonfatal event (check all that apply)

c. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer) O (4031
d. Hospitalized for congestive heart failure O o z 2

e. Hospitalized for angina pectoris (actual episode of chest pain) O {14029

f. Hospitalized for lower extremity arterial disease O 1

g. Hospitalized for-accident or attempted suicide O 1(go0 32
h. Kidney transplant O 1
407§ i Start of chronic kidney dialysis O 1
7 J- Coronary artery bypass graft (CABG) O1 1
. ary PTCA (angioplasty), stent or atherectomy.C 1
@ I. Lower extremity peripheral revascularization/bypass/angioplasty O 1

ColonO2
Breast (0 3
Prostate [J 4

Bladder O5

. Other (specify) Os
~—

DKO7

12. a. Was patient hospitalized? . ............ ... ittt e Yes O 1

No O 2

11. If cancer, give primary site

DKO3

b. If yes, is discharge summary attached? ............ ... .. . . i, . p ’,—g .. YesO1
4o NoO2

13. If discharge summary is not attached. give primary reason ............... it rennnn.. Pending O 1
: 05 Patient/family refusal O 2

‘/‘ Unable to locate records O 3

Other (specify in comments) [ 4

For all events, please describe symptoms and your assessment/diagnosis I

\
14. Comments: /m
s

Place ID label here

Patient name: 15. Initials of person completing this form . . .

ot

. 16. Signature of person completing this form @;’5 =
17. Signature of investigator 40 /

s Hodb
& - Flﬂ?‘ ALO04 Page 2 of 2
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0591

1- 2
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9- 10

11- 16
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119-119
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ALOO06 - ALLHAT Report of Study Drug Disclosure Form

“Unblinding” form.

Versions:
Version 1 — 01/94

Version 2 — 06/94
Unique fields to version 2: FO6034.

Version 3 — 02/96
Unique fields to version 3: F06077, FO6078, FO6079, FO6080, FO6081, FO6082, FO6083, F06084, FO6085, FO6086.

Fields unique to version 1 and version 2: F06018, F06023, F06024, F06025, F06026, F06027, F06028, F06029, FO6030,
F06032, FO6033.

Modified Fields for LADS Master File:
Blanked:

F06032 (versions 1,2)

F06078 (version 3)

F06080 (version 3)

F06081 (version 3)

F06082 (version 3)

Changed date (mmddyy) to days since randomization:
F06018 (versions 1,2)

Coding details:
Time disclosed (F06077) is coded as "9999" for missing/invalid values.
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ALLHAT REPORT OF STUDY DRUG DISCLOSURE

Place ID label here

Patient name:

Date of disclosure (mm-dd-yy): - s

Date this form completed (mm-dd-yy): __ __-__ __ - __ __
Reason for disclosure (check all thatapply): .............. a. Suspect adverse reaction 0 1
b. Diagnostic test and/or surgery O 1
c. Other medical reason (specify below) O 1
d. Other non-medical reason (specify below) O 1

The following persons are aware of which drug the patient is
assigned (check all that apply): . ..........c ittt iiinnnnnn a. PatientO 1
b. ALLHAT staff OO 1
c. Non-ALLHAT physician OO 1
¢. Phamacy O 1
d. Other (specify below) O 1

QOutside of the local ALLHAT clinic staff, who

was contacted regarding this disclosure (check all that apply): . ... a. Regional Coordinator I 1
b. Clinical Trials Center O 1
c. NHLBIO 1

Comments:

Initials of person completingthisform .. . ....... ... .. ... ... i i it ——

Signature of person completing thisform ...............

ALO6 Page 1 of 1
Version 1 - 1/94
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ALLHAT REPORT OF STUDY DRUG DISCLOSURE

TCENrER. FORM ACRDST7C
Place ID Iabslhem VS ¥
S(T‘E- SEQ

Patient name:

Date of disclosure (mm-dd-yy): ____ -__ _ -___ __
Date this form completed (mm-dd-yy): ____-___ -__ __ @ O
6019

Reason for disclosure (check all that apply): .............. a. Suspect adverse reaction 012
b. Diagnostic test and/or surgery O 1
c. Other medical reason (specify below) OO0 1—>(éc23

d. Other non-medical reason (specify below) O 1

The following persons are aware of which drug the patient is
assigned (check all that apply): . ...........covuvunrenennenn. ... a. PatientO 1-9@.3
’@ b. ALLHAT staff O0 1

. NOW-ALLHAT physician O0 1$@
‘—-—) c. Phamacy 0 1

d. Other (specify below) OO0 1

1027
Outside of the local ALLHAT clinic staff, who .z
was contacted regarding this disclosure (check all that apply): . ... a. Regional Coordinator I 1

b. Clinical Trials Center 0 1 ~> 6037

P, c. NHLBIO 1 @

Comments:

Initials of person completingthisform .. ............ ... . i iiiiiierrnnn —_—

Signature of person completing thisform ...............

ALO6 Page 1 of 1
Varsinn 1 . 1/Q4
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0021DR
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8
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16
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34
36
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43
44
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63
64
65
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67
68
69
70
71
74
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ALLHAT REPORT OF STUDY DRUG DISCLOSURE

Place ID label here

Patient name:

Date of disclosure (mm-dd-yy) .. ... ... it e e R S S

—h
.

2. Date this form completed (mm-dd-yy) . . ... ... it i i e e

3. Reason for disclosure (check all thatapply): .................... a. Suspect adverse reaction O 1
b. Diagnostic test and/or surgery OJ 1

c. Other medical reason (specify below) O 1
d. Other non-medical reason (specify below) O 1

4. The following persons are aware of which drug the patient is

assigned (check all that apply): .. ... .t e i e a. Patient 1
b. ALLHAT staff O 1

¢. Non-ALLHAT physician O 1
c. Pharmacy O 1
d. Other (specify below) O 1

5. OQutside of the local ALLHAT clinic staff, who

was contacted regarding this disclosure (check all that apply): ........... a. Clinical Trials Center O 1
b. Central unblinding facility O 1

c. Regional Coordinator O 1
d. NHLBI O 1

6. Comments:

7. lInitials of person completing this form . . . ... ... .. ... . . -

8. Signature of person completing thisform .....................

ALO6 Page 1 of 1

PSF 060-321 Version 2 - 6/94
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ALLHAT REPORT OF STUDY DRUG DISCLOSURE

Place ID label here

Patient name:

1. Date of disclostir® [MMFAU-Y) ..u.-umissusmcmmmmsssessommnsssmmmsmsmnesunnssssan sy —

2. Date this form completed (MM-dd-Y¥ ) ......ooeeruerereriereeriesseiesseneseesesssesseeenns @ T
3. Reason for disclosure (check all that apply):.....c.cccoueueopmrmrmgeenes a. Suspect adverse reaction O 1@
Qb. Diagnostic test and/or surgery O 1
c.  Uther medical reason (specify below) O 1

d. Other non-medical reason (specify below) O 1 @

4. The following persons are aware of which drug the patient is
assigned (check all that @PPIY):........ccoeueeierereeeeieeeeseeeeseaesss e seeseeaesas a. Patient 01 Cgoz3)
b. ALLHAT staff 01 (6024 )

¢. Nop-QLLHAT physician 00 1 (%025
" d. Pharmacy O 1
. * e. Oer (specify below) OO 1

5. Outside of the local ALLHAT clinic staff, who
was contacted regarding this disclosure (check all that apply). e~..------- a. Clinical Trials Center O 1 @
@ b. Central unblinding facility OJ 1
c. Regional Coordinator (0 1 (so28

d. NHLBIO.
@)

6. Comments:

7. Initials of person completing this FOrM..... ... e e e @ —

Signature of person completing this form..........ccccccoiiieieeniennnn.n.

‘On clinic forms, these were coded as 4¢ and 4d.

2

ALO6 Page 1 of 1
Version 2 - 6/94
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FOURDIOR BRUG BOTILE ALLHAT REPORT OF STUDY DRUG DISCLOSURE
Patient Name: .
—_ Date of Disclosure: - -
Patient ID: _|_‘_-_|_|_-_|_]_
Military Time of Disclosure:
Acrostic: | | | | |

Please refer all unblinding calls during weekday hours 8am - 5pm to the ALLHAT Clinical Trials Center, 1-800-690-7870.
Otherwise:
A) Inquire whether call is for a medical emergency. Ifitis, go to Item C below.

B) Ifitis not a medical emergency, ask if the caller has tried to contact the ALLHAT staff person listed on the drug
bottle label.

« If caller persists in his or her request for disclosure of the bottle contents, proceed to Item C.

e [f caller agrees to contact the patient's ALLHAT Clinic (or physician or pharmacist), nothing
else need be done. Please advise the caller that clinical center personnel cannot unblind
medication.

C) If it is a medical emergency or the caller insists on knowing the bottle’s content, request the following
information and give the caller the name of the ALLHAT drug that corresponds to the bottle code and the actual
dose which corresponds to the dose number.

1. Caller’'s Name:

2. Calleris: (Patient =1, ALLHAT Staff = 2, Anesthesiologist/Surgeon = 3, ER Staff = 4, Unknown = 8,
OtherSee CoOnMENES = 9) o« s s smmerm s v o 5 5 Wbme s & 5 5 5 F5ea § 5 5 & Sreiats 5 & 5 5 Gieras 05 & 4

~ 4 callerscCity: __|__|__|_|__|_1__|__1_|__[__1__1_1_l_I__1_I_ State ]
\v,
Note: Remind the caller to keep the information on actual contents and dose unknown to as many people as
possible. If possible, they should not reveal the information to the ALLHAT investigator, staff, or to the patient.
5. Reason for disclosure (check allthatapply) ... ........ ... ... .. ... . ... a. Suspect Adverse reaction [J 1
b. Diagnostic Test and/or surgery [J 1
c. Other medical reason (specify below) [J 1
d. Other non-medical reason (specify below) U 1
B: BotleCOS: « : crum s ¢ 5 smmmn s v s o mummus o 5 o Eamer s £ § @ S £ & 5 3 SHESTEN £ 8 6 HUS § 8 2 F EEGE LD LS I
7. Dose: (Dose-0 =0, dose-1=1,dose-2=2,dose3 =3, unknown=9)...... ....... .. vuurir.n.
8. Drug name given to caller: (Chlorthalidone = 1, Amlodipine = 2, Lisinopril = 3, Doxazosin=4).........
mg/day......... N
9. Comments:
Fax a copy of this form to the ALLHAT Clinical Trial Center as soon as possible. Questions: Call Charles E.
Ford, Ph.D. or Sara Pressel.
—
L [UTSPH, 1200 Herman Pressler Ste. 801, Houston, 77003 FAX: 792-4401 PHONE: 792-4480 |

ALO6 Page 1 of 1
Version 3 - 2/96
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JF AS Form:ALO6V3 SHOWMODE: Your in DISPLAY Mode Page 1 of 1
ALLHAT RANDOMIZATION VISIT FORM EF: __
mm e e e e e m—— - = + ID: - -__ Form: 006 ver 3
IDE:06 REC:001030 yF.:08:pTDIS: 10-11-2000 geq: 1 gSite: A
&):001101 1057 p:1 | MO-DY YR Acrostic:
——————————————————— e e e, e e e e, e e e - . - - . e e - -, — - - - - - - - - - - - - - -
B. Time of Disclosure (Military time) .. 0507? e e [1425)
C. If it is an emergency: e
1. Caller's NAME . .ot v et e e eeeneennnns s [ : -ﬁé0'7g ]
2. Caller's is: (1=Patient; 2=ALLHAT Staff; 3=Anesthesiglogist/Surgeon,
4=ER Staff; 8=Unknown, 9=See comments) @¢279 . . r3]
3. Caller's Phone Number. .., 0&a5C....... . ewemme s@EEE 6 el =] ] [—]
4. Caller's City/State 0.66.‘«5’{/.&’& .City: [— ] State:[__]
5. Reason for Disclosure:
3 Suspect Adverse Reachion ssicisssssmmas smes smmmpss o mmme swnewm s [}
b. Diagnostic Test and/oOr SUYGEIY .. ....eieermnennnnnnneneeeeennnen.: [1]
e: Other medical reagson (Bpecily DelowW] sisuwsrssammes smm s s e s w w2 -]
d. Other non-medical reason (specify) ....... ..t nnnnnn - [—]
6. Bottle Code .Q@BOFZ . . . . . ...t [40]
7. Dose (0=Dose-0; l1l=Dose 1; 2=Dose 2; 3=dose 3; 9=Unknown) 040005[ Y|
8. Drug Name (Chlor=1; Amlod.=2; Lisin.=3; Doxaz.=4; Partial=5)¢60b (1]
8.a Mg/Day ......c.o.o.. QOO . . o e e [127.15)
9. COMMENES  (FLAG) + vt vttt ttte ittt e ettt e ettt e et et ee e eeeeeeens (1]
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1- 2
3- 8
9- 10
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ALOO7 - ALLHAT Report of Refusal or Loss to Follow-up Form

This form provides documentation of refusals or losses to follow-up.

Versions:
Version 1 — 01/94

Version 2 — 10/98 (no field marked version available; fields identical to version 1 with item numbers 3 and 4 switched in
order).

Version 3 - 01/01

Version details:

The number of fields and their definitions are basically the same on all three versions of the ALO07 with the following
exceptions:

- FO7019 is different on version 3 because there are nine possible responses versus four responses on version 1 and
version 2. Field FO7019 on versions 1 and 2 has been recoded to conform with the version 3 value labels.

- FO7020 requires a skip-out on versions 2 and 3 if answered yes (FO7020=1). In this case, much of the remainder of the
form will be blank.

Modified Fields for LADS Master File:
Blanked:
FO07031 (versions 1,2,3)

Changed date (mmddyy) to days since randomization:
F07033 (versions 1*,2,3)

*not marked on field-marked version of form

Data details:
- FO7021 through F07028 flag fields should always be 0 or 1 but one record contains 9 in each of these fields and would
normally be counted as a non-response equivalent to 0.
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ALLHAT REPORT OF REFUSAL OR LOSS TO FOLLOW-UP

— This form is to be used to document: (1) patients who are currently refusing to attend the ALLHAT clinic or
refusing to allow data to be transmitted to the CTC; and (2) final attempts to contact patients who have
missed two consecutive follow-up visits, with all attempts to contact unsuccessful (lost to follow-up).

1. Date form completed: __ _ - -
Piace ID Iabel here
2. This form documents

(checkone): ................... Refusal O 1
Patient name: Lost to follow-up O 2

3. Primary reason for refusal (checkone): . ........... ... ... ... ... ... Problem with study medication O 1
Intervening iliness O 2

Advice of another physician O 3

Other (specify below) O 4

4, Is the patient willing to be contacted by telephone for required ALLHAT follow-up? ............... YesO1

5. Check attempts to locate participant: . . . . ... ... ... ... ... ... .. Be o e o 4 atins = o a. Telephone O 1

b. Regular mail O 1

c. Certified mail, return receipt requested O 1
d. Contacting patient’s other physicians O 1
e. Contacting patient’'s family members O 1
f. Other known contacts O 1

g. Contacting place of employment O 1

h. Contacting insurance companies O 1

i. Other attempts (specify below) O 1

6.
7. Initials of person completing this form . . ... ... .. o
8. Signature of person completing thisform . ...........................

ALO7 Page 1 of 1
PSF 060-315
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ALLHAT REPORT OF REFUSAL OR LOSS TO FOLLOW-UP

This form is to be used to document: (1) patients who are current_ly refusing to attend the ALLHAT clinic or
. refusing to allow data to be transmitted to the CTC; and (2) final attempts to contact patients who have
missed two consecutive follow-up visits, with all attempts to contact unsuccesstful (lost to follow-up).

T/C

R |, D e

1. Date form completed: __ __ - __ __ -
PNUMBER —_

. Place ID Iabel here VSN
2. This form documents

ReeNTER . SITE SEG (checkone): ................... Refusal O (7,

atfent name: o0/ g Lost to follow-up 02

‘Retusals complotc llems #3 #4 and #6 -----

3. Primary reason for refusal (checkone): ......................c.... Problem with study medication I 1

i Intervening illness O 2 6
a7 / 6 Advice of another physician 00 3

Other (specify below) [0 4
Is the patient willing to be contacted by telephone for required ALLHAT follow-up? ............... Yes O 1 é
(3

577020 Nolb

. loeating paﬂents who are: Ioat to: iollow—up.

¢
5.  Check attempts to locate participant: . .. .. ... .....vuuvenenennnennnnennnn. . a. Telephone I:I_t;’
b. Reguiar mail O 1
c. Certified mail, retum receipt requested [J 1
@ d. Contacting patient's other physicians 00 1
Contacting patient's family members 00 1~3("-
@ ———> f. Other known contacts J 1
g. Contacting place of employment (J 1 To,
@ ~»h. Contacting insurance companies (] 1
i. Other attempts (specify below) [0 1
S

<

.7. Initials of person completing this oM . . . ... ... . ittt ittt ettt e — _E_
8. Signature of person completing this form ? .

...........................

ALO7 Page 1 of 1
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003A 9-
0041DR 11-
0051 17-
0061 21-
0071 22-
008l 25-
0091 28-
o101 35-
0111 34-
0121 35-
013IDR 37-
0141 43-
015A 44—
016A 45-
0171 51-
018l 53-
0191 54-
0201 55-
0211 56-
0221 57-
0231 58-
0241 59-
0251 60-
0261 61-
0271 62-
0281 63-
0291 64-
0301 65-
031A 66-
0321 69-
033ID 70-
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F7KPCOD
F7BATDT
F7VFCOD
F7DATMOD
F7TIMMOD
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ALLHAT REPORT OF REFUSAL OR LOSS TO FOLLOW-UP - Version 2 - 10/98

This form is to be used to document: (1) patients who refuse to allow any further information to be collected for
ALLHAT,; and (2) final attempts to contact patients who have missed two consecutive follow-up visits with all
attempts to contact unsuccessful (lost to follow-up).

1. Date form completed: _

Place ID label here

2. This form documents (check one): Refusal O 1

Patient name: Lost to follow-up O 2

3. Will patient allow follow-up in the clinic or athome ..................cc.co..... Yes (STOP — DO NOT COMPLETE AL07) O 1
or by phone or post-card? NoO2
4, Primary reason for refusal (check one): ...........ccccoceiiciiiiiiiiii s Problem with study medication OJ 1

Intervening illness O 2
Advice of another physician O 3
Other (explain in #6) O 4

5. Check all attempts to locate participant:..........ccoeriiiecc a. Telephone O 1
b. Regular mail O 1

c. Certified mail, return receipt requested O 1

d. Contacting patient’s other physicians O 1

e. Contacting patient's family members O 1

f. Other known contacts O 1

g. Contacting place of employment O 1

h. Contacting insurance companies O 1

i. Other (explain in #6) O 1

7. Initials of person completing this fOrM ..........cocei et ettt ere e
8. Signature of person completing this form............ccooccreiiicri e,

PSF 060-
Foeo-ans ALO7 Page 1 of 1

Version 2 - 10/98
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033ID 70-

2

8
10
16
20
21
24
27
30
42
34
36
42
43
44
50
52
53
54
55
56
57
58
59
60
61
62
63
64
65
68
69
77

ALLHAT Forms Book Documentation — Word Update Version

F7KPCOD
F7BATDT
F7VFCOD
F7DATMOD
F7TIMMOD
F7TYPMOD
F7TCN
F7PNO
F7RCN
F7DATES
F7VS
F7CENT
FO7KEYDT
F7SEQ
F7SITE
F7ACROS
F7EDIT
FO7FDO18
FO7FDO19
FO7FD020
FO7FD021
FO7FD022
FO7FD023
FO7FD024
FO7FD025
FO7FD026
FO7FD027
FO7FD028
FO7FD029
FO7FDO030
FO7FDO31
FO7FD032
FO7FDO033

© © O © ©

©

662

700

662
99999999
9

©
©
RPORRPRRPRPRPRPREPRERERENANWODOWOWO

OQOONNNNDNDNDNNNNNNNNOONDNDNNEREREPENNNODNDN

99999999

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$

155



ALOO7 Version 3

ALLHAT Forms Book Documentation — Word Update Version 156



S

ALLHAT REPORT OF REFUSAL OR LOSS TO FOLLOW-UP - Version 3 - 01/2001

1. Date form completed: __ _ - -

Place ID label here 2. Date last known alive: __ __ - -

3. This form documents (check one): Refusal [ 1

Patient name: Lost to follow-up [I 2

Refusals - complete ltems #4, #5, #7, #8 and #9. This category only includes patients who are refusing to
allow any further information to be collected for ALLHAT. If an ALO7 is appropriate for this patient, remember that
the patient can come back into ALLHAT any time in the future with either clinics visits or telephone visits.

4. Will patient allow follow-up in the clinic or at home ..................... Yes (STOP - DO NOT COMPLETE AL07) [1 1
or by phone or post-card? No [l 2

5. Primary reason for refusal (check one):..........cceooiiiiiiii Problem with study medication [ 1
lliness [ 2

Involvement of other physician [ 3

Problem related to clinic [ 4

Patient relocation [ 5

Other study-related (e.g., poor BP control) [ 6

Family reason ] 7

No longer wishes to participate, no other reason given [I 8
Other (explain in #7) 0 9

Lost to follow-up - complete Items #6 through #9. This category includes patients who have moved with no
forwarding address; who cannot be contacted through relatives, neighbors or other contacts; and who have
missed their last two consecutive visits. Periodic attempts should still be made to locate the patient. Please see
ALLHAT Adherence Survival Kit (ASK) for other ideas for locating patients who are lost to follow-up. If an ALO7
is appropriate for this patient, remember that patients who are lost to follow-up now can come back to ALLHAT in
the future!

6. Check all attempls 10 locate PartiCIPANT: ..o i siiaviiiiimmasimss i soss bagiss e meus s s i as s e sR RS TR s a. Telephone [ 1
b. Regular mail [ 1

c. Certified mail, return receipt requested [] 1

d. Contacting patient's other physicians [ 1

e. Contacting patient's family members [ 1

f. Other known contacts [I 1

g. Contacting place of employment [l 1

h. Contacting insurance companies [ 1

i. Other (explain in #7) 01

Comments — Complete this section for all patients. AL07’s which do not have a completed comments section
(#7) will be returned to you for further information. A CTC representative may contact you for further details.

t:

8.

Initials of person completing this fOTM... ... oo e e e e e

Signature of person completing this form ...l

PSF 060-315 ALO7 Page 1 of 1
Version 3 - 01/01
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ALLHAT REPORT OF REFUSAL OR LOSS TO FOLLOW-UP - Version 3 — 01/2001

1. Date form completed:

. Place ID Iabel here 2. Date last known alive: __

3. This form documents (check one): Refusal O 1 R ?
L llow-up Q o/
Patient name: ost to follow-up (2

Refusals - complete Items #4, #5, #7, #8 and #9. This category only includes patients who are refusing to
allow any further information to be collected for ALLHAT. If an ALO7 is appropriate for this patient, remember
that the patient can come back into ALLHAT any time in the future with either clinics visits or telephone visits.

4, Will patient allow follow-up in the clinic or at home ....................... Yes (STOP -~ DO NOT COMPLETE AL07) Q1
or by phone or post-card? @ No QO 2

5. Primary reason for refusal (Check one):.........coceeveiiiiinccnnininne e, Problem with study medicationQ1 .
liness O 2
Involvement of other physician Q 3
Problem related to clinic Q 4
Patient relocation 0 5
Other study-related (e.g., poor BP control) Q 6
Family reason Q7
No longer wishes to participate, no other reason given Q 8
Other (explain in #7) 0 9

Lost to follow-up - complete Items #6 through #9. This category includes patients who have moved with no

hrwarding address; who cannot be contacted through relatives, neighbors or other contacts; and who have
missed their last two consecutive visits. Periodic attempts should still be made to locate the patient. Please see
ALLHAT Adherence Survival Kit (ASK)for other ideas for locating patients who are lost to follow-up. If an ALO7
is appropriate for this patient, remember that patients who are lost to follow-up now can come back to ALLHAT in
the future!

6. Check all attempts to locate participant: .........cccccveererrieeneeniceecin e R, Telephone O 1

: b. Regular mail Q1
. Certified mail, return receipt requested 0 1

D 3‘? __-;a;d Contacting patient's other physicians Q 1
fis e. C Ntz tmg patient's family members Q 1

10 -? f. Other known contacts Q 1
.73 37 ontactmg place of employment QO 1

;.‘3 _/,,h Contactmg insurance companies O 1
q | Other (explain in #7) O 1

Comments — Complete this section for all patients. AL07’s which do not have a completed comments section
(#7) will be returned to you for further information. A CTC representative may contact you for further details.

7. 1030
N

9.

..................................................................

ALO7 Page 1 of 1
Version 3 — 12/00
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ALO11 — ALLHAT Receipt of Endpoint Documentation Form

Inventory sheet for documentation received with AL0O04 — ALLHAT Event Reporting Form.

Version 1 — 01/94 (only version)

Modified Fields for LADS Master File:
Blanked:
F11018
F11019
F11020
F11027
F11029

Changed date (mmddyy) to days since randomization:
F11021
F11026
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10.

RECEIPT OF ENDPOINT DOCUMENTATION

ALLHAT Clinical Trials Center Use Only

Date ALO4 received (mm-dd-yy) .................. DU I
PatientID ......... .. ... .. .. ... .. ... e = e e M e e
OHBCOHE 5. ivuuwsssnsssnmpinmns cunas suHEs HFEREGRAEES § 050 us _
ACTOStiC ... ... . i e
Event date from ALO4 (mm-dd-yy) ................ — B
Eventtype ......... .. e Death OO0 1

Nonfatal event O 2

Documentation received
(check allthatapply) ............. ... ... ...... a. Death certificate O 1
b. Face sheet [0 1
¢. Other records 0 1

Date documentation complete (mm-dd-yy) .......... - -
Code of CTC monitor

-------------------------------------

Signature of CTC monitor

AL11 Page 1 of 1

PSF 060-260 Version 1 - 1/94
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JE AS b3t n T s R R R L SHOWMODE: VYour in DISPLAY Mode Dage . 2% =

ALLHAT RECEIPT OF ENDPOINT DOCUMENTATION EF:

P e e + ID: = - Form: 011 Ver 1 I:
IDE:___ REC: VF:_ I'FMDT: __CMOID —  seq: .  Site: .  PAYCN: —
.!MOD: F:_ ! MO-DY YR Acrostic: PO:
e R ettt D ey
XXX kX kNOTE*****%: FMDT is the Item 5 (Date of Event)
1. Date ALO4 Receive (IS BE LY ) 55 55 55 5o i i i B i e B e 5 0 o 8 o o :
6. Event type {l=Death; Z2=Nonfatal event) .......eeveeenneeennnn :

7. Documentation received

d. Death Certiticate: o i mii in Bl it sh s 6 s S a R SR A S s 0 ot
b. Face sheet........... O e W W v e S B
C. Other records.....ue it erineeennnennsas e o co (6 02w @ 18 a; w: @8 (A 185w & n TeLiet n % i et i w0 b

8. Date Documentation complete. . .o i ittt it eteneennnnens e e e

9, Initials 0f CTC MONZtOT . i i i i ittt ittt et s asenssssnsensoesesssesst

1C.Signiture Flag. ...ttt iit it ot oasiaetonneeeenneensonenenonness -

11: Comment: [ @ ]
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ALO12 - ALLHAT Endpoint Quality Control Selection and Documentation Form

This form was generated by the Coordinating Center for a sample of MI's and Strokes to obtain additional documentation
from the site concerning the sampled event. The documentation was sent to two coders for evaluation. If the coders
agreed with each other as to the event diagnosis (regardless of agreement with the clinical site diagnosis), then the form
was complete. If they did not agree with each other, then a third coder was asked to adjudicate.

Version 1 — 06/94, modified 08/96

Modified Fields for LADS Master File:
Blanked:
F12018
F12019
F12020
F12042
F12046
F12049
F12066
F12083
F12105

Changed date (mmddyy) to days since randomization:
F12021
F12044
F12045
F12048
F12065
F12082
F12100
F12101
F12103
F12104
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ALLHAT ENDPOINT QUALITY CONTROL SELECTION AND DOCUMENTATION

The event listed below has been selected as part of ALLHAT's endpoint quality control
documentation. Please obtain the records requested and send them with this cover
sheet to the Clinical Trials Center with your regular shipment of study forms.

PLEASE KEEP A PHOTOCOPY OF THIS FORM FOR YOUR FILES.

i Date this request generated: .......ccocviiiiriiiiiiie
Sequence NUMDEr: ... e,
2. 271 1= 51 20 | SO Pt T
3. Site COde: .:viiviinisn T e S T R R S e
4. ACTOSLIC: ivivuvssaisivinesassassinsinsessssiaessss sharssyasnssssassoas e v e
5. Event date from ALO4 (MMm-dd-YY): e e,
6. Y=Y 1) A7 o L= U TP a. Ml death
b. Definite CHD death
c. Possible CHD death
d. Stroke death
e. Nonfatal Ml X
f. Nonfatal stroke
7. The following additional documents are requested: ...........cccevenenen. a. ECGs X

b. Enzymes X
c. Reports of CT or MRI scans
d. Lumbar puncture results
e. Reports from neurologists
f. Discharge summary X

LR R R R R R R R R R S R EEEREEEEEE S EEEESEEEEE B8 B E R RS B KRS RSB 3 S R XN K XX

For clinical site use: Label all additional records with patient ID, acrostic and event date

8. The following additional records are enclosed: .................. a. None (explain)
b. ECGs

c¢. Enzymes

d. Reports of CT or MRI scans

e. Lumbar puncture results

f. Reports from neurologists

g. Discharge summary

9. Comments:

10. Initials of clinical site staff person completing form: ........c.coceiviiinenenn.

11. Signature: ...oooiiiiiiiiiieee

LA A R R R R R R R RS EEEEEEEEEEEEREEREEEEEEEEREEEEEEEEEEEEEEEEEEEEEEE EEEEEEREE T

Clinical Trials Center Use Only:

12. Date additional documentation received:  ...........c.ccceeunennen.. . .
13.. DEte-completed: oo P S N
14. Initials of CTC MONItOr:  ...ooiiiiiiiiiiiieeeee et e et e e e eeeena e

15. Signature of CTC monitor: ............

AL12 Page 1 of 4
Version 1 - 8/96



ALLHAT ENDPOINT QUALITY CONTROL CODING RESULT - CODER #1

EEEETEEEEEEEE R R R E B EEEREEREEEREEEEKXSEXEZEE KX EEEEKEBEJESJESEE SR E BB B BEE B X E B E BB

Patient ID: ............ s msnanarsanue s e be e AR A S S T

] =3 o Lo [N

o] {0 1= {3

Event date from ALO4 (MmM-dd-yy): .o e e e

EVEIIL TYDEE  icuiissn uiviunssns s asisoessiesionis s sicn' oo sits 64 oisn daios &41acs oaia 478 Binois Sl SiE S04 = 8 S 510 Nonfatal Ml
e I T I T T T TTTTTTTTTOIOTOTTTYT"T"TTT™TYSTfr
16. Date of coding (mm-dd-yy): ..coirriiiiiiiiiierrre s ceeeeas - -

17. Coder's initials: .ciscivsisivevaiiiiisn s issmmiyiiis svg v isava sdus snsas sissvsissas

18. Coding result (definite and possible CHD deaths must also agree on timing):

Agree (STOP) O
Disagree on major classification (specify below) O
Disagree on timing only (specify below) O

WN =

For deaths only:
19. Cause of death (check only one): .. .iiiiiiiiiierreeees Ml death O
Definite CHD death O
Possible CHD death O
Stroke death O
CHF death O
Other CVD death O
Cancer death (also check primary site, Item #22) O
Accidental death, suicide, homicide O
Other non-CVD death O
Unknown cause of death O1

20. If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes O
No O
DK O

WN= QOONIOIOAWN-=-

For nonfatal events only:

21. Type of nonfatal event {check all that apply): .....covivvvnenann.n. a. Nonfatal Ml O 1
b. Nonfatal stroke O 1
¢. Hospitalized/procedure for CHF O 1
d. Hospitalized/procedure for angina O 1
e. Hospitalized/procedure for peripheral arterial disease 0 1
f. Hosp/proc for new cancer (also check primary site, Item #22)O 1
g. Accident or attempted suicide O 1
h. Kidney transplant or start of chronic dialysis O 1
i. Other (specify) O 1
For all cancers:
E2y: DS DIMANYEIIET s imessmms oo s S ik i en s amnnmmsmanas LungO 1
ColonnO 2
Breast O 3
Prostate O 4
BladderOo 5
Other (specify) O 6
Unknown O 7

AL12 Page 2 of 4
Version 1 - 8/96



ALLHAT ENDPOINT QUALITY CONTROL CODING RESULT - CODER #2

I EFEETEEEEEREEREEEE X EEREE B E X BB EEEREEEEREEIEEE S SR IEE SRR E R R

Patient ID: icvsssssmmssmiasssmsamsmimsiissssns st ssmissss s ianssnsasnmisossdenivasinasnnss

SIEECOUB:  ivisrnivsassrnnssnsnnsesnsniasasasssanaansnsaronsrsnsssanusrsnrensasnnsnsnnnnssnasananss

N o3 0 = o3

Event date from ALO4 (Mm-dd-Yy): oveerrmiiii et e e

o L 7 o e Nonfatal Mi
AR EERRRRRE R R R R R KRR TR R R R R R KA R HE R R R RN R R KRR R KRR H KR KT EE R
23. Date of coding (Mm-dd-yy): ..o - -

24. COlars NGBS easmraeosvercmmmmssaa s rsssrssysssmssssmmy e

25. Coding result (definite and possible CHD deaths must also agree on timing):

Agree (STOP) O
Disagree on major classification (specify below) O
Disagree on timing only (specify below) O

WN =

For deaths only:

26. Cause of death (check only one): ....ccovieiiieiiiiicreeeeeas Mi death O
Definite CHD death 0O
Possible CHD death O
Stroke death O
CHF death O
Other CVD death O
Cancer death (also check primary site, Item #22) O
Accidental death, suicide, homicide O
Other non-CVD death 0O
Unknown cause of death O1

27. If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes 00
No O
DK O

WN= OQOONOOAPLWN=

For nonfatal events only:

28. Type of nonfatal event (check all that apply): .....c.cceenneenen..n. a. Nonfatal M| O
b. Nonfatal stroke O

c. Hospitalized/procedure for CHF O

d. Hospitalized/procedure for angina O

e. Hospitalized/procedure for peripheral arterial disease O

f. Hosp/proc for new cancer (also check primary site, Item #22) 0O

g. Accident or attempted suicide O

h. Kidney transplant or start of chronic dialysis O

i. Other (specify) O

e I T T T Y S N S )

For all cancers:
29.  GiVE PIIMAIY SITBI ittt it et e e enrn s rn e ensnenrnsasnenens Lung O

Breast O

Prostate O

Bladder O

Other (specify) O
Unknown O

NoOogahwN =

AL12 Page 3 of 4
Version 1 - 8/96



ALLHAT ENDPOINT QUALITY CONTROL RESULTS OF ADJUDICATION

I YTEIEEEEEEE R R R EEE R R E AR K E R E X E R X EEESEEEEEEEEEEEJRZJEJESEESB R BB R BE B X R EEE.

PAtignt ID: .....cvuceminmmmemmnmmnmninsiinisisssissenssns mhsns s iidnssnssnt eyt

SItE COABE  ...ivinoivuiivesns s e s s S S Y S S T S B e e A e S e

1 o 011 [

Event date from ALO4 (MM-dd-YY): .oiriiiiiiiiiiiiiiiricri v cere s rasss s s s raaannsnnns

o= o A 47« = U Nonfatal Mi

E KK R R R I I

30. Date of coding (Mm-dd-yy): ccoiiiiiiiiii - -

31. Coding committee recorder's initials: ... o
32. Coding result (definite and possible CHD deaths must also agree on timing):
Agree (STOP) O 1
Disagree on major classification (specify below) O 2
Disagree on timing only (specify below) O 3
For deaths only:
33. Cause of death {check only one): .......cccooeiiiiiiiiiiiiiiiiii s Ml death O 1
Definite CHD death 0 2
Possible CHD death O 3
Stroke death OO0 4
CHF death O 5
Other CVD death 0 6
Cancer death (also check primary site, Item #22)O 7
Accidental death, suicide, homicide O 8
Other non-CVD death o0 9
Unknown cause of death 010
34. |If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes O 1
NoO 2
DKO 3
For nonfatal events only:
35. Type of nonfatal event (check all that apply): ...cccevvnrvnrnnneee. a. Nonfatal Mi O 1
b. Nonfatal stroke O0 1
c. Hospitalized/procedure for CHF O 1
d. Hospitalized/procedure for angina O 1
e. Hospitalized/procedure for peripheral arterial disease 0 1
f. Hosp/proc for new cancer (also check primary site, Item #22)0O 1
g. Accident or attempted suicide O 1
h. Kidney transplant or start of chronic dialysis O 1
i. Other (specify) [
For all cancers:
36. ‘GIive PAMArY SIite: ewsssssvsissivansssviersoesoemssootisostiieieoee i ib et ssiniabansasasons LungO 1
Colon o 2
Breast O 3
Prostate O 4
BladderO 5
Other (specify) O 6
Unknown O 7

AL12 Page 4 of 4
Version 1 - 8/96
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ALLHAT ENDPOINT QUALITY CONTROL SELECTION AND DOCUMENTATION

The event listed below has been selected as part of ALLHAT's endpoint quality control
documentation. Please obtain the records requested and send them with this cover
sheet to the Clinical Trials Center with your regular shipment of study forms.

PLEASE KEEP A PHOTOCOPY OF THIS FORM FOR YOUR FILES.
1. Date this request generated: .....c.iciiiiiiiaiiiiiii et sa s e e
Sequence NUMDET:  iviviisims i s sy s s s 555 SN e s 58 5 g S5 58 S 14

Patient ID: .coicvnniessinsies sssusciessesssssssnssssssssasivsauansiaassisssssnases v _-_@

£ oY1 (= o o Lo [ A O - @
AACTOSTIC, tiiuiireiiirieeareieiseitiiseasensantasantsssasassasaesnsessnsassnsnsansansnranssnas - - an - I
Event date from ALO4 (MM-dd-Yy): .coiiiiiiiiiiiiiiiisrcr e s . _.__.'._
Y=Y 1 B 4V o1 N a. Ml death

b. Definite CHD death __

c. Possible CHD death

d. Stroke death _
e. Nonfatal Mi @
f. Nonfatal stroke _, {27)

7. The following additional documents are requested: .........ccccoviveinnens a. ECGs 28 .

o s

b. Enzymes
c. Reports of CT or MRI scans __.@
d. Lumbar puncture results - @
e. Reports from neurologists @
f. Discharge summary g

tE AR RS SRR E R R R R EREE RS E R EREEEERE RS EEREREEREEEREREERESEEREREEREERELERSESRESRSESZSSERZESEJE.]

For clinical site use: Label all additional records with patient ID, acrostic and event date
8. The following additional records are enclosed: .................. a. None (explain) _@

et %

d. Reports-of CT or MRl scans
e. Lumbar puncture results _.
f. Reports from neurologists

g. Discharge summary :
9. Comments: P

10. Initials of clinical site staff person completing form: ........ceeeeeneranns o _
11. SIGNOtUMS:  swenssnsesssimsssansssis @ P

LA R E R E R EEEEEEEE SRS EERESE SRR RREE R RRERE R R R R R R RR R R R R R RS F R R R R R R R R R R R E R R R E ]
Clinical Trials Center Use Only: @
12. Date additional documentation received: .......c.ccceeeenrrnnenen. - -

18, Datecompleted: cocassisemmesims st e -

4. DS oF CTE MONION s R AR AR E RS B — @
15. Signature of CTC monitor:  ............ @ P

AL12 Page 1 of 4



ALLHAT ENDPOINT QUALITY CONTROL CODING RESULT - CODER #1
It E R EE R EEEREEESEEREEEEEEEEEEE SRR EREEREE R R EREER R R R R R R R R E R RS R R E EEEEREESERERERERRERHJEH® ]
Patient ID:
Site code:

----------------------------------------------------------------------------------------

Acrostic:

Event date from ALO4 (mm-dd-yy):
Event type:

------------------------------------------------------------

LA A A A A R RS S R R R RS EEEREEREEEEEERREERRRRSRRREREREERRESERRERESEREEREEREESESRSES)

16. Date of coding (mm-dd-yy): remremeeneseesnsneassensentonsansasssrsssanes R _

17. Coder's initials:

18. Coding result (definite and possible CHD deaths must also agree on timing):

Disagree on timing only (specify below) O 3
For deaths only:

19. Cause of death (check only one): ......cccciiiiiiiiiiiiiiiiiiiiiiiniiierennes Ml death O

1

Definite CHD death o0 2

Possible CHD death O 3

Stroke death O 4

CHF deathO 5

Other CVD death 0 6

Cancer death (also check primary site, Item #22)Q 7
Accidental death, suicide, homicide O 8

Other non-CVD death O 9

Unknown cause of death 010

20. If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes O 1

NonO 2
DKQO 3
For nonfatal events only:

21. Type of nonfatal event (check all that apply):  ..cccecveveieinnenne. a. Nonfatal Mi O 1

(49

Agree (STOP) O 1
Disagree on major classification (specify below) 0 2

b. Nonfatal stroke O 1

¢. Hospitalized/procedure for CHF O 1
d. Hospitalized/procedure for angina O 1

e. Hospitalized/procedure for peripheral arterial disease 0O 1@

f. Hosp/proc for new cancer (also check primary site, Iltem #22)0 1
g. Accident or attempted suicide O 1
h. Kidney transplant or start of %onic dialysis O 1
i. Other (specify) (o2
g
For all cancers:

22. Give primary site:

............................................................................. LungO 1
ColonO 2

Breast O 3

Prostate O 4
5

6

7

Bladder O
Other (specify) P O
" Unknown 0O

o 1(e))

AL1 2_Page 20f 4
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ALLHAT ENDPOINT QUALITY CONTROL CODING RESULT - CODER #2
LA R R E R R EEEREEREEEREEREEEEE R R R R REEE R R ERE R R EEREREREERESRREREREERERSEJRSESSERSESEJEJ-SEJRSERE.;

Patient ID:
Site code:
Acrostic:

........................................................................................
..........................................................................................................

.............................................................................................

Event date from ALO4 (mm-dd-yy):
Event type:

-------------------------------------------------------------------------------------

LA S RS R E S ERESEEESEEEEEE R EEE R E R R R RS SR E SR ESEREREEEEREREERERSESESESRSEZ:SSEJRZ.]

#*
23. Date of coding (mm-dd-yy): ' ............................................. I R __
24. Coder's initials:

®)

------------------------------------------------------------------------------

25. Coding result (definite and possible CHD deaths must also agree on timing):

Agree (STOP) O 1
Disagree on major classification (specify below) 0 2
Disagree on timing only (specify below) O 3

For deaths only:
26. Cause of death (check only 0Ne): ....cveieiiiieiiiiireiec e e e MI death O 1
Definite CHD death O 2

Possible CHD death O 3

Stroke death O 4

CHF death O 5

Other CVD death O 6

Cancer death (also check primary site, Item #22)0 7
Accidental death, suicide, homicide O 8

Other non-CVD death 0 9

Unknown cause of death 010

27. If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes OO0 1
NoO 2
DKo 3

For nonfatal events only:

28. Type of nonfatal event (check all that apply):  ..coceevvienvnrnenenes a. Nonfatal Ml O 1

b. Nonfatal stroke O 1 @
c. Hospitalized/procedure for CHF O 1

d. Hospitalized/procedure for angina O 1 @

e. Hospitalized/procedure for peripheral arterial disease O 1
f. Hosp/proc for new cancer (also check primary site, Item #22)g 1 @

g. Accident or attempted suicide O 1
h. Kidney transplant or start of cho{nic dialysis O

19

]
i. Other (specify) o 1®
For all cancers:

o §
29,  GiIVE PriMAIY SITB:  c.iuiriiiiieritirerrererrcncesesreserteesrssaraensnsnsnsasncnsssnsnnnsns Lung O 1
ColonO 2

Breast O 3

Prostate O 4

Bladder g b5

Other (specify) (@) P o6

Unknown O 7

AL12 Page 3 of 4
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ALLHAT ENDPOINT QUALITY CONTROL RESULTS OF ADJUDICATION

I EEEEEEEEEEEEEEEEE EEEEREEESEEEES R SRR RRERRRSERRE R R R E R R E R R R R R R R R ERERSE SRR,

Patient ID? ccuecessnsrssussusrsnsnmnsmsmmaresssniassssssmsasansissnssssnsnsansnanaensannsuseses
1) €2 oo o [ BRI TR ——
ACTOSTIEE.  isucencimnssnnsassssnnsasininasionsngennisnsssvasspssesansaiass sennsissssnnssnsnsonnnsnstnmss
Event date from ALO4 (MM-dd-YY): .coriiiiiiiiiiiiiiiiiricrerereesesmcccararescnaenans
Event tYDE: cancisianiniissisiiiiibeibnnn s ssonansies s vi s i aveiTiiay e et e
AR R R E R EE R EEEEREEEEEEEEEESEEE R R EREEEER R R RS R R R SRR EREREREREREEEEREEREESRXRXR:
30. Date of coding (mm-dd-yy): S I I _
31. Coding committee recorder's initials:  ...........ccoiiiiiiiiiiiiniee e o @
32. Coding result (definite and possible CHD deaths must also agree on timing):
o Agrgze (STOP) O 1
Disagree on major classification (specify below) 0 2

Disagree on timing only (specify below)O 3
For deaths only:

33. Cause of death (check only one): .......cccieiiiiiiiiiiiiiiiicrccrc e eaees Ml death O 1
Definite CHD death 0 2

Possible CHD deathO 3

Stroke death O 4

CHF deathO b5

Other CVD death O 6

Cancer death (also check primary site, Item #22)0 7
Accidental death, suicide, homicide O 8

Other non-CVD death O 9

Unknown cause of death O010

1
2
3

34. |If definite or possible CHD, did death occur within 24 hours of symptoms?: Yes O

No O
DK O

@

For nonfatal events only:
35. Type of nonfatal event (check all that apply): ......ccovvvveneennnn. a. Nonfatal Ml O
b. Nonfatal stroke O
c. Hospitalized/procedure for CHF O
d. Hospitalized/procedure for angina O
e. Hospitalized/procedure for peripheral arterial disease O
f. Hosp/proc for new cancer (also check primary site, Item #22)0
g. Accident or attempted suicide O
h. Kidney transplant or start of chronic dialysis O
i. Other (specify) @'Q O

Sy

Y

For all cancers:
36. Give primary site:

©

Breast O
Prostate O

Bladder O
Other (specify) @ P a
Unknown O

NoOoohWN=

AL1 2_Page 40f 4



ALLHAT ENDPOINT QUALITY CONTROL

. Completion of ECG coding (complete if ECG’s requested in Item 7a):

Number of Date Sent to Date Received
ECG ] Codmg Center Back at CTC

Batchl \““/____ ./ _/___/__ N /L1 /| __
Batch 2 ._ — N /L _J___J __ N L _J___J

_ Page 1A
. AL12 V1 (05/06/97)



ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12

RPRPRRRPRRPRRPRRREPRRERREPRPRRPRRRPRRRPRREPRPRRERRPRRPRRPRRPRRPRREPRREPRRERRERRERRERRRERRRERRRERRERRRERPRE

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018A
0191
020A
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038l
0391
0401
0411
042A
0431
0441
0451
046A
047A
048l
049A
0501
0511
0521
0531
0541
0551
0561
0571
0581

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 63
64- 66
70- 80

D 81- 86
87- 87
88- 88
89- 89
90- 90
91- 91
92- 92
93- 93
94- 94
95- 95
96- 96
97- 97
98- 98
99- 99
100-100
101-101
102-102
103-103
104-104
105-105
106-106
107-109
110-110

D 111-116
D 117-122
123-125
126-126

D 127-132
133-135
136-136
137-138
139-139
140-140
141-141
142-142
143-143
144-144
145-145

ALLHAT Forms Book Documentation — Word Version Update

F12KPCOD
F12BATDT
F12VFDAT
F12DTMOD
F12TMMOD
F12MDFLG
F12TCN
F12PNO
F12RCN
F12DATES
F12VS
F12CENT
F12KEYDT
F12SEQ
F12SITE
F12ACR
F12EDIT
F12RINO
F12PAYCN
F12CKNO
F12FD021
F12FD022
F12FD023
F12FD024
F12FD0O25
F12FD026
F12FD027
F12FD028
F12FD029
F12FD0O30
F12FD0O31
F12FD032
F12FD033
F12FD034
F12FDO35
F12FD0O36
F12FD0O37
F12FD0O38
F12FD039
F12FD040
F12FD041
F12FD042
F12FD043
F12FD044
F12FD045
F12FD046
F12FD047
F12FD048
F12FD049
F12FDO50
F12FDO51
F12FDO52
F12FDO53
F12FD054
F12FDO55
F12FDO56
F12FDO57
F12FDO58

O0OO0OO0OO0OORRRRPRRREPRREPRRERRPROOOOOOOO0O0O0O0O0O0O0O0O0OO0O0OORRRRLRORRRERRRERRERRRERRERRRERE

99999999
9

99999

CORRPRRRRRPRPRRRRPRRPRPRRREPREPRPRRPRLPRELRLOOOOWOOOOO

O ©
O ©
O ©
O ©
O ©
© © © ©

RPRRRPRRPWOWOO

NNNNNNNNNORFRPROORFRPENONNNNDNDNDNDNDNNDNDNNNNNNNNNPERPORPONOONNONEPEFPERERPENNNONDN

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
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ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12
ALO12

RPRRPRRPRRPRRRPRRRPRRPRRPRRPRRREPRREPRRPRREPRREPRRERRERRERPRRPRRERRPRRERRRERRERERRRERR

0591
0601
0611
0621
0631
0641
0651
066A
0671
068l
0691
070l
0711
0721
0731
0741
0751
076l
o771
078l
0791
0801
0811
0821
083A
0841
0851
0861
0871
088l
0891
0901
0911
0921
0931
0941
0951
0961
0971
098l
0991
1001
1011
1021
1031
1041
1051

146-146
147-147
148-148
149-149
150-150
151-151
D 152-157
158-160
161-161
162-163
164-164
165-165
166-166
167-167
168-168
169-169
170-170
171-171
172-172
173-173
174-174
175-175
176-176
D 177-182
183-185
186-186
187-188
189-189
190-190
191-191
192-192
193-193
194-194
195-195
196-196
197-197
198-198
199-199
200-200
201-201
202-203
D 204-209
D 210-215
216-217
D 218-223
D 224-229
230-230
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F12FD059
F12FD060
F12FD061
F12FD062
F12FD063
F12FD064
F12FD065
F12FD066
F12FD067
F12FD068
F12FD069
F12FDO70
F12FD071
F12FD072
F12FD073
F12FDO74
F12FDO75
F12FD076
F12FD077
F12FD078
F12FD079
F12FDO80
F12FD081
F12FD082
F12FD083
F12FD084
F12FD085
F12FD086
F12FD087
F12FD088
F12FD089
F12FD090
F12FD091
F12FD092
F12FD093
F12FD094
F12FD095
F12FD096
F12FD097
F12FD098
F12FD099
F12FD100
F12FD101
F12FD102
F12FD103
F12FD104
F120Q13B

OCO0OO0OO0OO0O0OO0OO0OFrROO0OO0OO0OO0O0O0OO0OO0OORFRPFPPFPPFPOFRPOOOOOOOOOORFRPPRPPPRPOPFPOOOO

PNRPRPRPRPRRRPRRPRRPRPRPRPWUOWOORNRRRPRPRPRRRPREPREPRPOVOWOOR NRRRR

PEFRPEPNPFPEPNNNNDNNNDNNNNNNNNNOERNNNNNNNNNDNNNDNNNOERNNNNDNDN

99
999999
999999

99
999999
999999

1
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ALO13 - ALLHAT Adverse Experience Form

Form for documenting possible relationship to study drug of serious adverse event. A version 1 form was replaced
with the version 2 form on 04/96 (version 1 forms re-written to version 2 format).

Version 2 — 04/96, modified 12/99

Modified Fields for LADS Master File:
Blanked:

F13094 (version 2)

F13095 (version 2)

F13096 (version 2)

F13049 (version 2)

Changed date (mmddyy) to days since randomization:
F13071 (version 2)
F13020 (version 2)

Coding details:
F13020 - End date is coded as "999999" for missing/invalid values.
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ALO013 Version 1
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ALO13
ALO13
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ALO20 - ALLHAT Transition Form - Only for Participants Assigned to Doxazosin

To be completed on all doxazosin participants at the time of the close-out of the doxazosin treatment arm; for
doxazosin, non-lipid trial participants, this was their close-out form.

Version 1 — 02/2000 (only version)

Modified Fields for LADS Master File:
Blanked:
F20018
F20019
F20020
F20028
F20051

Coding details:
F20021 and F20049 are character fields rather than numeric, but have been assigned the appropriate value

labels.

Blood pressure fields (F20022 through F20027) may contain the value “999” if the information was collected by
telephone.

F20028 may contain the initials "999" if the information was collected over the phone.

F20037 and F20038 count fields may contain the value “99” if unknown. These two fields have value labels
assigned for 0 and 99 to indicate "none" and "unknown" respectively.

ALLHAT Forms Book Documentation — Word Version Update
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ALLHAT TRANSITION FORM - ONLY FOR PARTICIPANTS ASSIGNED TO DOXAZOSIN
To be completed and sent to the CTC by the May 25, 2000 mail cutoff

1. Date of visit, or date last known alive (mm-dd-yyyy): - -
f\ 2. Location: 01 ALLHAT clinic
Place ID label here 2 Home

(33 Phone (after May 1, 2000)
4 Lost to follow-up (Form complete - go to #9)
[J5 Refusal (Form complete - go to #9)

Patient name [J6 Otherwise unable to contact participant (Form complete - go to #9)
3. a. Seated blood pressure readings (mmHg) (use 999 for telephone Visits) .........ccooccevinvniiiiicicciiiicienns /I
Patient should be seated for 5 minutes without smoking, feet flat on the floor, in an erect but U

comfortable position. Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic. Average: /

b. Initials of person performing blood pressure measurements (use 999 for telephone visits) .........ccoccecvvivirnranne

4. Collection of blinded Step 1 MEAICALION ......ccccueiiiiiuiiiiiiiiiii e ree s er e es e s re e snesenessaresnessnesseassrassnnennes Done [J1
Not done [12
Not prescribed at last visit [13

5. Participant is advised to take the following antihypertensive medication:...........ccccooeuiiurinencnnene. a. None of the below [J1
b. ALLHAT chlorthalidone [J1

c. ALLHAT atenolol [1

d. ALLHAT clonidine (01

e. ALLHAT reserpine [J1

f. ALLHAT hydralazine [J1

g. Other antihypertensive medication [J1

CG. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown = 99)...................

7. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown=99)..
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

8. Since the last ALLHAT visit, has the participant experienced any new occurrence of the following:
(Please check one for each of the items #8a-k.) Diagnosis  Treatment
Hospitalized Only Only No

a. Acute myocardial infarction (including evolving MI with thrombolysis)...................... .
b. Stroke (not TIA or "MINISITOKE™) = ....cvieuiieeeieeeiecreetee et et es e saeesenseeneas .
c. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer)..................... .
d. Congestive heart fAllure ...........ccoooioeieieeee et e ,
€. Angina pectoris (actual episode of chest pain)...........coveeeeveiieceeinice s .
f. Lower extremity peripheral arterial disease............c.cccoeoueiiiieccecninicccsce e .
g. Accident or attempted SUICIAE..........cccoueurrereriirinireie ettt eneseee :

Any of the following procedures?

h. Kidney transplant or start of chronic dialysis .........c.cccoeeeerrienernnceerreee e ;
i. Coronary artery bypass graft (CABG) or transmyocardial laser revascularization
j- Coronary PTCA (angioplasty), stent or atherectomy............cccoceevurreeerereeneeeensrereneenenennn. :
k. Lower extremity peripheral revascularization/bypass/angioplasty................ceveerveurrnen. .

Complete an Event Reporting Form (AL04) for all boxed events in Items #8a-k.

¥ No participant should retain any bottle (whole or part) of Step 1 blinded medication.
| ¥ Participants in the lipid component will continue with their routine ALLHAT visit schedule.
C /V Participants not in the lipid component will not continue with ALLHAT.
v Update participant contact sheet & release of info for medical records.
v'_Have participant sign release of information for study data to be sent to other private MD if applicable.

9. Signature and initials of person completing this form:

© " AL20- Version | - 2/2000
PSF 060-959 Page 1 of 1
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-  ALLHAT TRANSITION FORM - ONLY FOR PARTICIPANTS ASSIGNED TO DOXAZOSIN
To be completed and sent to the CTC by the May 25, 2000 mail cutoff m +
13)-6D%

e
eu T 7 —— 1
7 T‘;Nu | oed 1. Date of visit, or date last known alive (mm-dd-yyyy): __ _ -__ _ - ___@ gD '% 4
: 2. Location: 01 ALLHAT clinic

Place ID label here J2 Home

@ Reen 013 Phone (after May 1, 2000)
- : @5 e 04 Lost to follow-up (Form complete - go to #9)

{0 VsW ro? 015 Refusal (Form complete - go to #9)

~ Patient name ( () r[/ (06 Otherwise unable to contact participant (Form complete - go to #9)

3. a. Seated blood pressure readings (mmHg) (use 999 for telephOne VISits)......c....oerureesrsneensrssansseneernes g?—@_ / _@_
Patient should be seated for 5 minutes without smoking, feet flat on the floor, in an erect but @_ / _
comfortable position. Blood pressure goals are <90 mmHg diastolic and <140 mmHg systolic. Average: @—_ / @
b. Initials of person performing blood pressure measurements (use 999 for telephone visits) ......cccceecvvrveurenennne. @

4. Collection of blinided Step | MEAICATION wu.uiaiiiviiiissssissssssssisssssssssssssssssssssessissns isssassisissssss ssvsspmisesssnsssssassTsgasssss Done i

Not done [
Not prescribed at last visit [13
5. Participant is advised to take the following antihypertensive medication:.........cccceeiererreseirsncnnnnes a. None of the below [J(32

b. ALLHAT chlorthalidone [J1
c. ALLHAT atenolol (118 %
d. ALLHAT clonidine (]
e. ALLHAT reserpine [J1
f. ALLHAT hydralazine [Ji
g. Other antihypertensive medication (1

umber of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown = 99) ............... (3 72 .

7. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 99) .. @
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

8. Since the last ALLHAT visit, has the participant experienced any new occurrence of the following:

(Please check one for each of the items #8a-k.) Diagnosis  Treatment
Hospitalized Only Only No

=]

a. Acute myocardial infarction (including evolving MI with thrombolysis) @ ......
-b. Stroke (not TIA or "MINISTTOKE™) - ...ccciciiininininnuenerensininissstissssssssssssssssssessasnsas e
c. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer)......... @ -
d: Congestive heart faIIINE .. .....coiimsinsimssssssssesssisasitsisse s s ssasiiny s
e. Angina pectoris (actual episode of chest pain) .........cccoceveerreseesrresesrresesnssreseenses n
f. Lower extremity peripheral arterial diSEase ..........c.courvrmrerrrsnsnsesesnsessnsssacssasesaenens -
g. Accident or attempted suicide...........ccceeeeemrnrercerneinnsnnsennssseneens @

Any of the following procedures?

h. Kidney transplant or start of chronic dialysis..........cccceunirinnimsisiniisicsnnsssecciiininans ..
i. Coronary artery bypass graft (CABG) or transmyocardial laser revascularization......... "
j- Coronary PTCA (angioplasty), stent or athereCtOMY ..........ccevereremrennesescreenssesesasssnssanns -
k. Lower extremity peripheral revascularization/bypass/angioplasty..........ccccccecerereenuenen.. -

Complete an Event Reporting Form (AL04) for all boxed events in Items #8a-k.

© ¥ No participant should retain any bottle (whole or part) of Stcp 1 blinded medication.

!
J
i
|

Participants in the lipid component will continue with their routine ALLHAT visit schedule.
.’arncnpants not in the lipid component will not continue with ALLHAT.

v’ Update participant contact sheet & release of info for medical records.

v Have participant sign release of information for study data to be sent to other private MD if applicable.

9. Signature and initials of person completing this form: r M‘F

' 740 T T AL20 - Version 1 - 2/2000
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ALO22 - ALLHAT Closeout Form

Final close-out form; a doxazosin participant may have this form as well as an AL20 if a Lipid-Lowering Trial
participant.

Version 1 — 06/2001 (only version)

Modified Fields for LADS Master File:
Blanked:
F22018
F22019
F22020
F22031
F22098
F22109

Changed date (mmddyy) to days since randomization:
F22023
F22024

ALLHAT Forms Book Documentation — Word Version Update
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ALLHAT CLOSEOUT FORM
To be completed between October 1, 2001 and March 31, 2002
and received at the CTC by May 24, 2002

Place ID label here
1. Date this form is completed (mm-dd-yyyy): _ - -__ _

Patient name

2. a. Has participant moved outside the United States, Canada, Puerto Rico or the U.S. Virgin Islands?.................... Yes (1
No [J2
Don't know [J3
b. Type of visit 01 ALLHAT clinic
(check one): [J2 Home —» c.Dateofvisit: __ _ - _ -
[J3 Phone (mmddyyyy) (SKIP TO #3)
OR

(04 Lost to follow-up
[J5 Refusal —» d. Date last known alive: ____ -__ _ -__
(06 Otherwise unable to contact (mmddyyyy) (SKIP TO #16)
3. a. Seated blood pressure readings (mmHg) (use 999 for telephone Visits)..........cccocovenericemvenencenenne /f__
Patient should be seated for 5 minutes without smoking, feet flat on the floor, in an erect P

but comfortable position.

Average: /

b. Initials of person performing blood pressure measurements (use 999 for telephone visits) .........cccccvceveevernnnens

4. What dose of the ALLHAT Step 1 (blinded) medication is the patient being advised to take?.......................... Dose 1 [J1
Dose 2 [J2

Dose 3 3

None [J4

5. Which of the following medications is the patient being advised to take?..........ccccocevvrrrireiveirnnnnns a. None of the below [J1
b. Diuretic 1-2 times per week []1

This refers to any open-label antihypertensive or lipid-lowering medication, c. Diuretic 3 or more times per week []1

and potassium supplementation, including medications provided by ALLHAT d. Calcium-channel blocker [(J1

or from another source, and regardless of reasons for prescription. e. ACE inhibitor (J1

g. Atenolol (1

h. Clonidine [J1

i. Reserpine (1

J- Hydralazine (11

k. Other antihypertensive medication, regardless of indication [J1

1. HMG CoA reductase inhibitor (including ALLHAT pravastatin) (11
m. Other lipid-lowering medication [11

n. Potassium supplement (11

0. Information not available (J1

6. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown = 99) ..................

AL22 - Version 1 - 6/5/01
PSF060-992 Page | of 4



7. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 99)...
(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

8. Since the last ALLHAT visit, has the participant experienced any new occurrence of the following:
(Please check one for each of the items #8a-k.)
Diagnosis  Treatment

Hospitalized Only Only No
a. Acute myocardial infarction (including evolving MI with thrombolysis) ........]. LI T ..ccooerrrueeen e | S Oz2..... a3
b. Stroke (not TIA or "MiniStroKe") .......ccoevverrenreerriniesrenieeseeresresssnssessesssessessesnes O e, az2..... O3
c. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer)........ 5| [ [—— 0 [ 1 O o (R (33
d. Congestive heart failure...........cccoceevirerincreninisesein e sessssassene O e e O 20 03
e. Angina pectoris (actual episode of chest pain) ...........cccovvveirnnnsinennnnnens R B ) f P ——— B |- o— E13
f. Lower extremity peripheral arterial diS€ase ..........co.coevreerereenrrerrervenrevesvnsrensenrase L Thvroierininens vevevreerennnne, o T— a3
g. Accident or attempted suicide.........coomerrsassmsasssasresmsersasassmsnssesssnssnsssssssssssrressasss EICE L ciinsinniis ieiniiin Oz2.... a3
Any of the following procedures? Yes No
h. Kidney transplant or start of chronic dialysis .........c.cocecevvunnnicrenirnnnennniiiin, I I 5 1 R a2
i. Coronary artery bypass graft (CABG) or transmyocardial laser revascularization..}..0 1].......... coerverecreres vvrevirennnnns 02
- Coronary PTCA (angioplasty), stent or atherectomy .........c..cccvcevieiniersiennisneninieninns I | S ———————————— 02
k. Lower extremity peripheral revascularization/bypass/angioplasty .............cc.ccovn.... 1 S 1 OO a2

e — e

9. In general, would you say your health iS: .........cccecvveeireirenesnnrnrissesensenresresessessssesresessessessessesnssnssnsnssessesseness Excellent (J 1
Very good [J 2

Good OJ 3

Fair (0 4

Poor O 5

No answer/unknown [(J 6

10. If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate

yourself today? (UnKnOWI = 999) ......coouiviiiiiiiiieiecteeeeeeecereeseeressesstesssssesss et esse st sssssssssssssesssensessessesnesses -
11. Have you ever smoked cigareffes? ..............cvnnsmsrsnensnsnssssssonssenssssssscssssssersssnsasssanssesasaes Current smoker (past 30 days) (1 1
Past smoker (100+ cigarettes) [] 2
Never smoked (J 3
Unknown [J 4
12. Are you currently taking @spirinn TEBUIATLY?........c..ccoviiiiniinrienririiresrerrerees i ressesreeeressesressesseseensesseressnasessssssssesessenen Yes [ 1
No[O2
Don't know [J 3
13. For women only: Are you currently prescribed an estrogen supplement?............ccoovevrvereresrersrinenenisenisessssssssennn. Yes [ 1
No[J2
Don't know (0 3
Place ID label here

Patient name

AL22 - Version 1 — 6/5/01
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14. a. Were there any reasons that kept you from taking your ALLHAT medicine (the black and blue capsules) ?...... Yes [ 1

No (skip to #15) 3 2

What were the 1€aSOnST .........cc.coiuiininsncsesanssinsossassssasssssssasassssssstssssssssssssassesnsonses b. Size or taste of pills was a problem [ 1
¢. Too many pills (J 1

Show the participant the laminated response card d. I didn't like not knowing what the medicine was [ 1
for #14 and let them tell you their response(s). e. It was hard to remember to take the medicine (] 1
CHECK ALL THAT APPLY. f. I didn't think that I needed the medicine (J 1
g. I didn't understand how to take the medicine [J 1

h. I had a bad reaction to the medicine [J 1

i. I was worried about the health effects of the study medicine [ 1
j. Living in nursing home [ 1

k. Lack of support from family/friends (J 1

1. Another doctor told me to stop [J 1

m. My insurance changed (1 1

n. Other reason 01

o. No reason given [] 1

p. Information not available (] 1

15. a-Were there any reasons that kept you from coming to the clinic?..........ccovvrvevvinininrinie, Yes (1
No (skip to #16) O 2
What were the TEASOMSY .....cocvververrrirriiererrerrenresr s et sbe s b. I didn't want to be in the study [J 1

c. I didn't want to come to the clinic (J 1

d. It was not convenient to attend clinic [J 1
e. I didn't like the clinic [J 1

f. I didn't like the visits [J 1

g. Transportation problems [J 1

h. Living in nursing home [J 1

i. Lack of support from family/friends (] 1
j- Another doctor told me to stop [J 1

k. My insurance changed [J 1

1. Other reason 01
m. No reason given [J 1

n. Information not available (1 1

Show the participant the laminated response card
for #15 and let them tell you their response(s).
CHECK ALL THAT APPLY.

16. a. Initials of the person assessing drg aSSIENIMENL.......ccasuserssosssniruestussoprsssssssissssisssssiossnsissnssasatsdsssnsssssssasssnasine -
b. The person in #16a is (check the first that apPLIEs): ........cceecerererrerrenrererssrenrinineneneereerasnenes Principal Investigator (] 1
Other physician [J 2
Study coordinator (J 3
Other staff member (] 4
Place ID label here
Patient name

AL22 - Version 1 - 6/5/01
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17. To which medicine would you guess the participant was assigned in ALLHAT? ................... Diuretic (chlorthalidone) [ 1
Calcium-channel blocker (amlodipine) [J 2

ACE inhibitor (lisinopril) [J 3

Not applicable - participant was assigned to doxazosin (skip to #19) (] 4

Do not leave item #17 blank — please guess!

18. On which of the following do you base your guess? (Check all that apply.) .......c..cccociiieice. a. Drug code unblinded (J |
b. Laboratory findings [ 1

c. Symptoms [J 1

d. Blood pressure control (] 1

e. Other reason 01

f. No reason [J 1

19. Signature and initials of person completing this form: ........cccccccevvcrcenneene

*kxd ALLHAT CLOSEOUT VISIT REMINDERS *#%%%

Do you have all of the following? (Check the list of missing items for this patient.)
e The most recent required bloodwork?
All of the required ECG's?
All of the required event documentation?
Release of information for documentation that you still ne<d?
Release of information to send participant's ALLHAT information to another physician, if required
Updated participant contact sheet?

Give the participant:
e A referral to another source of antihypertensive and lipid-lowering care, if needed
e Closeout Health Matters newsletter
e ALLHAT antihypertensive medication and potassium supplementation, if prescribed
e Pravastatin, as needed for those participants who were assigned to pravastatin in the lipid trial, if they are currently
taking pravastatin (1 bottle per participant only)
Other prescription, if necessary
e Certificate of appreciation
e ALLHAT patient history, if desired by the participant

Have you completed:

All of the pending ALLHAT follow-up forms (ALO03)?

All of the pending ALLHAT Event Reporting forms (AL04)?

Any pending Serious Adverse Effect Forms (AL13)?

All of the pending edits (routine edits, event edits, HCFA/VA event queries, AL09’s)

Place ID label here

Patient name

AL22 - Version 1 - 6/5/01
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- ‘ ALLHAT CLOSEOUT FORM
To be completed between October 1, 2001 and March 31, 2002
: and received at the CTC by May 24, 2002

® (@ rod 9ATE 7~ (0) B iaiT FmORTE
% (34"'5 @ mod TimE a0 Vlrcldf‘)
Place ID label here moD FLhé ke  dz) by

Date this form 1s completed (mm-dd-yyyy): __ __ -__ __ -
(1 FohTe (D72

BrOsTIC
® sea j@@ gDIT FLAE

Patient name

2. a. Has participant moved outside the United States, Canada, Puerto Rico or the U.S. Virgin Islands? .& Yes (1
No (02

Don't know (13
b. Type of visit (01 ALLHAT clinic @

(check one): (J2 Home —» c.Dateofvisit: __ _ -__ __-____ _
[J3 Phone (mmddyyyy) (SKIP TO #3)

OR
[J4 Lost to follow-up @

5 Refusal —» d. Date last known alive: ___ -__ -
[J6 Otherwise unable to contact (mmddyyyy) (SKIP TO #16)

3. a. Seated blood pressure readings (mmHg) (use 999 for telephone Visits).........ccccvvceercniininenernensnennn. /

Patient should be seated for 5 minutes without smoking, feet flat on the floor, in an erect / Q'ng
o but comfortable position. Average: _@ / 69

b. Initials of person performing blood pressure measurements (use 999 for telephone Visits) .........ccocovvcevreverenne, _

4. 'What dose of the ALLHAT Step 1 (blinded) medication is the patient being advised to take?.......................... Dose 1 (1
' Dose 2 (02

Dose 3 (03

None [J4

5. Which of the following medications is the patient being advised to take?....... @ ......... a. None of the below [J1
@ b. Diuretic 1-2 times per week [11

This refers to any open-label antihypertensive or lipid-lowering medication, @ ¢. Dinretic 3 or more times per week [J1
and potassium supplementation, including medications provided by ALLHAT d. Calgiam-channel blocker [J1
or from another source, and regardless of reasons for prescription. €. ACE inhibitor (11
CHECK ALL THAT APPLY. 3 ?} Alpha blocker [J1

@) g. Atenolol O1
(%0 . Clonidine 1

@ j. Hydralazine (J1
k. Other antihypertensive med1canon regardless of indication (J1
1. HMG CoA mductasn@or (including ALLHAT pravastatin) [(J1

m. Other lipid-lowering medication (J1
n. Potassium supplement [J1

o 0. Information not available (J1

6. Number of overnight hospitalizations since the patient's last ALLHAT visit (none = 00, unknown =99) ................. @

AL22 - Version 1 - 6/5/01
PSF060-992 Page | of 4



‘ 7. Number of visits to any doctor's office or clinic since the patient's last ALLHAT visit (none = 00, unknown = 99)..

»:

(Includes interim visits to ALLHAT clinic for blood pressure measurements and/or drug titration.)

Since the last ALLHAT visit, has the participant experienced any new occurrence of t|
(Please check one for each of the items #8a-k.)

he following:

Diagnosis  Treatment

Hospitalized Only ﬁll}: No
E, 2

a. Acute myocardial infarction (including evolving MI with thrombolysis) ......... N [ R as3
b. Stroke (not TIA or "MINISITOKE™) ......cceeeeersrrsersesssesesssessrssrenrissensenssssssssssesasnns .01 @ .......... 1 2. O3
c. Cancer (a new primary diagnosis; excluding non-melanoma skin cancer).......§. O 1 ........ .04 ., 03
e O1.683) 1o 02....03

e. Angina pectoris (actual episode of chest pain) ..........ccocoevveviesrvnreicsrcsnsinnennn. [ 1
f. Lower extremity peripheral arterial diSase .........c...covururerverenriersnerrernsnsasessnneds [ 1

g. Accident or attempted SuICIde.........c.coceveerinniniieien DO | — 03
Any of the following procedures? Yes No

h. Kidney transplant or start of chronic dialysis ......c.c.cecerreeremnsnrerseiesniscnsesenannes W [ | O P (7 <. 02
i. Coronary artery bypass graft (CABG) or transmyocardial laser revascularization..}..[J 1].......... ... ,.g-, .02
j. Coronary PTCA (angioplasty), stent or atherectomy ...........coeeuvvrserresesserresearesssnnns Y 1  SSSRR . ......... 02
k. Lower extremity peripheral revascularization/bypass/angioplasty...........c.cevereunec. O e e (BS 2

Complete an Ever

10.

il

12.

13.

In general, would you say your health is: ........ccccccoviniciinnninninnnercserere e

If you were to rate your current health on a scale of 0 to 100, with 100
being perfect health and 0 being death, what number would you rate :
yourself today? (Unknown = 999) ........c.cccceveerierierererennrernsernssssressssesssassssssassens

Hiive you ever Smoked CIRareler T ;. .cv:wsimmsvsassmmisssinsiasms st

Are you currently taking aspirin regularny

.....................................................................

For women only: Are you currently prescribed an estrogen supplement?

Place ID label here

Patient name

.................................. Excellent (J 1
Very good (1 2

Good (0 3

Fair [ 4

Poor OO0 5
No answer/unknown [J 6

------------------------------------------- -E

. Current smoker (past 30 days) [J 1
Past smoker (100+ cigarettes) [J 2

Never smoked [J 3
Unknown [0 4

........................... v Yes [ 1
@ NoO2

Don't know (0 3

................................................... ... Yes [ 1
@ No(2

Don't know O 3

AL22 - Version 1 - 6/5/01
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O ® -

! 14. a. Were there any reasons that kept you from taking your ALLHAT medicine (the black and blue capsules) es 01
No (skip to #15) (0 2

' What were the r€aSONSY ........c.covveererrsriiiniiisiessimesssssseesssnsisasressensssssenses .b. Size or % pills was a problem [J 1

c. Too many pills [J 1

Show the participant the laminated response card . 1 didn't like not knowing what the medicine was [J 1
for #14 and let them tell you their response(s). @ e, Jtayas hard to remember to take the medicine [J 1
CHECK ALL THAT APPLY. f. I didn't think that I needed the medicine OJ 1

h. I had a bad reaction to the medicine [J 1
@i. 1 was worried about the health ts of the study medicine (1 1
. Living in nursing home [J 1

("2 £ k. Lack of support from family/friends ] 1
@ 1. Another doctor told me to stop [J 1
@ . My insurance changed [J 1

n. Other reason e (79’0 1
(22D

0. No reason en a1

ormation not available [J 1

15. a-Were there any reasons that kept you from coming to the chinic?......c..cvueuviiiiiciiiiiiniieieeendd . Yes O 1
No (skip to #16) (0 2

g.@'t understand how to take the medicine [J 1

What were the TERBOTIET «..ucuesssenssumssssimsiss s s s e sy m .b. I didn't want to be in the study [J 1
' c. I didn't want to come to the clinic (J 1
a) d. It was not convenient to attend clinic [J 1
e. I didn't like the clinic (J 1

f. I didn't like the visits (J 1

@ - Transportation problems [J 1

@ h. Living in nursing home O 1

@ ack ot support from family/friends [J 1
nother doctor told me to stop [J 1

k. My insurance ch O1

1. Other reason )’ 4)01
m. No reason\'g'l'v/en O1

n. Information not available (J 1

Show the participant the laminated response card
for #15 and let them tell you their response(s).
' CHECK ALL THAT APPLY.

16. a. Initials of the person assessing drug asSi@NMENL.............cccecveereerverrerrenerrnresesseermeessessessossessesssstssessensorsessssessesssnns

b. The person in #16a is (check the first that applies): .........cceveveeiiriiniininnnnninirccrenreerens Principal Investigator [J 1
- Other physician [J 2

Study coordinator [J 3

Other staff member [] 4

Place ID label here

Patient name

AL22 - Version 1 - 6/5/01
PSF060-992 Page 3 of4



. 17. To which medicine would you guess the participant was assigned in ALLHAT? ................... Diuretic (chlorthalidone) (] 1
Calcium-channel blocker (amlodipine) (] 2
' ACE inhibitor (lisinopril) 0 3 .

Not applicable - participant was assigned to doxazosin (skip to #19) O 4

Do not leave item #17 blank — please guess!

18. On which of the following do you base your guess? (Check all that apply.) ... % Drug code unblinded [J 1

oratory findings (J 1

@ c. Symptoms [J 1

ood 01
705}

€. Other Teason

19. Signature and initials of person completing this form: ..........ccceniini @ 7l

*dkkk ALLHAT CLOSEOUT VISIT REMINDERS **¥3%%

Do you have all of the following? (Check the list of missing items for this patient.)
¢ The most recent required bloodwork?
e All of the required ECG's?
e All of the required event documentation?
¢ Release of information for documentation that you still need?
(]
® -

Release of information to send participant's ALLHAT information to another physician, if required
Updated participant contact sheet?

Give the participant:
e A referral to another source of antihypertensive and lipid-lowering care, if needed
e Closeout Health Matters newsletter
e ALLHAT antihypertensive medication and potassium supplementation, if prescribed
e Pravastatin, as needed for those participants who were assigned to pravastatin in the lipid trial, if they are currently
taking pravastatin (1 bottle per participant only)
o Other prescription, if necessary
e Certificate of appreciation
e ALLHAT patient history, if desired by the participant

Have you completed:
e All of the pending ALLHAT follow-up forms (AL03)?
¢ All of the pending ALLHAT Event Reporting forms (AL04)?
e Any pending Serious Adverse Effect Forms (AL13)?
e All of the pending edits (routine edits, event edits, HCFA/VA event queries, AL09’s)

O Place ID label here

Patient name

AL22 - Version 1 - 6/5/01
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AL023 - ALLHAT CHF Quality Control Form

Two reviews are completed for each heart failure hospitalization received by February 2002.

Version 1 — 10/2001 (inventory sheet); reviewer coding portion of form 02/2002 (only version)

Modified Fields for LADS Master File:
Blanked:
F23018
F23019
F23021
F23038
F23044
F23046
F23107
F23109
F23111
F23160
F23221
F23223
F23225
F23274
F23335
F23337
F23339

Changed date (mmddyy) to days since randomization:
F23022
F23040
F23041
F23042
F23047
F23161
F23275

Data details:
Decimals need to be added to some fields, if they are completed. See the paper copy of the AL023 (F23096,
F23098 and F23100).

Coding Details:
Measurement fields are filled with 9's if no measurement was available (F23091-F23093, F23095-F23100,
F23105, F23113-F23115, F23118-F23120, and F23123-F23124).
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ALLHAT CHF QUALITY CONTROL

The CHF event listed below has been selected as part of ALLHAT'S endpoint quality
control documentation. Please obtain the records requested and send them with
this cover sheet to the Clinical Trials Center with your regular shipment of study forms.

PLEASE KEEP A PHOTOCOPY OF THIS FORM FOR YOUR FILES.

1. Date this request generated: .....c.ccovvrvrrrrerrnrereraraeserernrasarsrsnsnsnsasarases -
SequENCE NUMDBEI:  .oiiiriii et rrsnssr s rraresernsn s rerarsrensasarasarnnsasareres
Patient ID: ..o s, =
DIEBCOABET  2umummusnnnisnmnn s mmsaos soxss e e 0 s e R AR RN KN ¥R SN PR N
ACTOSHICE  yuuesuinunsemussesussnssssssnss s s ssassssusssusneuansesnsssnssesssssssssosssrasus
Event date from ALO4 (Mm-dd-Yy): .oevriiiiiriiiirinnrrsnrnrnrrarnnssennas

EVENT tYPe:  iieiiiiiiieiiiiiii s s rrer e e raranes a. Hospitalized fatal CHF
b. Hospitalized nonfatal CHF

IEEEEEEE RS S EEEEEESEE SR EEEREEREEREEEEREEREREEEEEEERERESEREEEEEEREERESEREESERSHRSEH:.]

o

For clinical site use:

Label all additional records with patient ID, acrostic and event date

The following additional documents are requested:

7. Please mark which records are enclosed: ........ccccociviiiininns a. None (explain)
b. Face sheet with diagnosis and procedure codes

¢. Discharge summary

d. Admitting history and physical examination

e. Chest X-ray reports (first and second reports only)

f. Initial cardiology and pulmonary consultation notes

g. Cardiac catheterization reports/procedure notes

h. Echocardiography reports (including Doppler studies)

i. Radionuclide cardiac imaging reports

j. Emergency room notes

k. Pulmonary function test reports (first and last reports only)
|. Autopsy/coroner's reports

8. Comments:

9. Initials of clinical site staff person completing form: ......ccovvvviiveeinnn,

10: Signature: s

LA R R R AR AR R AR EEESEE S SRR EREREE R EEEEEREREEREEREREEREEEEEEEREEREENRENNENYNX?

Clinical Trials Center Use Only:

11. Date additional documentation received: .................. R R
i BTy e L R —————————— R
13, Initials.of CTC MORMOIT oo omannnssacnasessmmansmss o wssse sy s s o
14. Signature of CTC monitor: ............

AL23 Page 1 of 4
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ALLHAT CHF REVIEW

1. ALLHAT ID: - -

2. Acrostic:

3. Date of CHF event: / /

4. Coder number:
5. Coding date: / /

Please review this case and provide your evaluation of the following:

Symptoms = . s : s . 8.No documentation 1

- 7 ST . & (Skip to next section)
Yes No Not mentioned /
(documented) (documented) Uncertain

7. Paroxysmal nocturnal

dyspnea 1 2 3

8. Orthopnea 1 2 _

9. Dyspnea at rest 1 __ 2 _

10. Dyspnea on ordinary
exertion 1 2 3

11. New York Heart
Association Class Il
(symptoms of CHF on less than

ordinary exertion) 1 2 _ 3

12. Night cough 1 2 -

Past medical history = _ 13. No documentation ____ 1

(All ALLHAT pafticipanté have hyporténéion) o (Skip to next section)

Yes No Not mentioned /

(documented) (documented) Uncertain

14. CHD _ 1 _ 2 _ 3

15. Clinically significant

valvular disease 1 2 3

16. Clinically significant
pericardial disease 1 2 3

17. Other clinically significant

cardiac abnormality/underlying

disease process (e.g. defined

cardiomyopathy, endocardial

fibrosis) 1 2 3

AL23 Version 1 - 2/19/02
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18. Persistent or permanent
atrial fibrillation or flutter

19. COPD/Chronic
bronchitis/emphysema

20. Severe lung disease other
than COPD

21. Smoking h/o 10 pack-years
or more

Yes
(documented)

No
(documented)

Not mentioned /
Uncertain

Signs/Treatment

22. No d_@cumentatlon 1
(Skip to next section)

23. Ankle edema 2+ or
greater

24. Bilateral ankle edema
25. Tachycardia 120+
26. Jugular venous distention

27. Increased venous
pressure

a. >8and s 16 cm H.0
b. >16cm H,0
28. Hepatojugular reflux
29. Réles
30. S; gallop
31. Hepatomegaly

32. Decrease in vital capacity
by 1/3 from maximum

33. Circulation time >25s
arm-tongue

34. V. therapy for CHF
(diuretic, vasodilator or
positive inotropic agents)

35. Weight loss on CHF Rx:
10Ibs/5days

36. Diuresis of 10 pounds or
5 kilograms in response to
diuretic treatment, with
clinical improvement in
congestive symptoms

Yes
(documented)

No
(documented)

Not mentioned /

Uncertain

AL23 Version 1 —2/19/02
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Chest X-ray _ 37. No documentation 1
' - Done, but no result provided 2

(Skip to next section)
Yes No Not mentioned /
(documented) (documented) Uncertain
38. Cardiomegaly 1 2 3
39. Acute pulmonary edema 1 2 3
40. Pleural effusion 1 2 3
41. Pulmonary vascular
engorgement 1 __ 2 3
42. Pulmonary vascular re-
distribution 1 __ 2 3
43. Characteristic of CHF
a. conclusion of reviewer 1 __ 2 __3
b. conclusion on the
radiology report 1 2 __3
44. Characteristic of lung
disease
a. conclusion of reviewer 1 2 3
b. conclusion on the
radiology report 1 __ 2 ___ 3
Echocardiogram
45. a. Echocardiogram done?...........ccceeeuveeieuieeieeeeseeseeseeeeeee oo, YesO1 NoO, DKOj;
(If No or DK, skip to #46)
b. If yes, give ejection fraction result (99 if numeric result is not provided) ...........ccuuvuen. %
If ejection fraction (#45b) not specifically provided, please complete either c or d -
c. Range of left ventricular systolic function ................ccoveeevoeoeeeeeeeeeeeen —_%to__ %
d. Description of left ventricular systolic function .............cccccoevevveveeviiinn In normal range O 1

Borderline O 2
Below normal (reduced, depressed) O 3
No result provided 0O 4

e. LV posterior wall thickness (all 9's if no measurement available) — Y __mmor__.__cm
f. LV septal wall thickness (all 9's if no measurement available)...... ———__mmor__.__cm
g. Left atrial (LA) dimension (all 9's if no measurement available).. _____ _mmor__.__cm

AL23 Version 1 - 2/19/02
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h. Doppler flow studies done?..............cccoeveeveeveeveveeeeeeoeennnn. Yes 0O 1 NoO, DKO,

(If No or DK, skip to #45m)
If yes, give the following -
i. Clinically significant valvular disease..............ocooeeveeeeeoee, YesO1 NoO, DKO,
j- Moderate or greater regurgitation...............c.ccoccccevvevivveeeen. Yes 01 No O > DKO,
k. Aortic valve area <1.2 6m? ........oooomeeeeeeeeeeeeeoeeeeeeo YesO1 NoO, DKO,
|. Estimated PA systolic pressure (“99” if no measurement available) ................. ____ mmHg
Overall impressions:
Consistent with pericardial disease by echocardiogram and/or Doppler studies
m. Conclusion of the report and/or by treating physician(s) . . . . . . YesO1 NoO, DKO,
n. Conclusionofthereviewer............................. YesO1 NoO, DKO,
Echocardiographic/Doppler evidence of severe valvular heart disease
o. Conclusion of the report and/or by treating physician(s) . . . ... YesO1 NoO, DKO,
p. Conclusionofthereviewer................ ... ... ... YesO1 NoO, DKO,;
Echocardiographic/Doppler evidence of moderate valvular heart disease
q. Conclusion of the report and/or by treating physician(s) . . . . . . YesO1 NoO, DKO;
r. Conclusionofthereviewer.................. ... .. . ... . YesO1 NoO, DKO,
| Radionuclide study |
46. a. Radionuclide study done? ...........cccccccecveveevvvvevveeveeceeeee Yes 01 No O > DKO;
(If No or DK, skip to #47)
b. If yes, give ejection fraction result (99 if numeric result is not provided) .................... %
If ejection fraction (#46b) not specifically provided, please complete either ¢ or d -
c. Range of left ventricular systolic function ..............cccoovvveveueeeeeceiceeeens _%to__ %
d. Description of left ventricular systolic function ..............oovovoeoeeoeeo In normal range O 1

Borderline O 2
Below normal (reduced, depressed) 01 3
No result provided O 4

Cardiac catheterization e ' |

47. a. Cardiac catheterization done? .............oeoveeeeemeoee oo YesO1 NoO, DKO,
(If No or DK, skip to #48)

b. If yes, give ejection fraction result (99 if numeric result is not provided) .......cccooeeeee____ %
If ejection fraction (#47b) not specifically provided, please complete either c ord -
c. Range of left ventricular systolic function ..............o.oooovvvoovooo _%to__ %

d. Description of left ventricular systolic function ....................ocooooii In normal range O 1
Borderline O 2

Below normal (reduced, depressed) O 3

No result provided O 4

AL23 Version 1 — 2/19/02
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e. Coronary anglography 5|gn|f’ icant CAD (at least
one lesion >70%).......... cerssssaninasssennrerserserennsennns Y@S 001 NOO o, DK DOg

Provide the following, if available -

f. PCW pressure (99 if Not @Vailable)..............cooveeeeereeeeeeeeeeeeeee e ____mmHg
g. Cardiac index (9.9 if Not @vailable) ..............c.ceeiiueeieerieeeee oo P
Concurrent Condltions!Pracigitatlng_ | Factors PN - 48.No documehtation i
s : x _(Skip to next section)
Yes No Not mentioned /
(documented) (documented) Uncertain
49. Pneumonia 1 __2 3
50. Infective endocarditis 1 2 ___3
51. Other infections 1 2 3
52. Anemia/blood loss 1 2 __3
53. Hemodynamically
significant arrhythmias
a. New onset or new
episode of recurrent
atrial fibrillation or
flutter, or ventricular
rate >100 1 2 3
b. Other sustained
supraventricular
tachycardia (rate >100) 1 2 3
c. Sustained ventricular
tachycardia (lasting
>30s) 1 2 3
d. Sustained bradycardia
(HR<50) 1 2 3
54. Thyrotoxicosis 1 2 3
55. Rheumatic and other
forms of myocarditis 1 2 -3
56. Myocardial infarction
a. prior to CHF 1 __2 3
b. associated with onset of
CHF _ 1 . .
57. Pulmonary embolism 1 __2 3
58. Acute renal failure
a. prior to CHF 1 _ 2 _ 3
b. associated with onset of
CHF 1 2 3
59. Uncontrolled
hypertension (SBP >180
mm Hg) 1 2 3

AL23 Version 1 —2/19/02
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Yes No Not mentioned /

(documented) (documented) Uncertain
60. Perioperative onset:
a. cardiac surgery 1 2 -
b. non-cardiac surgery _ 1 __ 2 _ 3
61. latrogenic fluid overload:
a. in context of surgery 1 2 ___ 3
b. transfusion 1 - 2 -
c. hydration 1 - 3
d. other (e.g. excessive
heat, physical exertion) 1 2 3
62. New medications or
dosage increase for heart
failure at discharge
a. Loop diuretics 1 2 3
b. ACE inhibitors or ARBs 1 2 ___ 3
c. Digoxin 1 2 _ 3
d. Beta-blocker 1 2 3
e. Aldosterone antagonists 1 2 ___ 3
f. Vasodilators 1 __2 3
g. Other 1 _ 2 _3
Autopsy - : s T Shetd 63. Not applicable 1
AT B g ! No documentation 2
(Skip to next section)
Yes No Not mentioned /
(documented) (documented) Uncertain
64. Pulmonary edema or
visceral congestion or
cardiomegaly 1 __ 2 3
Case summary:
65. The reviewer suspects a non-cardiac etiology of symptoms ........cccccue... YesO1 NoO, DKO,

66. Given all of the information, and in your clinical judgment,
does this patient have congestive heart failure? .........ooovvveeeoeeeoooo YesO1 NoO, DKO,

67. Signature:

AL23 Version 1 —2/19/02
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. Form:AL23V1 OWMQDE: Your in DISPEAY Mod Pa 1 of 22
O {;SHN, ALITY,FONTROL @ EF: @ '
(i) Form: 3 Ver RI: : i
Seq: l@.lte. A@ PAYCN ‘g
T PO: =y, &
.;b | .
Evéﬁt datée from §%04 (mm/dd/yy) ~7... u// '

Acrost

. Event Type a.Hospitalized fatal [1]
. a. None......... e imt i i m e e e G e e NG el (e ] Sl e L S s imn v i e e e e
Face sheet with diagnosis and procedure codes..............:
Discharge SUMMAry.....c.ceeeeeeeeeeeesseannnnoeascaaceassnensaet
Admitting history and physical examination.................:
Chest X-ray IrepoOrtS. ...ttt ie ittt neennncenacenanaannanast
Inital cardiology and pulmonary consultation notes.........:
Cardiac catherization reports/procedure notes..............:
Echocardiography reports. ... ...ttt eennnecnnennnnanens
Radionuclide cardiac imaging reports.......cieeeeeeeeaceeaas
Emergency room NOtesS.......coceeececanncannn » aiy 18 18] fm: 5wy % e n) W ) w mE
Pulmonary function test reports..........ccceinennn.

1. Autopsy/coroner FEPOELE: s s S as S B8 546 & i 5 9 2y 5 6 ik & B0
. Comments Flag: [1] . Init. Clinic Staff: '_____j 10 Slgnlture Flag:
a Date addibional documentAlbion. sssusnirsnprsensssnts s pessaEss e
b CTC Query date ......iiiieiieiieeeeeeeaceeessneneanaancsnsanaasl

. DT Completed [ ___ ] 12a. Comp. at CCCT:[_] DMon: (

® (0 B

o

U DQ O QO
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ALLHAT CHF REVTEW OF CODER 1 EF:

1 ID: N Form: 023 Ver 1 RI: L
DE REC: VF: ~MDT : - Seqg: 1 Site: A PAYCN: 001
MOD. _ F:2 J MO-DY YR  Acrostic: _ PO:

. Coder Number ! i | Yo
. Coding Date ]@
. No documentaction [ ngPk to next section)
l=Yes (docu ted) 2=No (documented) 3=Not mentiocned/Uncertain

7. PND.ﬂ---.I...I-----..-..'II--'-.I.I.'..-c....t'...........I...t....’ 7.

[3
8. OrthopnNeA.../lecccceccnccccscssscssssssscsssssasssesssscssscsssscssccssascsat 8B. [3
9. Dyspnea at r.lt.f%............. e ecsecsssscssscnssssransscscsssessssccesd 9. [1
0. Dyspnea on ordin-ry .x.:‘ticn../:.............-.---------.-.........'zlo. [2
1. New York Heart AssSociation CLlass ITT...7e.ceececceeoccnnnnsanncansastll. [3
du WLTEE O sibs m = w506 5 5 Siete s 5 5 5 5 S0 & @ & S5 B & a0 5 % S8 5 8 5 8 & eas & 5 s s il [8
.3. No documentation (8kip to next section) (l=Yes; 2mNo; 3=Not ment...:13. [
-‘. cHD..l-----.I..--I--.-.l-.....-l.-.l...........O..l.....’..'....-.-:l‘l [-.3-
5. Valvular disease.....cccccccecscccccsccscssscsssssssssssssssssssassassssssasildlB. [E
.6. Clnically Significant pericardial disease........ccccccccncscccecsesstlb, [3
.7. Other clinically sign. Cardiac Abnormalty..:..cccccccecesccscsassecsces-117. [3
.8. Persistent/Perm atrial ﬂibrillltiéﬁlflutt.:.;.......J;;I;..Iﬁ:f.ffl:lai”[g
.9. COPD/Chromnic bronchiti.lonphy-.n-.44...............................:19. [1
0. Severe lung disease other then COPD/ .....ccceeecceccccnncannnacaasat20. [1

Gebbias
N, 0 Y

Cod@r { Ho - 159
qugr z e - 273
Adjudicatrs 274 - 387

O
)

o



"S Form:AL23V1

SHOWMODE :

Your in DISPLAY Mode

ALLHAT CHF REVIEW OF CODER 1

ID:
DEs3 _ AEC: VF )| FMDT:
MOD: o F:2

MO-DY

- Form: 023 Ver 1
Seqg: 1 Site: A

YR Acrostic:

o

Page 3 of 22

1. Smoking h/0o 10 packs-year
‘igns 22. No documentation

‘3. Ankle edema 2+ oOor greater

4. Bilateral ankle edema i~

5. Tachycardia 120+ /),

4

efe’e o 8.8 o 8 5 8 2 8 8 ® 88 " 8 8 8 06 s e e e e e e e e e e e e e s S
(8kip to next section)
i=Yes (documented) 2=No (documented) 3=mNot mentioned/Uncertain

= D)
A

6. Jungular venous distention 4,7~

i7a Increased venous pressure
'7b

8. Heptatojugular reflux =
'9. Rales /[ £~

0. 83 gallop ~ <~

il. Hepatomegaly F

(>8‘nd <= 16 CIIIh:o).....--..-...-.-.-.i
(> 153!!hzo)....ﬁ.........-.--...---..-.:

}2. Decrease in vital caplacity by 1/3 ~
13. Circulation time > 25s arm-tongue F

4. I.V. Therapy for CHF 4

I5. Weight loss on CHF RX 10 lbs/S5days
}16. Diuresis of 101lbs or 5kg in response to diuretic treatment.

F

21. [;(i’;:

23. (215,
24.12766.
25 [(2%e7,
26 [216%,
27al2 69
27b[2

28.1[3 -n]
29.12177,
30.[3%3,
31.(3

32.[3&(‘
33. [3 16

3412177,

3s5. [z g
36.12(79



Form:AL23V1 SHOWMODE :

ALLHAT CHF REVIEW OF CODER 1

DE

MOD:

ID:
FMDT :
MO-DY

REC:
¥R

Form:
Seqg: 1
Acrostic:

si

023 Ver 1

Your in DISPLAY Mode

EF:
1 RI:

te: A
PO:

Page 4 of 22

PAYCN:

7.
8.
9.
0.
1.
2.
3.

4.

Chest X-Ray (1=No documentation 2=Done
cgrdiomaqalyfﬂﬂ 38.
Acute pulmonary edema P' 39.
Pleural effusilon gz -
Pulmonary vascular egorgement
Pulmonary Vascular re-distribution 42.
Char. of CHF /fa. Conc. of Reviewer: 43a.
~-b. Conc. of Radiology 43b.
Characteristic of lung disease
a. Conclusion of reviewer / 44a.
b. Conclusion on radiology report—+ 44b.

41.

5.a.Ecocardiogram? l1=Yes 2=No 3=DN.....45a.

b.
d.
[easurments:

h.
J. Modorato/g:eat.x...[_REB’. Aortic Valve: éj]

If ves, give ejection fraction
Description of left ventrical
e. LV Post: (2
g. LV -Atrial: [(S
Doppler Flow:

45b.
454.

0000.[* ,o' -

0. -[2

Jmm or [_]1.[_1lc
jmm or [—1.[_le

L¥. LV
P ST
Clinical SignIficant

but no result provided)

[1 8!1-?0-
[2 =Yos
mwYes
=Yes
=Yes
mYes
=Yeos

[1
[3
(348,
[14s7

[2 35
[2
12490

[ %

mYes
=Yes

Ne.

1
124 )

2=No
2=No

3=Not
3=Not

mentioned
mentioned

—2=No---3=Not-mentloned

2=No
2=No
2=No
2=No

3=Not
3=Not
3=Not
3=Not

2=No
2=No

3=Not
3=Not

Range: [__’6{37)\:0 [__9663)
[ =Normal 2=Border 3=m=Below 4=No

]
)
X101

]mmHg

Sep: [
Valvular
Estimate PA:

mentioned
mentioned
mentioned
mentioned

mentioned
mentioned

oxr [_1].
[

451.
451 [
)

37. 1_(80

-



. Form:AL23V1 SHOWMODE: Your 1in DISPLAY Mode Page 5 of 22

ALLHAT CHF REVIEW OF CODER 1 EF:
ID: _ Form: 023 Ver 1 RI: ) N

DE:  REC . VF:__ (FMDT: o Seg: 1 Site: A PAYCN:
MOD: . F:2 MO-DY YR Acrostic: PO:
mpressions: Cons. Pericardial m. RsppqQrt: [_gmgl Reviewer: [ qu

Echocardiographic: o. Report: [ 1'%. Reviewer:[ lo Report: g'm:)s Review] 6_“ ‘)
6.a. Radionuclide AON@?.cccccccccccccccs. 46a.[21+ Yes 2=No B-DK

b. If yes, give ejection fraction res 46b.[ _%{!'>k.Range: SWOto r %if\)

d. Description of left ventricular fun 464. (k)laxNormal z-Bord.r 3mBelow 4=No
7.a. Cardiac catheterization done?....... 47a. [2131 =Yas 2=No 3-DK

b. If yes, give ejection f£raction res 47b. [ L“g)c Range: i'ﬁ)l:o [ 95(3.”"0)
or, 1f ejection fraction mnot specilfically p v-):I.Ld.d. -
d. Description of left ventricular 474. zﬂ- =Normal 2=Border 3=Below 4=No
e. Coronary anglography - significant 47e. (W (:L-Y.-: 2=No; 3=DK)
f. PCW Pressurs (99 if not available) 47!.%11—'33
g. Cardiac index (9.9 1f not avialable).47g.[ {1.4)

oncurrent c°ndihionl/Pr-cipitlting Factors

8. No Documentation - . B ¥ : IR o ](IJ'() S

9. Pneumonia /4 49. EBLIJ' =Yes 2=No 3=Not H.nl:.'.l.oncd

0. Infective endocarditis 50. [3]L1'7 =Yes 2=No 3=Not Mentioned
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ALLHAT CHF REVTEW OF CODER 1 EF:
ID: - Form: 023 Ver 1 RI:
DE" REC vE FMDT Seqg: 1 S8ite: A PAYCN:
MOD: . F:2 MO-DY YR Acrostic: PO:
oncurrent Conditions/Precipitating Factors l=Yes 2=No 3mNot Mentioned
1. other infections 51. (31§
2. Anemia/bloocd loss 52. [3X1Y)
3. Hemodynamically significant arxrhythmias ——
a. New onset or new eplsode of recurrent 53a. [3:{(30\
b. Other sustained supraventricular 53b. [21/3()
c. Sustained ventricular tachycardia 53c. [3',(4}1—
d. Sustained bradycardia 53d4. [11.,3%)
4. Thyrotoxicosis 54. [31.%¢
‘5. Rheumatic and other forms of myocarditis 55. (3¢
6. Mycardial infarction
a. Prior to CHF 56a. [31G3k
b. Associated with onset of CHF 56b. [3) 17
7. Pulmonary embolism 57. [31(3¢
i8. Acute renal fallure
a. Prior to CHF- R aE 58..77{1]&3.‘7). SET—
b. Associliated with onset of CHF 58b. [31(1¥°
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ALLHAT CH¥ REVIEW OF CODER 1 EF:
ID: _ _ . o Form: 023 Ver 1 RI:
)E  REC.__ vF FMDT: Seqg: 1 Rita: A PAYCN:
IoD" . P32 MO-DY YR Acrostic: i PO:
mcurrent Conditions/Precipitating Factors l=Yes 2=No 3=Not Mentioned
). Uncontrolled Hypertension 59. [EKNH
). Perioperative Onset
a. Cardiac Surgery ) 60a. lgfﬂi) i
b. Non-cardliac surgery 60b. [2X w3
L. latrogenic fluid overload:
a. in context of surgery 6la. tgimd)
b. transfusion 61b. [ ¥
c. hydration 6lc. [2]114~
d. other (e.g. excessive heat,..) 61a. [2xXu
t. New Medications or dosage increase for heart faillure at discharge
a. Loop diuretics 62a. [2114Y
b. ACE inhibitors or ARBs 62b. [2]1w9
c. Digoxin 62c. [21:%
d. Beta-blocker 624. 2019
e. Aldosterone antagonists e 62e-[2Ya8 .
£f. Vaspdilators 62Ff. [2 5%
g. Other 62g. [21 /)
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ALLHAT CHF REVIEW OF CODER 1 EF:
ID: ) Form: 023 Ver 1 RI: _
DE: REC: VF A FMD" Seqg: 1 Site: A PAYCN:
MOD - ) b ] MO-DY YR Acrostic: PO:
-
utopsy 63. tgiéqi)-ﬂot applicable 2=No documentation

l=Yes (documented) 2=No (documented) 3=Not mentioconed/Uncertain
4. Pulmonary edema or visceral congestion..: F 64. [_(l 7

e Summary = R e T
The reviewer suspects Non-Cardiact Etioclogy: 65. [éilﬂ =Yes 2=No 3=DK
6) Given all of the informatiom...............t 66. [2(1Fbl=Yes 2=No 3=DK

7. Signature Flag 67. [}wlﬁfal)
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ALO24 - ALLHAT Closeout Postcard Form

Postcard sent to participants who did not come in for their final visit.

Version 1 - 06/2001 (only version)

Coding details:
F24018 - ‘How would you rate your health today?’ Range: 0-10, O=worse, 10=best, 99=DN

F24021 to F24041 (Question 5) - Reasons for not taking medicine: check all that apply.
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ALL@@

Dear

Your health is very important to us, and we want to make sure you are well. We value you as our
patient and thank you for participating in the ALLHAT program. The information you provide about
your health is very important, not only to us, but to other patients with high blood pressure. Please
take a few minutes and fill out the information on this card and drop it in the mail to us.

Thank you for your cooperation.

Name: ALLHAT ID: - -

Since we last contacted you on

1.  How many times have you made a visit to a doctor’s office or clinic?
2. How many times have you been in the hospital overnight?
3. Have you been hospitalized for:

Heart attack? 0OYes O No O Don't know |Cancer? 0 Yes O No 0O Don’t know
Stroke? 0O Yes O No O Don't know JAccident? OYes O No 0O Don’t know
Heart failure?  [0Yes O No O Don't know |Kidney dialysis? [0 Yes O No O Don’t know
Chest pain? OYes O No O Don't know |Kidney transplant? [ Yes 0 No O Don't know

Have you had an operation on your heart or blood vessels? OYes 0O No 0O Don't know
Have you had an operation on the blood vessels in your legs? O Yes 0 No 0O Don’t know

If you answered Yes to any of the health problems in Question 3, please tell us where you were
in the hospital and the dates you were in the hospital:

Are you still taking the ALLHAT blood pressure medicine that we gave you? [lYes [INo

5. What other medicines are you taking for your blood pressure or cholesterol (including the
ALLHAT cholesterol medicine)?

6. We may need to contact you for more information. What is your current address and telephone
number, and when is the best time of day to reach you?

7. Your next scheduled contact:

Thank you!

Clinic Address: Telephone: - ext.




Return address: Affix

Postage

Here

Fold and tape
Do not staple
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ALLHAT CLOSEOUT POSTCARD

ID: @_— ®—___®“ FMDT: _ -

MO - DAY - YEAR

Acrostic: _ _ ££E>_ _

Seq:@ Site: @

2. How would you rate your health today? [‘] (0-10, O:worst, 10:best 99=DN)

3. In general, would you say your health is E;? l=poor, 2=Fair, 3=Good,
4=Very good,

9=Don't know

29

4. Take medicine for blood pressure now? [_]

l=Yes

2=No 3=Don't know

5. Reasons for not taking medicine: check all that apply.

Problem with Medicine:

a. Size or taste of pills a problem

b. Too many pills

c. Didn't like not knowing what it was

d. Hard to remember to take medicine

e. Didn't think I needed it

f. Didn't understand how to take medicine

g. Had a bad reaction to medicine

h. Worried about health effects of medicine

i. pidn't want to be in study
j. Didn't want to come to clinic
k. Not convenient to attend clinic
1. pidn't like the clinic

m. Didn't like the visits
n. Transportation problems
Other reasons, including financial
o. Living in nursing home
p. Lack of support from family/friends
q. Another doctor told ﬁe to stop
r. My insurance changed
s. Other reason
t. No reason

6. Comment flag:

7. Signature of person completing flag:

Y d /'.IA /4-.0

13D
1@

5=Excellent

AL24
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0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
013l
0141
015A
016A
017A
018l
0191
0201
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
0381
0391
0401
0411
0421
0431

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30

R 35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 54
55- 55
56- 56
57- 57
58- 58
59- 59
60- 60
61- 61
62- 62
63- 63
64- 64
65- 65
66- 66
67- 67
68- 68
69- 69
70- 70
71- 71
72- 72
73- 73
74- 74
75- 75
76- 76
77- 77
78- 78
79- 79
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F24DTMOD
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F24V1Q5M
F24V1Q5N
F24V1Q50
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F24V1Q5Q
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F24V1Q5S
F24V1SPF
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ALO25 — ALLHAT Blood Pressure Medication at Study Entry Form

Ancillary form completed on a sample of hospitalized heart failure cases only to obtain baseline medication status
not otherwise obtained at time of randomization.

Version 1 — 05/2002 (only version)
Modified Fields for LADS Master File:

Blanked:
F25038
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coPY

Region «REGION»

ALLHAT BLOOD PRESSURE MEDICATION AT STUDY ENTRY |

Please fill out the information below regarding BP medication history. Complete the items as best as you
can. If the patient was taking a medication at study entry, please put a check mark in the *“yes” box and
then specify the drug name and daily dose. Use the blue laminated medication card to help you decide
what class of medication to check. If a medication fits into more than one of the categories listed below,
check both categories and list the drug in both places.

1. Date this form is completed: .................... e
305A (mm-dd-yyyy)
2. Where did you obtain the BP medication information for this
305- -305 participant?
a. ALLHAT records at randomization ..........c..cceue.... Yes 01 No [
b. Other medical chart of patient ............cccovreeneuee Yes 01 No [
C. Asked patient ...........ccocvvririnnisnnnnnnnninna, Yes 01 No [
d. Other (specify  m— Yes [O1 No [O:
Medication Class Drug Name (Trade or Generic) Daily Dose
3. Diuretics Yes Ol —
No (12
4. Beta-blocker Yes 1 —
No 02
S. Calcium-channel Yes 01 —
blocker (CCB) No 02
6. ACE inhibitor Yes O1 —
No 12
7. ARB (angiotensin II Yes(l —
receptor antagonist) No O2
8. Alpha blocker Yes 01 —
No (O2

If a medication does not fit into one of the above classes OR you DO NOT know the class of blood
pressure medication OR if there is a drug you are not sure was taken for blood pressure, please

provide it here:

9. Other
No D2

10. Signature and initials of person completing this form:

Yes Ol —

AL25 - Page 1 of 1
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. Please fill out the information below regarding BP medication history. Complete the items as best as you
can. If the patient was taking a medication at study entry, please put a check mark in the “yes” box and
then specify the drug name and daily dose. Use the blue laminated medication card to help you decide
what class of medication to check. If a medication fits into more than one of the categories listed below,

check both categories and list the drug in both places. ( YYYymni &&/
1. Date this form is completed: .................... . __f - _@__(mjl_”_?ﬁ/__
(mm-dd-yyyy)
2. Where did you obtain the BP medication information for this
participant?
«ID» a. ALLHAT records at randomization ..........c.c.ce.c.... Yes OJ1 No 02 @
b. Other medical chart of patient ..........cccccoeevvnneennn. -Yes (OJ1 No [02
C. ASKEd PAtENt ......coeevviereipmererzeereessreeernessnessreesnenns Yes (O1 No 2 (2¢)
«ACROSTIC» d. Other (specify @ P  — Yes 01 No [02(2/)

Medication Class Drug Name (Trade or Generic) Daily Dose
3. Diuretics Yes OI1 — @ p
No 2
(.0)
. 4. Beta-blocker 22\ Yes 11 — b P
No [12
5. Calcium-channel = Yes O1 — @ P
blocker (CCB) ./ No 2 ‘
20\
6. ACEinhibitor (535 Yes 01 — G;JP
" No [02
7. ARB (angiotensin I es 1 — @ P
receptor antagonist) 31 No 02
8. Alpha blocker 2) Yes O1 — s }’
~ No 02

If a medication does not fit into one of the above classes OR you DO NOT know the class of blood
pressure medication OR if there is a drug you are not sure was taken for blood pressure, please
provide it here:

9. Other = Yes 01 — @ b
2°) NoO2

@

. - @D b
10. Signature and initials of person completing this form:

AL25 - Page 1 of 1
5/30/02



ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25
ALO25

RPRRPRRRPRRPRRPRRPRRPRPRPRRPRREPRREPRREPRREPRRERRRERRERRERRERRERR

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018l
0191
0201
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038A

1- 2
DR 3- 8
9- 10
DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36
DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 53
54- 54
55- 55
56- 56
57- 57
58- 58
59- 59
60- 60
61- 61
62- 62
63- 63
64- 64
65- 65
66- 66
67- 67
68- 68
69- 69
70- 70
71- 71
72- 72
73- 75
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F25DE
F25BDAT
F25VERF
F25MODDT
F25MODTM
F25MODFG
F25TCN
F25PNUM
F25RCN
F25DATES
F25VERSN
F25CENT
F25KEYDT
F25SEQ
F25SITE
F25ACOS
F25EDTFG
F25Q2A
F25Q2B
F25Q2C
F25Q2DYN
F25Q2DFG
F25Q3YN
F25Q3FG
F25Q4YN
F25Q4FG
F25Q5YN
F25Q5FG
F25Q6YN
F25Q6FG
F25Q7YN
F25Q7FG
F25Q8YN
F25Q8FG
F25Q9YN
F25Q9FG
F25Q10FG
F25Q101N

O0OO0ORORORORORORORORRRRORRRRERRERRERRERRERRREERR

99999999
9

OFRPFPNEFEPNPFEPNENENENEPENENNNNWOOOOOo

ONNNNNNNDNNNNNNNNNNNNNNOONNNNRERPRERPENNNONDN

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
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ALO30 — ALLHAT Lab Record (Computer Record Only)

This form represents laboratory data transmitted from the ALLHAT Central Laboratory.

Version 1 — Final modification 10/98 (only version)

Modified Fields for LADS Master File:
Blanked:
F30019

Changed reverse date (yymmdd) to days since randomiz ation:
F30021
F30031
F30040
F30049
F30058
F30067
F30076
F30085
F30094
F30103
F30112
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ALLHAT LAB RECORD

ID: - ~ @ Acrostic:
FMDT: =~ -19

Seq:@ Site: @

Visit Number: @ Specm # @ Ctime: @
vfdate @ Vitime @ Hours Since last ate: @

Potassium Potassium

e @ B @ & @
TPC @ @ @ @
me @D 5 ) D

Tstatus @
rtype @D
OTcode @ @

g
5
8
0

g
5
Y
©

®
®®
&)
5

Lvalue @ @
@ _ G @ oy
@D € @
ctever @D @ @
—— @ _ (o

Rtype

OTcode @
SRdate Q’N’z @

SRtime

Sl8
®
@'@@

Q)

o
g

®
®
®
®

AL30 (ver 1) Oct 6, 1998




ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30

RPRPRRRPRRPRRPRRREPRRERRRERRPRRRPRRRPRRRPRRERRRERRPRRPRRPRRPRRPRREPRREPRRERRERRERRERRRERRERRRERRERRRRR

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018l
019A
0201
021A
022A
023F
024F
025A
026A
0271
0281
029A
030A
0311
0321
033F
034A
035A
0361
037A
038A
039A
0401
0411
042F
043A
044A
0451
046A
047A
048A
0491
0501
O51F
052A
053A
0541
055A
056A
057A
058l

1- 2
DR 3- 8
9- 10
DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36
DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 54
55- 64
65- 68
69- 76
77- 80
81- 86
87- 92
93-102
103-112
113-116
117-117
118-118
119-128
129-136
137-140
141-146
147-156
157-166
167-170
171-171
172-172
173-182
183-190
191-194
195-200
201-210
211-220
221-224
225-225
226-226
227-236
237-244
245-248
249-254
255-264
265-274
275-278
279-279
280-280
281-290
291-298
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F30KPCOD
F30BATDT
F30VFCOD
F30DTMOD
F30TMMOD
F30MDFLG
F30TCN

F30PNO

F30RCN

F30DATES
F30VS

F30CENT
F30KEYDT
F30SEQ

F30SITE
F30ACR

F30EDIT
F30VNUM
F30SPEC
F30CT IME
F30VDATE
F30VTIME
F30FD023
F30FD024
F30FD025
F30FD026
F30FD027
F30FD028
F30FD029
F30FD030
F30FD0O31
F30FD032
F30FD0O33
F30FD034
F30FDO35
F30FD0O36
F30FD0O37
F30FD0O38
F30FD039
F30FD040
F30FD041
F30FD042
F30FD043
F30FD044
F30FD045
F30FD046
F30FD047
F30FD048
F30FD049
F30FD050
F30FDO51
F30FDO52
F30FDO53
F30FD0O54
F30FDO55
F30FDO56
F30FDO57
F30FDO58

RPRPRRPRRPRRPRREPRREPRPRREPRPREPRPREPRPREPRPRREPRPRREPRPRRPRPRPRPRPRRPRREPRREPRREPRREPRREPRPRREPRPRRERRERRRERRERRRRPR

99
99
99
99
99
99
662
700
662
99999999
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99

POORRPROORRRPROORROORRROORROORRROORROORROOROOOOORRNRRRRERRRRRLRORR

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
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ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30
ALO30

PR RRPRRRPRRPRRPRREPRREPRRERRRERRREPRRERRERRRERRRERRERREPRPRRPRERRRERRRERRPRRPRRPRRERRRERRERRERER

0591
060F
061A
062A
0631
064A
065A
066A
0671
068l
069F
070A
071A
0721
073A
074A
075A
076l
o771
078F
079A
080A
0811
082A
083A
084A
0851
0861
087F
088A
089A
0901
091A
092A
093A
0941
0951
096F
097A
098A
0991
100A
101A
102A
1031
1041
105F
106A
107A
1081
1091
110A
111A
1121
1131

299-302
303-308
309-318
319-328
329-332
333-333
334-334
335-344
345-352
353-356
357-362
363-372
373-382
383-386
387-387
388-388
389-398
399-406
407-410
411-416
417-426
427-436
437-440
441-441
442-442
443-452
453-460
461-464
465-470
471-480
481-490
491-494
495-495
496-496
497-506
507-514
515-518
519-524
525-534
535-544
545-548
549-549
550-550
551-560
561-568
569-572
573-578
579-588
589-598
599-602
603-603
604-604
605-614
615-622
623-626
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F30FD059
F30FD0O60
F30FDO61
F30FD062
F30FD0O63
F30FD0O64
F30FD0O65
F30FDO66
F30FDO67
F30FDO68
F30FD069
F30FDO70
F30FDO71
F30FDO72
F30FDO73
F30FDO74
F30FDO75
F30FDO76
F30FDO77
F30FDO78
F30FDO79
F30FD080
F30FD081
F30FD082
F30FDO083
F30FD084
F30FD085
F30FD0O86
F30FD0O87
F30FD0O88
F30FD089
F30FD090
F30FD091
F30FD092
F30FD093
F30FD094
F30FD095
F30FD096
F30FD0O97
F30FD098
F30FD099
F30FD100
F30FD101
F30FD102
F30FD103
F30FD104
F30FD105
F30FD106
F30FD107
F30FD108
F30FD109
F30FD110
F30FD111
F30FD112
F30FD113

PR RPRRPRRPRRPRPRRPRPRRPRRPRRPRRPRREPRREPRREPRREPRREPRRERRERREPRPRREPRPRERRPRREPRREPRPRRPRRPRRERRRERRRERRERER

99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99
99

PP OORROORRROORROORRROORROORRROORROORRROORROORRROORROORER
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ALO31 - ALLHAT ECG Record (Computer Record Only)

This form represents baseline ECG data transmitted from the Minnesota Coding Center.

Version 1 — Final modification 10/98 (only version)

Modified Fields for LADS Master File:
Blanked:
F31021
F31022
F31025

Changed date (mmddyy) to days since randomization:
F31024
F31046

Definitions:

Major ST segment depression — “4 codes” (F031034, F031036, F031038). 4-3 through 4-1-x: 2, 3, 11 0or12in
one or more of the three fields.

T wave inversion — (F031035, F031037, F031039). 5-3 through 5-1: 1, 2 or 3 in one or more of the three fields.
Tall R wave —“3 code” (F031043). 3-1 or 3-3: 1 or 3 in this field.

LVH — Tall R plus [Major ST or T wave]
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ID:

@G

ALLHAT ECG RECORD

Visit Number (ECG)
Hospital or Clinic
Shipment identifier (SHIP)
Shipment identifier (LOT)
Worksheet number

Date baseline coded

ECG coder

RHT

sSv3

Arrythmia Code

Acrostic:

Seq=®

@'[_1

GJ 1
@Di_
&9

Gor_

@i

@i
@i

@i

@1

Clear

7 Code

6 Code

Q code:

Q code: II, III, AVF (posterior)(:l_] MINO
Q code: V1-V5 (anterior)

AL31 (ver 1)

@

[__] ARSX3 v

MITOT

(I,AVL,V6 (anterolater))
(I,AVL,V6 (anterolater))

(II,III,AVF (posterior))

(II,III,AVF (posterior))

(V1-v5 (anterior))

(V1-v5 (anterior))
(I,AVL,V6 (anterolater))
(II,III,AVF (posterior))

(V1-V5 (anterior))

I,AVL,Vé (anterolateral) [ @2 ] MIDATE

Ooct 6, 1998



02/18/97 'TUE 09:42 FAX 612 626 9444
v . .

University of Minnesota
Division of Epidemiclogy
CG Coding Laboratory

Variable Definitions

starting
column

001
004
007
010
016
017
023
024
027
030
033
034
040
046
049
051
053
054
056
058
060
062
064
066
067
063
070
072
073
074
075
076
078
079
080
086
087
0ss

variable

STUDY
FORM
CLINIC
ID
SITE
INITIALS
HC
VISIT
SHIP
LOT

WS
ECGDATE
DATECODE
CODER
RHT
sv3
SUPPS
VCD7XX
ACD6XX
QS1XX1
QS1xXX2
QS1XX3
ST4XX1
TW5X1
ST4XX2
TW5X2
ST4XX3
TWSX3
STV6
STF
STVS

R

TP
CLEAR
MIDATE
MINO
MITOT
AR8X3

Epidemiology, U of MN

length

FRFRPORPFERNRPRFEFPRPODRPNEPNNNODNDONEHENDNDWBOOARPROWWRAROAWWW

DATE:
STUDY :
FILE:

decimal places

3

S
2N

N |
$1Els 35
- Q)
SE N\
=
AN

@oo1



ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31
ALO31

RPRPRRRPRRPRRRPRREPRRERRREPRREPRRERRRERRRERRERPRRPRRPRRRPRRERRPRREPRRRERRRERRRERRRERRRERERER

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018l
019A
021A
022A
023A
024A
025A
026A
027A
028A
029A
030A
031A
032A
033A
034A
035A
036A
037A
038A
039A
040A
041A
042A
043A
044A
045A
046A
047A
048A
049A

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 55
56- 56
57- 59
60- 62
63- 63

D 64- 69
70- 72
73- 74
75- 76
77- 77
78- 79
80- 81
82- 83
84- 85
86- 87
88- 89
90- 90
91- 92
93- 93
94- 95
96- 96
97- 97
98- 98
99- 99
100-101
102-102
103-103
104-109
110-110
111-111
112-112
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F31KPCOD
F31BATDT
F31VFCOD
F31DTMOD
F31TMMOD
F31MDFLG
F31TCN
F31PNO
F31RCN
F31DATES
F31VS
F31CENT
F31KEYDT
F31SEQ
F31SITE
F31ACR
F31EDIT
F31VNO1
F31HOSP
F31SHIP
F31L0G
F31WKSHT
F31DCODE
F31CODER
F31RHT
F31SV3
F31SUPP8
F31CD7
F31FD030
F31FD0O31
F31FD032
F31FD033
F31FD034
F31FDO35
F31FD036
F31FD0O37
F31FD0O38
F31FD039
F31FD040
F31FD041
F31FD042
F31FD043
F31FD044
F31FD045
F31FD046
F31FD047
F31FD048
F31FD049

RPRRRPRPRRPRRPRRPRRPRRPRREPRPRREPRPRREPRPRREPRREPRRERRERPRRPRPRPRRPREPRPRRREPRRERRREPRRERRRERRERERER

99999999
9

OO OO OOVOVOVOVOVWOWOVOWOWWOWOOWWOWWOWWOWWOWWOWOWOWWOWWWOWOWOOOO OOV

QOO0 0000000000000 O0O0CO0OO0OO0DO0OO0O0OO0OO0ODO0OO0COOOOONNONRPEPEPENNNONNDN

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
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ALO32 - ALLHAT Serial Change ECG Record (Computer Record Only)

This form represents follow-up ECG data transmitted from the Minnesota Coding Center.

Version 1 — Final modification 10/98 (only version)

Modified Fields for LADS Master File:
Blanked:
F32020
F32021
F32022
F32023
F32024
F32028
F32050
F32051
F32054
F32076

Changed date (mmddyy) to days since randomization:
F32026
F32027
F32053
F32192
F32197

Changed date (ddmmyy) to days since randomization:
F32075
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ALLHAT SERIUM CHANGE ECG RECORD

ID: _ - - Acrostic:
FMDT:@-_-IS_ (date of follow-up ECG) Seq:@ Site: @
MO-DY YR
o o e e —————
[] Visit Number (ECG) [@ Hospital/Clinic -—_@] Baseline ID
[@] Shipment identifier (SHIP) [_] 5 Code (I,AVL,Vé (anterolater))
[@] Shipment identifier (LOT) [_] 4 Code (II,III,AVF (posterior))
@[_] Worksheet number @{ ] 5 Code (II,III,AVF (posterior))
[ EQ ] Date baseline /coded @[ ] 4 Code (V1-V5 (anterior))
[@_] Date baseline coded @[_] Code (V1-V5 (anterior))
[_] ECG coder @[_] 9 Code (I,AVL,V6 (anterolater))
@[_] RHT @[_] 9 Code (II,III,AVF (posterior))

[___] sv3 @[_] 9 Code (V1-V5 (anterior))
BD (1 Arrythmia code #)__1 3 code

GDi_1 7 code @I_] TP

@[_] 6 Code __] Clear

@[_] Q code: I,AVL,Vé (anterolateral) E@
@[_] Q code: II, III, AVF (posterior)
@1 o

@[_] 4 Code (I,AVL,Vé (anterolater))

code: V1-V5 (anterior)

AL32 (ver 1)
Oct 9, 1998 page 1 of 3



---~-Follow up part of Serium Change Record---

@ [ 1 visit Number (ECG) [_3 4 Code (I,AVL,V6 (anterolater))
@[_] Shipment identifier (SHIP) @[_] 5 Code (I,AVL,V6 (anterolater))
@[_] shipment identifier (LOT) [__] 4 Code (II,III,AVF (posterior))
@[_] Worksheet number [_] 5 Code (II,III,AVF (posterior))
{@] Followup Date coded [_] 4 Code (V1-V5 (anterior))

@[_] ECG coder [_] 5 Code (V1-V5 (anterior))
@[_] RHT [_] 9 Code (I,AVL,V6 (anterolater))
(_] SV3 .[_] 9 Code (II,III,AVF (posterior))
@[_] Arrythmia Code @[ 1 9 Code (V1-V5 (anterior))

@ 1 7 Code (ZA_1 3 code

[_] 6 Code @{_] TP

[_] Q code: I,AVL,V6é (anterolateral) @[__] Clear

[_] Q code: II, III, AVF (posterior)

@_] Q code: V1-V5 (anterior)

Serium)Date coded [ ] Conds-1 [___] Cond1l3-1
@ ] ECG coder @ [_] Conds-2 [_] cond13-2

@[_] condl-1 @ [_] Conds-3 [_] cond13-3
@{__] Condl-2 @ [_] cond9-1 @[_] cond14-1
GP1_1 condi-3 (_] Cond9-2 75 [_1 condl4-2
§o1_1 cond2-1 @ [_] Cond9-3 @ [ ] Condla-3
(D[] cond2-2 9351 condlo-1 @ [ ] Condl5-1
@[*] cond2-3 99 [_]1 condlo-2 @[_] cond15-2
@311 conda-1 (9% (_1 cond10-3 @[ ] Condls-3
(89 (_1 conds-2 @@)1_1 condi1-1 @ [_] Condlé-1
@ [_] Cond3-3 (eD1_1 condll-2 @[ ] condl6-2
@ (] Cond4-1 @ [_] Condll-3 (] Condl6-3
[_] Cond4-2 [_] Condl2-1 @ [_] Condl7-1
@D 11 conda-3 @ [_] Condl2-2 [_] Condl7-2
@ (_] cond7-1 @ [_] Condl2-3 [_] cond17-3
. {_] Cond7-2

. [_] cond7-3

Oct 9, 1998

:
OS“‘

AL32 (ver 1)
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T T e e e e e e o o o e o o o v o v = o e e o S 0 i A e 0 o o e e e e = o e o = 2 e o o A . e - - -

@ [_]lcond18-1

. . [_]Cond18-2

@[_]CondlB 3
[_]cond19-1
{_]Cond19-2
@ {_]Cond19-3
[_]Condzo—l
{_]Cond20—2
[_]Condzo-a
@ [_]Cond21-1
@ [_]Cond21-2
@ [_]Cond21-3
@ [_]Cond22-1

@ [_]Cond22-2
[_]Cond22-3

. @ [_]Cond23-1

[_]Cond23-2
@ [_]Cond23-3

Oct 9, 1998

[_]C'ond24-l

@[_]Con624-—2
@[_]Con624-3

[_]Cond26-1
@[_]Condzs—Z
[_]CondZG-B

[_]1Cond27
(S91_1cond2s

@[ ]Cond32
@[_]Condas
[_]Cond34

@ [_1ED1
D 1_1ED2A

.[ ]ED2B
.[_]EDBA
@[_]EDBB
[_]ED4A
[_]ED4B
@ [_]ED5A
[__]EDSB
[_]ED6A
@ [_]ED6B
@ [_]ED7A

@ [_]ED7B

[_]EV9A
[__]EV9B
@ [_]ELVH1
[_]ELVH2

[_]ELVH3
[_]ELVH4

[_]ELVHS
[_]ELVH6

[_]EBBB1
[_]EBBB2
[_]EBBB3
[ €92 1M pate
@?D1_1u1no
[_]MITOT
@9 1_1BARex3
(%) [_]PARSX3

[ ]SECG MI

LIST DATE

AL32 (ver 1)
page 3 of 3
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Variable Definitions

starting
column

001
004
007
010
016
019
025
026
032
033
036
0338
042
043
049
055
058
060
062
063
065
067
069
071
073
075
076
078
079
081
082
083
084
085
087
088
089
092
095
098
099
105
11l
114
116
118
119

variable

STUDY
FORM
BCLINIC
BID
FCLINIC
FID

SITE
INITIALS
HC
BVISIT
BSHIP
BLOT

BWS
BECGDATE
BDATECOD
BCODER
BRHT
BSV3
BSUPP8
BVCD7XX
BACD6XX
BQS1XX1
BQS1XX2
BOS1XX3
BST4XX1
BTWSX1
BST4XX2
BTW5X2
BST4XX3
BTW5X3
BSTV6
BSTF
BSTVS

ER

BTP
BCLEAR
FVISIT
FSHIP
FLOT

FWS
FECGDATE
FDATECOD
FCODER
FRHT
FSV3
FSUPP8
FVCD7XX

leng
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121
123
125
127
1e9
131
132
134
135
137
138
139
140
141
143
144
145
151
154
155
156
157
158
155
160
1631
162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177
178
179
180
181
182
183
184
185
186
187
188
189
190
191
192
193
194
195

FACDEXX
FQS1XX1
FQS1XX2
FQS1XX3
FST4XX1
FTWSX1
FST4XX2
FTW5X2
FST4XX3
FTW5X3
FSTV6
FSTF
FSTVS
FR

FTP
FCLEAR
SDATECOD
SCODER
COND1_1
COND1_2
COND1_3
COND2_1
COND2_2
COND2_3
COND3_1
COND3_2
COND3_3
COND4_1
COND4_2
COND4_3
COND7_1
COND7_2
COND7_3
CONDS8_1
COND8_2
CONDS8_3
COND9_1
COND9_2
COND9_3
COND10_1
COND10_2
COND10_3
COND11_1
COND11_2

COND16_3
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196
197
198
199
200
201
202
203
204
205
206
207
208
208
210
211
212
213
214
215
216
217
218
219
220
221
222
223
224
225
226
227
228
229
230
231
232
233
234
235
236
237
238
239
240
241

243
244
245
246
247
248
249
250
251
252
253

255

COND17_1
COND17_2
COND17_3
COND18_1
COND18_2
COND18_3
COND19_1
COND19_2
COND19_3
COND20_1
COND20_2
COND20_3
COND21_1
COND21_2
COND21_3
COND22_1
COND22_2
COND22_3
COND23_1
COND23_2
COND23_3
COND24_1
COND24_2
COND24_3
COND25_1
COND25_2
COND25_3
COND26_1
COND26_2
COND26_3
COND27
COND28
COND29
COND30
COND31
COND32
COND33
COND34
COND35
COND36
COND37
ED1
ED2A
ED2B
ED3A
ED3B
ED4A
ED4B
ED5A
EDSB
ED6A
ED6B
ED7A
ED7B

EV1

EV2

EV3

EV4

EVS

EV6
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256
257
258
259
260
261
262
263
264
265
266
267
268
269
275
276
277
278

EV7
EV8
EVoa
EVIB
ELVH1
ELVH2
ELVH3
ELVH4
ELVHS
ELVH6
EBBEl
EBBB2
EBBB3
MIDATE
MINO
MITOT
BARSBX3
FAR8X3
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o

l,u&‘f

T

COL VARIABLE

001

004

007

016

019

025

026

029

032

035

036

042

048

051

052

ALLHAT STANDARD VARIABLE DEFINITIONS

STUDY

ID
VISITID
INIT

HC
VISIT

SHIP

LOT

WS
ECGDATE
DATECODE

CODER

SUPP8

VCD7XX

BASELINE ECGS

DEFINITION
3 digit alphabetic study identifier for the
baseline ECGs
Used Internally by the Coding Center

ldentifies the coding form
Used Internally by the Coding Center

Unique 9 field identifier for each patient's ECGs
000=baseline

Patient acrostic

Hospital or clinic ECG

000=baseline

3 digit shipment identifier for the ECG
Used Internally by the Coding Center

3 digit shipment identifier for the ECG
Used Internally by the Coding Center

Worksheet number for the ECG
Date the baseline was recorded -
Date the baseline was coded

Coder ID number for the ECG
Used Internally by the Coding Center

Arrythmia code which suppresses all other codes

7 Code



054

056

058

060

062

064

065

067

068

070

071

072

073

074

076

077

ACDBXX

QS1XX1

QS1XX2

QS1XX3

ST4XX1

TWS5X1

ST4XX2

TW5X2

ST4XX3

TW5X3

STV6

STF

STVS

R

TP

CLEAR

6 code

Q code in leads |, AVL, V6 (anterolateralL sites)

Q code in Il,Ill, AVF (posterior sites)

Q code in V1-V5 (anterior sites)

4

5

4

9

code in |, AVL, V6 (anterolateral sites)

code in |, AVL, V6 (anterolateral sites)

code in Il, lll, AVF (posterior sites)
code in Il, lll, AVF (posterior sites)
code in V1-V5 (anterior sites)

code in V1-V5 (anterior sites)
code in |, AVL, V6 (anterolateral sites)
code in Il, lll, AVF (posterior sites)

code in V1-V5 (anterior sites)

3 code

Technical problem

No code on the ECG
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PS CONDITION DEFINITIONS

All ED, R-ED, EV, E-LVM, and E-BBB classifications are divided {nto categories called
“conditions”. Conditions arg used to silgg fy the cofle changes :tnich prompt serial
change. A condition is defined as a spegific combination gf Minnesota Code changes from
the baseline ECG to the follow-up ECG.| Every spegtific combinatjon of Minnesota Code
that is examined for serial change is defined in a condition]

There are two components o every condition. ‘For a conditjon to pe met, it must be present |
on the set of comparison EGGs, and it must be scorgd with a spegific value.

For the condition to be present on the se} 9f comparjson ECGs, itimust meet the specified
criteria. As an example, Condition 1 requifes either|no Q-gode of a 1-2-6 at baseline and
any 1-1-X through a 1-2-5, gr a 1-2-7 at follow-up. Ifthe ¢ mbinition of codes is present

~ on the set of comparison ECGs, the conditfon is said to be present. It is possible for the
condition to be present in al| three lead grgups of the ECG$.

The second component of the condition ¢riteria is the scoring. If & condition is present on
the set of comparison ECGs, it must be scored. The follow|ng system is used for scoring
conditions: 1 = increase, 2 = decrease, no change, 4 5 technjcal problem. The scoring
is determined upon visual comparison. Edch condition can be sdored in one of three
ways, however, there is only one value whijch will allow the|condifion to be met. The

. condition may be present in|all three lead groups of the ECGs, but only needs to be met in
one of the lead groups to qualify for the ED ED criteria. '

The conditions are defined on pages 24 10|26. The format |s:

Code at baseline / Code at follow=up Ts &MLEQ_G_M score
folld

The codes required at baseline and at w-up willloften be indi¢ated by a range. The first
digit of the code is never indluded.

Lead group indicates the letd group in which the cgndition can occur. Conditions 27-37 are
for codes which do not occur in lead group indicates fthe type of record which

qualifies for each condition,| There are types of records, hospital and non-hospital
(clinic). Some classifications are only usgd for certain types of re¢ords. For example, Left
Ventricular Hypertrophy is only examined in clinic records, {and décreases in 4, 5, and 9-2
codes are only examined injhospital recorgs. Score is the|required value for the condition
to be met. Recall that 1 = increase, 2 = detrease, 3|=no ¢ ange, 4 = technical problem. .
Conditions are only met through an increase or dectease. | -

Page 27 describes which condition combinations are requ red fof each. serial change
category. The condition must be met to ¢ lity for the catejfory. .

® | S| | 24
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SERIA

Q & QS PATTERN _1XX

‘Conpditlon
Condition 1
Condition 2
Condition 3
Condition 4
Condition &

Condition 6

ST MENT

Conditi
Condition 7

| .’:dﬂion 8
Condition 9
Condition 10
Condition 11

Condition 12

Condition 13 .

Condition 14

Minnesota Codes
B, 26/ 11-25, 27
28,3X/1X

28, 3X/ 21-25, 27

B, 26 /28, 3X

11-25, 27 /B, 26

1X,28/3X

=1[6)
Minnesota Codes
B,3,4/11,12,2
11,12,2/B, 3, 4
2 112
12 /2

12,2 711

11/12,2

11/11

11711

T WAVE DEPRESSION 5

Condition

Condition 15
Condition 16

) Condition 17

Minnesota Codes
B,3,4/1,2
1,2/8B,3,4

2/1

3 7-26- 2 ;5 9:07AM ;U of MN, Div of Epid-

L CHANGE CONDITIONS
Lead Groups
Iwe___| nuFL_ Vs__ |-
LS WrEl_ | vs__|
Wwe___| WmFEL P vs_ |
e ____ WUFl | Vs
IL6__ | .II.III.F_____ Vs__ |
Wwe____ mmFEL | ve__|
4XX
L6 LmeE_ Vs__|.
e WF_l | vs__]|
e ____ LmFl _ jvs__ |
e mmF__ |vs__|
Le___ h, Wi, F'_|.._ _ Vs___ |
Wwe_____ WuF_{ Vs___ |
IL6___ WuF_|_ vs_ |
e mmF_l_ fvs__|
_LL#A Groyps
we_ | b onmE v |
Wwe___- WMF_| . |vs__|
WLe___ mLiLF_| Vs |
25

817135009530:# 3/ 6

ECG Tvpe

Hospital/Clinic 1

Score

Hospital/Clinic 1
Hospital/Clinic 1
Hospit'aVCIinic' 1
Hospital/Clinic 2

Hospital/Clinic 2

ECG Type Score
Hospital/Clinic 1
Hospital 2
Hospital/Clinic 1
Hospital - 2
Hospital/Clinic 1
Hospital 2
Hospital/Clinic 1

Hospital 2

EC e Score

Hospital/Clinic 1

. Hospitat 2

Hospital/Clinic 1



SENT BY:U of MN, Div of Epi ; 7-26- 2 ; 9:07AM ;U of MN, Div of Epid- 817135009530;# 4/ 6

Condition 18 1/2 . iLe__|. hF____ Vs_| Hospital 2
.Condition 19 1/1 Le_ | - L F____ Vs_| Hospital/Clinic 1

Condition 20 1 /1 we_ | mLuFE__ | vs | Hospltal 2
Condition 21 2/2 W6 | WME__ | vs_| Hospltal/Clinic 1
Condition 22 2/2 we_ || wm r%___ Ve_| Hospital 2
I WAVE ELEVATION 9X

Conditj Minnesota Codes . Le_a.d_GFu_p_g ' ECG Tvpe Score
Condition 23 B/2 e | LuE | vs_|_ Hosphal/Clinic 1
Condition 24 2/2 Le___1| ILmF___ | Vs__ | __ Hospital/Clinic 1
Condition 25 2/2 we__ | LiF__ Vs__| Hospital 2
Condition 26 2/8B _ LLe___ -1 nmFE Vs___| Hospital 2

VENTRICULAR CONDUCTION| DEFECT XX

“ondition Minnesota Codes ECG _Type Score

Qndllian 27 B/11 vcD ___|_ Hospital/Clinic 1
Condition 28 B/21 | vep _ | Hospital/Clinic 1
Condition 29 B/ 4 vCD _ | | Hospital/Clinic 1
LEEY VENTRICULAR HYPERTROPHY 3;}
Condition inne a- Code : ' ECG Type Score
Gondition 30 B/1. LVH Clinic 1

* Condition 31 - B/3 LVH __| ' '. | Clinic - 1

. Condition 32 1/8 ' v _ | _ Clinic 2.
.Clondition a3 3/8B LVH [ Clnle - 2
Condition3d 171 ' tvH _ | | ' Ciinic 1
Condiion3s  a/3 | v | Clinic 1

o N o 26
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.Jndition 36

Condition 37

171
3/3

3 7-26- 2 ;5 9:07AM ;U of MN, Div of Epid-

LWH
LVH

817135009530:# 5/ 6

Clinic 2

Clinic 2
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SERIAL_CHAN

E_-D 1 Condition 1 or 2

ED2A Condition 3 & 7

ED2B Conditon3& (9 or11 or

ED3A Condition 3 & 15

ED3B Condition 3 & (17 or180

ED4A Condition 3 & 23

ED4B Condition'3 & 24

EDSA Condition 4 & 7

EDSB Condition 4 & (9 or 11 or 1

ED6A Condition 4 & 15

ED6B Condition 4 & (17 or 19 of
.rm Condition 4 & 23

ED7B Condition 4 & 24

R-ED1 Condition 5 or 6

E-LVH1 Condition 30 7 -

E-LVH2 Condition 31

E-LVH3 Condition 32

E-LVH4 Condition 33 -

E-LVH5 Condition 34 or 35 | -

E-LVHé Condition 36 or 37 ./ A -

3

21)

3)

21)

G

y 7-26- 2 ;5 9:07AM ;U of MN, Div of Epid-

817135009530;# 6/ 6

28 or24 or25or 26

4&@Bor10ori12or14or16
or 22 or 25 or 26)

ndition|3 & (8 or 10 or 12 or 14 or 16

or 22 or 25 or 26)

ATEGORIES
EV1 7ior8ory or10
EvV2 1 or 12
EV3 1bori6
EV4 1Y or 18
EVS
EV6 13or14
EV7 19 or 20
EVs 2] or 22
EV9A Cpbndition

or18 or2
EVSB C

off18 or
*For EV1l - EV 8, Con

met in any lead| group

itlons 16 can not bhe

E-BBB1

E-BBB2

E-BBB3

Condition
Condition

Condition

27

28

29




ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
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0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
017A
018l
019A
0201
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038l
0391
0401
0411
0421
0431
0441
0451
0461
0471
048l
0491
0501
0511
0521
0531
0541
0551
0561
0571
0581

1- 2

DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 55
56- 56
57- 59
60- 62
63- 65
66- 68
69- 71
72- 72

D 73- 78
D 79- 84
85- 87
88- 89
90- 91
92- 92
93- 94
95- 96
97- 98
99-100
101-102
103-104
105-105
106-107
108-108
109-110
111-111
112-112
113-113
114-114
115-116
117-117
118-118
119-121
122-124
125-127
128-128

D 129-134
135-137
138-139
140-141
142-142
143-144
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F32KPCOD
F32BATDT
F32VFCOD
F32DTMOD
F32TMMOD
F32MDFLG
F32TCN
F32PNO
F32RCN
F32DATES
F32VS
F32CENT
F32KEYDT
F32SEQ
F32SITE
F32ACR
f32EDIT
F32VNO1
F32HOSP
F32BLTCN
F32BLPNO
F32BLRCN
F32SHIP
F32L0G
F32WKSHT
F32DCODE
F32FD027
F32FD028
F32FD029
F32FD030
F32FD031
F32FD032
F32FD033
F32FD034
F32FD035
F32FD036
F32FD037
F32FD038
F32FD039
F32FD040
F32FD041
F32FD042
F32FD043
F32FD044
F32FD045
F32FD046
F32FD047
F32FD048
F32FD049
F32FD050
F32FDO51
F32FD052
F32FD053
F32FD054
F32FDO55
F32FD056
F32FDO57
F32FDO58
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271



ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32

RPRRRPRRPRRPRRRERRRERRREPRPRRRPRRRPRRRPRRRPRRERRPRRPRRPRRPRRPRREPRREPRRERRERRERRERRRERRRERRRERRERRRERPR

0591
0601
0611
0621
0631
0641
0651
0661
0671
068l
0691
070l
0711
0721
0731
0741
0751
076l
o771
078l
0791
0801
0811
0821
0831
0841
0851
0861
0871
088l
0891
0901
0911
0921
0931
0941
0951
0961
0971
098l
0991
1001
1011
1021
1031
1041
1051
1061
1071
1081
1091
1101
1111
1121
1131
1141
1151
1161

145-146
147-148
149-150
151-152
153-154
155-155
156-157
158-158
159-160
161-161
162-162
163-163
164-164
165-166
167-167
168-168
D 169-174
175-177
178-178
179-179
180-180
181-181
182-182
183-183
184-184
185-185
186-186
187-187
188-188
189-189
190-190
191-191
192-192
193-193
194-194
195-195
196-196
197-197
198-198
199-199
200-200
201-201
202-202
203-203
204-204
205-205
206-206
207-207
208-208
209-209
210-210
211-211
212-212
213-213
214-214
215-215
216-216
217-217
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F32FD059
F32FD060
F32FD061
F32FD062
F32FD063
F32FD064
F32FD065
F32FD0O66
F32FD0O67
F32FD0O68
F32FD069
F32FDO70
F32FDO71
F32FDO72
F32FD0O73
F32FD0O74
F32FDO75
F32FDO76
F32FDO77
F32FDO78
F32FDO79
F32FD080
F32FD081
F32FD082
F32FD083
F32FD084
F32FD085
F32FD086
F32FD087
F32FD088
F32FD089
F32FD090
F32FD091
F32FD092
F32FD093
F32FD094
F32FD095
F32FD096
F32FD097
F32FD098
F32FD099
F32FD100
F32FD101
F32FD102
F32FD103
F32FD104
F32FD105
F32FD106
F32FD107
F32FD108
F32FD109
F32FD110
F32FD111
F32FD112
F32FD113
F32FD114
F32FD115
F32FD116
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ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32
ALO32

RPRPRRPRRPRRPRRREPRRERREPRPRRPRRRPRRRPRRERRPRRERRPRRPRRPRRPRRPRREPRREPRRERRERRERRERRRERRRERRRERRERRRERPR

1171
1181
1191
1201
1211
1221
1231
1241
1251
1261
1271
1281
1291
1301
1311
1321
1331
1341
1351
1361
1371
1381
1391
1401
1411
1421
1431
1441
1451
1461
1471
1481
1491
1501
1511
1521
1531
1541
1551
1561
1571
1581
1591
1601
1611
1621
1631
1641
1651
1661
1671
1681
1691
1701
1711
1721
1731
1741

218-218
219-219
220-220
221-221
222-222
223-223
224-224
225-225
226-226
227-227
228-228
229-229
230-230
231-231
232-232
233-233
234-234
235-235
236-236
237-237
238-238
239-239
240-240
241-241
242-242
243-243
244-244
245-245
246-246
247-247
248-248
249-249
250-250
251-251
252-252
253-253
254-254
255-255
256-256
257-257
258-258
259-259
260-260
261-261
262-262
263-263
264-264
265-265
266-266
267-267
268-268
269-269
270-270
271-271
272-272
273-273
274-274
275-275
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F32FD117
F32FD118
F32FD119
F32FD120
F32FD121
F32FD122
F32FD123
F32FD124
F32FD125
F32FD126
F32FD127
F32FD128
F32FD129
F32FD130
F32FD131
F32FD132
F32FD133
F32FD134
F32FD135
F32FD136
F32FD137
F32FD138
F32FD139
F32FD140
F32FD141
F32FD142
F32FD143
F32FD144
F32FD145
F32FD146
F32FD147
F32FD148
F32FD149
F32FD150
F32FD151
F32FD152
F32FD153
F32FD154
F32FD155
F32FD156
F32FD157
F32FD158
F32FD159
F32FD160
F32FD161
F32FD162
F32FD163
F32FD164
F32FD165
F32FD166
F32FD167
F32FD168
F32FD169
F32FD170
F32FD171
F32FD172
F32FD173
F32FD174

RPRPRRPRRPRRPRREPRREPRPRREPRPRPRPREPRPRPRPRPRPRREPIRPRRPRPRPRPRPRRPRREPRREPRREPRREPRREPRPRREPRPRRERRERRRERRERRRERPR
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ALO32 1751 276-276 F32FD175

1 1 90
ALO32 1 1761 277-277 F32FD176 1 90
ALO32 1 1771 278-278 F32FD177 1 90
ALO32 1 1781 279-279 F32FD178 1 90
ALO32 1 1791 280-280 F32FD179 1 90
ALO32 1 1801 281-281 F32FD180 1 90
ALO32 1 1811 282-282 F32FD181 1 90
ALO32 1 1821 283-283 F32FD182 1 90
ALO32 1 1831 284-284 F32FD183 1 90
ALO32 1 1841 285-285 F32FD184 1 90
ALO32 1 1851 286-286 F32FD185 1 90
ALO32 1 1861 287-287 F32FD186 1 90
ALO32 1 1871 288-288 F32FD187 1 90
ALO32 1 1881 289-289 F32FD188 1 90
ALO32 1 1891 290-290 F32FD189 1 90
ALO32 1 1901 291-291 F32FD190 1 90
ALO32 1 1911 292-292 F32FD191 1 90
ALO32 1 1921D 293-298 F32FD192 1 90
ALO32 1 193A 299-299 F32FD193 1 90
ALO32 1 194A 300-300 F32FD194 1 90
ALO32 1 1951 301-301 F32FD195 1 90
ALO32 1 1961 302-302 F32FD196 1 90
ALO32 1 1971 303-310 F32FD197 0 99999999 0

ALLHAT Forms Book Documentation — Word Version Update 274



ALO040 - ALLHAT Supplemental Death Form

Version 1 — 06/02/06 (only version)

This form represents deaths validated with death certificates based on SSA or NDI sources. ICD codes for cause
of death are predominately from NDI source records; NDI records without code or deaths identified solely through
SSA were coded by a contract nosologist (with Medical Coding and Consultation Services, Inc.).

Two coding schemes are present in these records. The ICD coding scheme changed in 1999 from the
International Classification of Diseases (ICD)— 9" revision to ICD-10" revision. ICD-9 E codes (injury/poisoning)
and V (procedure) codes require 4th and 5th digits (i.e. should be four or five digits); ICD-10 codes are 3 digits
only for mortality.

Modified Fields for LADS Master File:
Blanked:
F40019
F40020
F40021
F40022
F40023

Changed date (mmddyy) to days since randomization:
F40018
F40026
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10.

1.

12.

13.

14.

15.

16.

17.

F40008]  ALLHAT Supplemental Death Form
F40009

Acrostic: F40016

Site: F40015

F40010
Date of Death (mm/ddfyyyy): [ [ —
F40014

Sequence:

Date of Report of Death (Search Date){mm/dd/yyyy): __/__/ [F40018
Source of death: _

Search Round: F40020

For future expansion {(Coordinating Center use only):
NDI Score (01-17): _-m

F40023

Death certificate number:

Cause of death: [740025] 01) Definite MI
02) Definite CHD
03) Possible CHD
04) Stroke
05) CHF
06) Other cardiovascular disease
07) Cancer
08) Kidney Disease
09) Accident, suicide, homicide
10) Other non-cardiovascular disease
11) Unknown cause

Date of confirmation (mm/dd/yyyy): / / mm/dd/yyyy)

How used in analysis: 1740027 1) Used as death and cause of death
2) Used for cause of death only
3) Not used
Available for Doxazosin Final Papers: _F40028
Blank/0) No
1) Yes
Available for Antihypertensive Final Papers: _F40029
Blank/0) No
1) Yes

06/02/2006
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ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40
ALO40

RPRRRPRRPRRRRERRRERRERPRRPRRRPRRRPRRRRRERRERE

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018l
019A
0201
021A
0221
023A
024A
0251
0261
0271
0281
0291

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52

D 53- 60
61- 64
65- 66
67- 67
68- 69
70- 76
77- 82
83- 84

D 85- 92
93- 93
94- 94
95- 95
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F40KPCOD
F40BTDAT
FA0VERF
F40DTMOD
F40TMMOD
F40MDFLG
F40TCN
F40PNO
FA0RCN
F40DATES
F40VERS
FA0CENT
F40KEYDT
F40SEQ
F40SITE
F40ACROS
FA0EDIT
F40SRCH
F40SORCE
F40ROUND
F40UK
F4ONDISC
F40DCNUM
F40DCICD
F40CAUSE
FA0CNFDT
F40USE
F40DOXFP
F40ANTFP

RPRPRRRPRRPRPRRPRPRRPROORRPRRPRORRRRRRRERRRERE

99
999999

9

999999
9999

9

662

700

662
99999999
3

20
999999

9

9

9

3
99999999
9

99

9

99
9999999
9

99
99999999
9

9

9
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ALO041 - ALLHAT Supplemental Event Form

Version 1 — 06/02/06 (only version)

This form represents hospitalized events based on HCFA/CMS or VA sources (electronic record only).

Only ICD-9 CM (Clinical Modification) codes are used in these records.

Modified Fields for LADS Master File:
Blanked:
F41020

Changed date (mmddyy) to days since randomization:
F41018
F41019

Coding details:
F41043 — M1 Verification Definition: 1=Confirmed M|, 2=Confirmed as Not M|, 3=Unknown
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ALLHAT Supplemental Event Form

Date of Admission (mm/dd/yyyy): _ _/_ _/_| EZ_H_O‘I 0
Sequence: F41014

Date of Discharge (mm/dd/yyyy): / ! F41018

Date of Report of Event (Search Date)(mm/ddiyyyy): _ _/__ /& 54_191 =
Source of Report: _ _Fi1_02 HCFA) HCFA/CMS

VAE) VA Events
VAP) VA Procedures

9. Primary Code (IcD): __IF41021
10. Secondary Code 1 (ICD): _54_192_2_
11. Secondary Code 2 (ICD): ! E{I_O%?i
12. Secondary Code 3 (ICD): _
13. Secondary Code 4 (ICD): _
14. Secondary Code 5 (ICD): _
15. Secondary Code 6 (ICD): _m
16. Secondary Code 7 (ICD): _
17. Secondary Code 8 (ICD): _ _Ff'1_0_2?
18. Secondary Code 9 (ICD): _ _Fil1_0_3£)
19. Secondary Code 10 {ICD}: _
20. Procedure Code 1 (ICD): _ _FiH_O_SQ
21. Procedure Code 2 (ICD): _| _Fi‘I_OE)S
22. Procedure Code 3 (ICD): _ EZ_H_OEM
23. Procedure Code 4 (ICD): _
24. Procedure Code 5 (ICD): _ _FiH_O_SB
25. Procedure Code 6 (ICD): _
26. Procedure Code 7 (ICD): _
27. Procedure Code 8 (ICD): _
28. Procedure Code 9 (ICD): _
29. Procedure Code 10 (ICD): _W
30. Ml selection: _|F41042 Blank/0) Not selected
1) Selected
31. Ml verification: 1) Confirmed MI
2) Confirmed no MI or not right person
32, ORG code: _ _F4‘I 044 3) Unconfirmed
33. Available for Doxazosin Final Papf.ers.F_41 s Blank/0) No, 1) Yes
34. Available for Antihypertensive Final Papers:ﬂ) No, 1) Yes

06/02/2006
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ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41
ALO41

PR RRPRRPRRPRRPRRPRREPRREPRRERRERRREPRPRRERRRERRPRRERRRERRRERRRRRERRREPRRERRERERER

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018l
0191
020A
021A
022A
023A
024A
025A
026A
027A
028A
029A
030A
031A
032A
033A
034A
035A
036A
037A
038A
039A
040A
041A
0421
0431
044A
0451
0461

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52

D 53- 60
D 61- 68
69- 72
73- 78
79- 84
85- 90
91- 96
97-102
103-108
109-114
115-120
121-126
127-132
133-138
139-143
144-148
149-153
154-158
159-163
164-168
169-173
174-178
179-183
184-188
189-189
190-190
191-193
194-194
195-195
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F41KPCOD
F41BTDAT
F41VERF
F41DTMOD
F41TMMOD
F41MDFLG
F41TCN
F41PNO
F41RCN
F41DATES
F41VERS
F41CENT
F41KEYDT
F41SEQ
F41SITE
F41ACROS
FA1EDIT
F41DISCH
F41SRCH
F41SORCE
F41PRICD
F411CDO1
F411CD0O2
F411CDO3
F411CD04
F411CDO5
F411CD0O6
F411CDO7
F411CDO8
F411CD0O9
F411CD10
F41PRCO1
F41PRCO2
F41PRCO3
F41PRCO4
F41PRCO5
F41PRCO6
F41PRCO7
F41PRCO8
F41PRCO9
F41PRC10
F41MISEL
F41MIVER
F41DRGCD
F41DOXFP
FA1ANTFP

PR RPROORRRPRRRPRRPRRPRPREPRREPRREPRPREPRPREPRPREPRPROOCORRRPRRPORRPRRRERRRERRERERER

99
999999

9

999999
9999

9

662

700

662
99999999
3

20
999999

9

9

9

3
99999999
99999999
9

OO OOWOWOWOWOWWOWWOWWOWOWOWOWWOWWOWWOWWOOOOO OO
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ALO080 - ALLHAT Antihypertensive Randomization Screen (Computer Record Only)

The ALOOL1 is the hard-copy version of the information captured on this form during the Antihypertensive

Randomization phone call. The ALO80 was never modified, even if there were discrepancies between the ALO01

and the AL080. The AL080 was used for obtaining baseline characteristics until the ALOO1 was received at the
CTC, and then the ALOO1 took precedence in analyses. The ALOO1 was subject to editing for consistency and

logic.
Version 1 — 02/94

Version 2 — 08/94

Version 3 — 04/98

Modified Fields for LADS Master File:

Blanked:

F80018

F80019

F80020

F80039 (may be blank)
F80048 (versions 1,2,3)
F80050 (versions 1,2,3)
F80051 (versions 1,2,3)

Changed date (mmddyy) to days since randomization:

F80029 (versions 1,2,3)
F80037 (versions 1,2,3)
F80038 (versions 1,2,3)
F80039 (if not blanked)
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(AL8ON1.0)
Feb 1, 1994

ALLHAT Antihypertensive Randomization Screen

(item numbers used below correspond to the ALO1, including the Eligibility Worksheet, Visit 1 and Visit 2)

1. Patient’s full name: _ (12 characters)  _ (14 characters)
(First) M) (Last)

2b. ID #: ®- - @

cen seq cen

©

c. Site code: = d. Acrostic: a. Date randomized: - @ -19

mon day  year (century, eg. 19, = field @)

Exclusion criteria for antihypertensive trial:

4, Factors suggesting a low likelihood of compliance................
5. Any of items 5. through 12. answered "Yes"........c..cccoeeuurene. _ @

Eligibility criteria for antihypertensive trial:

13. Old(>6 months) or age-indeterminate MI or stroke..........cccceeceeririrrenaee.

14. History of CABG, coronary angio. or other revascularization procedure (29
15. Other documented atherosclerotic cardiovascular disease(ASCVD)...... _ ()
16. Type |l diabetes mellitus...........oooeeeriienicinerr e
17. HDL-cholesterol < 35 mg/dl (twice within five years)..........cccccovreeeeene. (27
18. Left ventricular hypertrophy(LVH) by ECGi.........oceeeerremreeaerersreeeeesssennns (28)

------------------------------------------------------------------------------------------------------------------------------------------------------------

[Visit 1 Information] SBP / DBP

19. Visit 1 date: @ @

- - __  20.b. Blood pressures... ~_ _/ "7 _

mon (;11; year @ I@

Average:

21. Antihypertensive med status1=on 1-2 drugs 3+ years,
2=on 1-2 drugs 2+ months but < 3 years,
3=0n drugs < 2 months,
4=currently untreated)

............................................................................................................................................................

[Visit 2 Information]

24, Visit 2 date: _ _ @ _ _ 25, Birthdate: _ _ - - -

mon day year mon day year (at Visit 2)

SBP / DBP

® ©

26.c. Blood pressures................

Average:

29. Consent for antihypertensive trial randomization signed? ~—(1=yes,2=no)

35.a. Race:— (1=White, 2=Black, 3=Amer Indian/Alaskan native, 4=Asian/Pacific Islander, 5=Other)

®© y

Coordinating Center operator code: =~ 42. Initials of caller:

31. Antihypertensive drug bottle number: ~—

AL80



ALO8O
ALO80
ALO80
ALO8O
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O

RPRRRPRRPRRRPRRPRRPRRRERRRPRREPRRERRRERRRERRERRERPRRPRRPRRRPRRPRREPRRERRRERRERRRERRERRER

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018A
019A
020A
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038l
0391
0401
0411
0421
0431
0441
0451
0461
0521
0471
048A
0491
050A
051A

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 64
65- 65
66- 79
80- 80
81- 81
82- 82
83- 83
84- 84
85- 85
86- 86
87- 87

D 88- 93
94- 96
97- 99
100-102
103-105
106-108
109-111
112-112

D 113-118
D 119-126
127-129
130-132
133-135
136-138
139-141
142-144
145-147
148-148
149-149
150-151
152-154
155-155
156-156
157-162
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F8OKPCD
FSOBATDT
F8OVFCD
F80DTMOD
F80TMMOD
F80TPMOD
F8OTCN
F8OPNO
F8ORCN
FSODATES
F8OVS
FSOCENT
FSOKEYDT
F80SEQ
F8OSITE
F8OACROS
FSOEDIT
F8OQ1FN
F80Q1MI
F80Q1LN
F8OFD021
F8OFD022
F8OFD023
F8OFD024
F8OFD025
F8OFD026
F8OFD027
F8OFD028
F8OFD029
F8OFD0O30
F8OFDO31
F8OFD032
F8OFD033
F8OFD034
F8OFD035
F8OFD036
F8OFD037
F8OFD038
F8OFD039
F8OFD040
F8OFD041
F8OFD042
F8OFD043
F8OFD044
F8OFD045
F8OFD046
F8OFD052
F8OFD047
F8OFD048
F8OFD049
F8OFDO50
F8OFD051

000

RPRPORRRPRRRPROORRRE

[oNe]

RPRPRNNNNNNRRRERRNNNNNNRRRERRERROR

[EEN

99
999999
9
999999
2359

9

662
700
662
99999999
9

20
999999
9

NNNNNNEDN
OONOFRPNNRPFPRFRPFRPEPEPFPFPFEPEPNFPPEPFPPFPEPEPENNNNNNNNOOONOONENNENRERPNNEPRORPE

999999
300
200
300
200
300
200

4
999999
99999999
999
300
200
300
200
300
200

2

5

99

4

Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
Y$
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& . ALLHAT Antihypertensive Randomization Screen

(itemn bers used below correspond to the ALO1 ver. 2, including the Eligibility Worksheet, Visit 1 and Visit 2)
Patient’s full name: _ (12 characters) _ (14 characters)
(First) (M) (Last)

D 0. @0

cen seq cen

b. Site code:@ c. Acrostic: d. Date randomized: - @ -19

mon day  year (century, e.g. 19, = field @)

Exclusion criteria for antihypertensive trial:

2. Factors suggesting a low likelihood of compliance................
3. Any of items 3. through 10. answered "Yes"............cccceevuveee. _ @

Eligibility criteria for antihypertensive trial:

11. Old(>6 months) or age-indeterminate Ml or stroke

12. History of CABG, coronary angio. or other revascularization procedure (24)

13. Major ST segment depression or T-wave inversion in past two years... (53)

14. Other documented atherosclerotic cardiovascular disease(ASCVD)...... (25)

15. Type 1l diabetes mellitus in past two years.........ccoooecreccereecineeineeeeee _ ()

16. HDL-cholesterol < 35 mg/dl (twice within five years)............cccccvereccennnae _ (@

17. Left ventricular hypertrophy(LVH) by ECG in past two years................. _ (=

18. Combined wall thickness 25+ mm in the past two years.........co..c.cceen.... _ (&
[V|5|t1lniormat|on] ................................................................ S BPIDBP .......................................
19. Visit 1 date: _ _ - - __ 20.b. Blood pressures... @_ / _@_

. mon day vyear @ @

.@

Average:
21. Antihypertensive med status1=on 1-2 drugs 2+ months,
2=0n drugs < 2 months,
3=currently untreated)

............................................................................................................................................................

[Visit 2 Information]

24. Visit 2 date: _ _ - @ - 25. Birthdate: _ _ - - .

e e ———— Age: T _
mon day vyear mon day year (at Visit 2)
SBP / DBP
26.c. Blood pressures................ __ / _
®
Average: _ / _@5_)_

29. Consent for antihypertensive trial randomization signed? ,(1 =yes,2=n0)

D

34.a. Race:— (1=White, 2=Black, 3=Amer Indian/Alaskan native, 4=Asian/Pacific islander, 5=Other)

® "

Coordinating Center operator code: =~ 48. Initials of caller: =~ _

31. Antihypertensive drug bottle number:

(AL80A2.0)
Jul 11, 1994

AL80



ALO8O
ALO80
ALO80
ALO8O
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O
ALO80
ALO80

NDNNNNNNNNNNDNDNDNDNDNNNNNNNNDNDNNNNDNNNNNNDNNNNNNONNDNNNNDNNNNNNNNNDNNNDNDNDNNDNDN

0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018A
019A
020A
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038l
0391
0401
0411
0421
0431
0441
0451
0461
0521
0471
048A
0491
050A
051A
0531
0541

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 64
65- 65
66- 79
80- 80
81- 81
82- 82
83- 83
84- 84
85- 85
86- 86
87- 87

D 88- 93
94- 96
97- 99
100-102
103-105
106-108
109-111
112-112

D 113-118
D 119-126
127-129
130-132
133-135
136-138
139-141
142-144
145-147
148-148
149-149
150-151
152-154
155-155
156-156
157-162
163-163
164-164
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F8OKPCD
FSOBATDT
F8OVFCD
F80DTMOD
F80TMMOD
F80TPMOD
F8OTCN
F8OPNO
F8ORCN
FSODATES
F8OVS
FSOCENT
FSOKEYDT
F8OSEQ
F8OSITE
F8OACROS
FSOEDIT
F80Q1FN
F80Q1MI
F8OQ1LN
F8OFD021
F8OFD022
F8OFD023
F8OFD024
F8OFD025
F80FD026
F8OFD027
F8OFD028
F8OFD029
F8OFD0O30
F8OFDO31
F8OFD0O32
F8OFD033
F8OFD034
F8OFD035
F8OFD036
F8OFD037
F8OFD038
F8OFD039
F8OFD040
F8OFD041
F8OFD042
F8OFD043
F8OFD044
F8OFD045
F8OFD046
F8OFD052
F8OFD047
F8OFD048
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051A
0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
013l
0141
015A
016A
0171
018A
019A
020A
0211
0221
0231
0241
0251
0261
0271
028l
0291
0301
0311
0321
033l
0341
0351
0361
0371
038l
0391
0401
0411
0421
0431
0441
0451
0461
0521
0471
048A
0491
050A
051A
0531
0541

157-162
1- 2

DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 64
65- 65
66- 79
80- 80
81- 81
82- 82
83- 83
84- 84
85- 85
86- 86
87- 87

D 88- 93
94- 96
97- 99
100-102
103-105
106-108
109-111
112-112

D 113-118
D 119-126
127-129
130-132
133-135
136-138
139-141
142-144
145-147
148-148
149-149
150-151
152-154
155-155
156-156
157-162
163-163
164-164
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F8OFDO51
F8OKPCD
F8OBATDT
F8OVFCD
F80DTMOD
F80TMMOD
F8OTPMOD
F8OTCN
F8OPNO
F8ORCN
FSODATES
F8OVS
FSOCENT
F8OKEYDT
F80OSEQ
F8OSITE
FBOACROS
FSOEDIT
F8OQ1FN
F80Q1MI
F80Q1LN
F8OFD0O21
F8OFD022
F8OFD023
F8OFD024
F8OFD025
F8OFD026
F8OFD027
F8OFD028
F8OFD029
F8OFD0O30
F8OFDO31
F8OFD0O32
F8OFD0O33
F8OFD034
F8OFDO35
F8OFD036
F8OFD0O37
F8OFD0O38
F8OFD0O39
F8OFD040
F8OFD041
F8OFD042
F8OFD043
F8OFD044
F8OFD045
F8OFD046
F8OFDO52
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«__AS Form:AL80V3 SHOWMODE: Your in DISPLAY Mode Page 1 of 1
ALLHAT ANTIHYPERTENSIVE RANDOMIZATION RECORD
ID: Form: 080 Ver 3 HF:
DE: . REC: _ VF._ |RZ Date: 02-07-1996 Seq: 1 Site: A
MOD: F:2 MO-DY-YR Acrostic:
Name....... First [#######4444#] MI [#] Last [#######4#44#41]
[Chart Review/Local Determination] [Visit 2 Information]
2.Factors suggest low compliance...[2]||26.Visit date.......cc0v i vuu L 1
Any medical items 3 through 11...[2](|27.Birthdate [11/07/1929] Age...[066]
[Eligibility criteria] 28.c.Blood Pressures........ [160]/[070]
12.MI,stroke...[2] 18.LVH........... [2] [1401/[065]
13.CABG,etc....[2] 19.Wall thickness[2] Average[150]/[067]
14.ST or T-wave([2] 20.Cig. smoker...[2]||31.Consent signed................... [1]
15.0ther ASCVD. [2] BB B ROCE . o v w v vos e m o s m u g m e some s mss [2]
16.Diabetes....[1] [Randomization]
17 .HDL<35mg/dl. [2] 33.Drug bottle number............. [36]
[Visit 1 Information] 51.Initials of caller............. 1

2l.Visit date. . ... v, i

~——

Above item numbers refer to ALO1,
related via phone Random:i.zation.
Coordinating Center Use (aly

RZ group(3]

Active Site[A] Active Acrosticl i



ALO8O
ALO80
ALO80
ALO8O
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO8O
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
ALO80
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ALO80
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0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
0131
0141
015A
016A
0171
018A
019A
020A
0211
0221
0231
0241
0251
0261
0271
0281
0291
0301
0311
0321
0331
0341
0351
0361
0371
038l
0391
0401
0411
0421
0431
0441
0451
0461
0521
0471
048A
0491
050A
051A
0531
0541
0551

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 64
65- 65
66- 79
80- 80
81- 81
82- 82
83- 83
84- 84
85- 85
86- 86
87- 87

D 88- 93
94- 96
97- 99
100-102
103-105
106-108
109-111
112-112

D 113-118
D 119-126
127-129
130-132
133-135
136-138
139-141
142-144
145-147
148-148
149-149
150-151
152-154
155-155
156-156
157-162
163-163
164-164
165-165
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F8OSITE
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F8OQ1FN
F80Q1MI
F80Q1LN
F8OFD021
F8OFD022
F8OFD023
F8OFD024
F8OFD025
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F8OFD027
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F8OFD0O30
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ALO81 - ALLHAT Lipid-lowering Randomization Screen (Computer Record Only)

The ALOO2 is the hard-copy version of the information captured on this form during the Lipid-Lowering
Randomization phone call.

Version 1 — 02/94
Version 2 — 08/94

Version 3 — 04/98
Unique fields to version 3: F81031, F81032.

Fields unique to version 2 and version 3: F81029.

Modified Fields for LADS Master File:
Blanked:

F81026 (versions 1,2,3)

F81030 (versions 1,2,3)

Changed date (mmddyy) to days since randomization:
F81032 (version 3)
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U.__.aS Form:AL81V1 SHOWMODE: Your in DISPLAY Mode Page 1 of 1

ALLHAT LIPID-LOWERING RANDOMIZATION RECORD

ID: . o Form: 08l Ver 1  IF:

DE:  REC: VF: |RzZ Date: Seq: 1 Site: A
MOD: _ F:5 MO-DY-YR Acrostic:
3. Does patient have evidence of CHD? [2]

Exclusion criteria for lipid-lowering trial
4. Current use of lipid-lowering agents, niacin, probucol..... [2] @
5. Contraindications to HMG CoA reductase inhibitors.......... [2] w
6. Known untreated secondary cause of hypercholesterolemia....[2] @

Central laboratory results from Visit 2
7. LDL cholesterol at visit 2 (from central lab)...........[0132] @
8. Triglycerides at Visit 2 (from central lab).............[0066] @
9. ALT value from central lab confirmed as rwice upper limit? [2]
10. Lipid-lowering trial informed consent signed? [1] @
12. Initials of caller..... [ 1 @ é}j
11. RZ group assignment:[1l] l=Pravastatin, 2=Usual Care Sample: [1] l=include

2=exclude

Above item numbers refer to ALO2, related via phone randomization.

Lipid RZ cen:[002]




ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
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0011
0021
003A
0041
0051
0061
0071
008l
0091
010l
0111
0121
013l
0141
015A
016A
0171
018l
0191
0201
0211
0221
0231
0241
0251
026A
0271
0281
0301

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 53
54- 54
55- 55
56- 56
57- 60
61- 64
65- 65
66- 66
67- 69
70- 70
71- 71
76- 78
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F81KPCOD
F81BATDT
F81VFCOD
F81DTMOD
F81TMMOD
F81TPMOD
F81TCN
F81PNO
F81RCN
F81DATES
F81VS
F81CENT
F81KEYDT
F81SEQ
F81SITE
F81ACROS
FS1EDIT
F81FDO18
F81FD0O19
F81FD020
F81FD0O21
F81FD022
F81FD023
F81FD024
F81FD025
F81FD026
F81FD027
F81FD028
F81FD0O30
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JF AS Form:AL81V2 SHOWMODE: Your in DISPLAY Mode Page 1 of 1
ALLHAT LIPIN-T AWroTec RANDOMIZATION RECORD

bommmm e + ID: ... Form: 081 Ver 2 EF: __
IDE:_ REC . .VF _IRZ Date: _ __ ____ Seq: 1L Site: n

IMOD: (- . F:5 | MO-DY-YR Acrostic: __

bommmmmmmmmmmm e T e T et

10 "ones patient have evidence of CHD? [1]
iclusion criteria for lipid-lowering trial

11. Current use of lipid-lowering agents, niacin, probucol..... [2]
42. Contraindications to HMG CoA reductase inhibitors.......... [2]
43. Known untreated secondary cause of hypercholesterolemia....[2]

Above item numbers refer to ALOL, ver.2, related via phone Randomization

Central laboratory results from Visit 2

2. LDL cholesterol at Visit 2 (from central lab)........... [0137]
3. Triglycerides at Visit 2 (from central lab)............. [0078]
4. Confirmed ALT value (from central lab).................. [0066]
ALT value from central lab confirmed as twice upper limit? [2]
R R LR TR +
5. Lipid-lowering trial informed consent signed? [1] |Sample: [2] l=include!
7. Initials of caller..... I . 1 2=exclude!
e +

6. RZ group assignment:[2] 1=Pravastatin, 2=Usual Care
Above item numbers refer to AL02, ver.2, related via phone Randomization

At 1o



ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
ALO81
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ALO81
ALO81
ALO81
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0091
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015A
016A
0171
018l
0191
0201
0211
0221
0231
0241
0251
026A
0271
0281
0291
0301

1- 2

DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 53
54- 54
55- 55
56- 56
57- 60
61- 64
65- 65
66- 66
67- 69
70- 70
71- 71
72- 75
76- 78
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F81DATES
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F81CENT
F81KEYDT
F81SEQ
F81SITE
F81ACROS
FS1EDIT
F81FDO18
F81FD0O19
F81FD020
F81FD0O21
F81FD022
F81FD023
F81FD024
F81FD025
F81FD026
F81FD027
F81FD028
F81FD029
F81FD0O30
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- ALLHAT Lipid-lowering Randomization Record
ID: @ - ® Site Code:@ ety cote D gaten pate @ veriter @

Acrostic: ModDate @) ModTime® Mo Fiag(€)

Date of Lipid Randomization: @ version ) sequence(®  Edit Code @

Century: _@ (19 or 20) Lipid RZ Date(yyyymmdd) @

Does patient have evidence of CHD? [_] (1=Yyes, 2=n0)

Exclusion criteria for lipid-lowering trial

Current use of lipid-lowering agents, niacin, probucol.............. [_]1 (1=yes, 2=n0) @
Contraindications to HMG CoA reductase inhibitors........c........ [_] (1=yes, 2=n0) @

Known untreated secondary cause of hypercholesterolemia....[_] (1=yes, 2=no) @

Central laboratory results from Visit 2

LDL cholesterol at Visit 2 (from central 1ab).........cceovevvrnvnennns [ @__
Triglycerides at Visit 2 (from central 1ab).......ccocvvveeiiermniiiiennnns [ @_ ]
Confirmed ALT value (from central 1ab)......cccoevvvevvirenniiiiiienns |- __] notonver. 1

ALT value from central lab confirmed as twice upper limit?.....[_] (1=yes, 2=n0) @

Blood Redrawn? [_] (1=yes, 2=no)® Date redrawn: [__ @_ .
(mmddyyyy)
redraw information not on ver. 1 or ver. 2
Lipid-lowering trial informed consent signed? [_] @ Sample:[_] 1=include
2=exclude

Initials of caller..... [_@_] @

RZ group assignment:[_] 1=Pravastatin
@ 2=Usual Care Lipid RZ center:[_ "~_ ]

AL81/V3.0 AL81

Aug 23, 2004



O‘I'S Form:AL81V3 SHOWMODE: Your in DISPLAY Mode Page 1 of 1

ALLHAT LIPID-T-NWERTNG RANDOMIZATION RECORD

a ID: ) Form: 081l Ver 3 EF:
DE: REC VF: |RZ Date: _ - Seqg: 1 Site: A
MOD: """ "~~~ =TT9 F:5 MO-DY-YR Acrostic:
40. Does patient have evidence of CHD? [3]5MU$ Blood Redrawn? [ ]
Exclusion criteria for lipid-lowering trial Date: [ 1
41. Current use of lipid-lowering agents, niacin, probucocl.....[2]
42. Contraindications to HMG CoA reductase inhibitors..........[2]
43. Known untrcatgd secondary cause of hypercholesteroclemia....[2]
Above item numbers refer to ALOl, ver.2, related via phone Randomization
Central laboratory results from Visit 2
2. LDL cholesterol at Vvisit 2 (from central lab)...........[0130]
3. Triglycerides at Visit 2 (fxrom central lab)......22-....[0071]
4d. Confirmed ALT value (from central lab) ...ccccseesssessess+[0021]
ALT value from central lab confirmed as twice upper limit? [2]
5. Lipid-lowering trial informed consent signed? [1] Sample: [2] 1=include
7. Initials of caller..... 2mexclude
6.

RZ group assignment:[2] l1=Pravastatin, 2=Usual Care 5/0:7 Lipid RZ cen:[001]
Above iltem numbers refer to ALO2, ver.2, related via phone randomization——
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ALO81
ALO81
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0021
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0041
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0061
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0091
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0111
0121
013l
0141
015A
016A
0171
018l
0191
0201
0211
0221
0231
0241
0251
026A
0271
0281
0291
0301
0311
0321

1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
25- 27
28- 30
35- 42
34- 34
35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 53
54- 54
55- 55
56- 56
57- 60
61- 64
65- 65
66- 66
67- 69
70- 70
71- 71
72- 75
76- 78
79- 79
80- 87
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F81KPCOD
F81BATDT
F81VFCOD
F81DTMOD
F81TMMOD
F81TPMOD
F81TCN
F81PNO
F81RCN
F81DATES
F81VS
F81CENT
F81KEYDT
F81SEQ
F81SITE
F81ACROS
FS1EDIT
F81FDO18
F81FD0O19
F81FD020
F81FD0O21
F81FD022
F81FD023
F81FD024
F81FD025
F81FD026
F81FD027
F81FD028
F81FD029
F81FD0O30
F81FDO31
F81FD032
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ALO84 - ALLHAT ECG Inventory Log Form

Inventory log completed at the CTC.
Version 1 — 02/99 (only version)
Modified Fields for LADS Master File:

Blanked:
F84019 (version 1)

Coding details:
ECG Type - F84018 has valid values of 0, 2, 4 and 6; all other values (1, 3, 5, 8 and 9) are invalid.

Date mailed to ECG Center - F84019 is coded as "99999999" for missing/invalid values.

ALLHAT Forms Book Documentation — Word Version Update
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ALLHAT ECG Inventory Log Form

ID: - - Acrostic:
ECG Recording Dt: ___ - @- Seq: Site: _@

MO DY YR

1. ECG Type (0=BL; 2=2YR; 4=4YR; 6=6YR ): _

2. Date mailed to ECG Center:
YYYYMMDD

AL84 (Ver 1) Feb 1, 1999



ALO84
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ALO84
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ALO84
ALO84
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1- 2
DR 3- 8
9- 10

DR 11- 16
17- 20
21- 21
22- 24
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28- 30
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35- 36

DR 37- 42
43- 43
44- 44
45- 50
51- 52
53- 53
54- 61
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F84BATDT
F84VFCOD
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F84TMMOD
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F84PNO
F84RCN
F84DATES
F84VS
F84CENT
F84KEYDT
F84SEQ
F84SITE
F84ACROS
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F84VSTCD
F84SHIPD
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Antihypertensive Summary File — Appendix 1

Results

For all tables and figures, RZGROUP is used for treatment assignment. With upper and lower
range-recoding, slight variations will now exist between the final manuscript and the current

file.

Patient Characteristics

Table 1 SAS Variable Comment
Age AGE Same variable used to calculate
dichotomous age variable
Ethnicity RACE by
HISPANIC
Gender SEX
Education EDUCAT
Receiving antihypertensive
treatment BLMEDS?2
Blood pressure BV2SBP,
BV2DBP
Smoking CURSMOKE
Atherosclerotic CVD Union of following 4 variables: MISTROKE,
HXCABG, STDEPR, OASCVD
History of Ml or stroke MISTROKE
History of coronary
revascularization HXCABG
Other atherosclerotic CVD OASCVD
Major ST depressionor T
wave inversion STDEPR
Type 2 Diabetes DIABETES
HDL-C<35 HDLLT35
LVH by electrocardiogram LVHECG
LVH by echocardiogram WALL25
History of CHD LCHD
BMI BLBMI
Aspirin use ASPIRIN
Estrogen use ESTROGEN
Lipid RZ group LLT
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Antihypertensive Summary File — Appendix 1 (continued)

Visit and Medication Adherence

Figure 1 SAS Variable Comment
Year 1
Completed visit VENDY1
Discontinued study ONST1Y1
drug
Year 5
Completed visit VFENDY5
Discontinued study ONST1Y5
Drug
eunspecified refusal REFUSEY5
esymptomatic adverse
event SYMPAEY5
eblood pressure
elevation BPHIY5
eblood pressure too
low BPLOWY5
emorbid event MORBID Y5
eother adverse effects | OTHAEY5
eother nonmedical
reasons NONMED Y5
eother OTHRSY5

Status at closeout

VITSTATZ2, VITSTAT for
computation of deaths
pending confirmation

Deaths pending confirmation:
VITSTAT2 confirmed deaths —
VITSTAT confirmed deaths
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Antihypertensive Summary File — Appendix 1 (continued)

Table 2

SAS Variable

Comment

Expected visits

VEXPYn
(n =1 through 5)

Completed visits VENDYn
(n =1 through 5)
Receiving blinded study | ONST1Yn
drug (n =1 through 5)
Receiving blinded study | ONST1Yn, union of both variables
drug or same class SAMCLYn
(n =1 through 5)
Full and partial CROSSYn
Crossovers (n =1 through 5)
Receiving step 2 or 3 ONS23Yn
(n =1 through 5)
Other antihypertensive ONOHYYn Subset of ONOHYYn excluding

medication

(n =1 through 5)

ONST1Yn, SAMCLYn, CROSSYn
(if not a crossover)

No. of antihypertensive
medications

NHYPRYn
(n =1 through 5)

Additional data in text for ‘Visit and Medication Adherence’: ONACEYn, ONCCBYn, ONDIUYn
(n=1-5) to obtain numbers assigned to one class taking a different class.

Intermediate Outcomes

Table 3 SAS Variable Comment
SBP
Baseline BV2SBP
Years 1-5 SBP6Mn
(n=12, 24, 36, 48, 60)
DBP
Baseline BVvV2DBP
Years 1-5 DBP6Mn
(n=12, 24, 36, 48, 60)
Achieved BP Goal Calculated from SBP and DBP variables (above)
SBP Change Calculated from SBP variables (above)
DBP Change Calculated from DBP variables (above)

Figure 2 uses data from above table plus SBP6M72, DBP6M72.
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Antihypertensive Summary File — Appendix 1 (continued)

Table 4 SAS Comment
Variable
Cholesterol
Baseline ACHOL
Years 2, 4 CHOLMnN
(n =24,48)
Cholesterol >240 mg/dL Subset of cholesterol variables above
Potassium
Baseline APOTAS
Years 2, 4 POTASMn
(n =24, 48)
Potassium <3.5 mEq/L Subset of potassium variables above
Fasting Glucose
Baseline AFGLUC
Years 2, 4 FGLUCMnN
(n =24, 48)
Fasting glucose> 126 Subset of fasting glucose variables above
mg/dL
Fasting glucose among
non-diabetics Subset of fasting glucose using DIABETES
Fasting glucose among Subset of nondiabetic fasting glucose subset
non-diabetics > 126 mg/dL above
Estimated Glomerular
Filtration Rate
Baseline BLGFR
Years 2, 4 GFRMn
(n =24,48)
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Antihypertensive Summary File — Appendix 1 (continued)

Primary and Secondary Outcomes

Table 5

SAS Variable
(event flag, days to event)

Comment

Primary outcome

CHD

EP_CHD, DYCHD

Secondary outcomes

Union of seven following categories

All-cause mortality

DEATH, DYDEATH

Combined CHD

CCHD, DYCCHD

Stroke

STROKE, DYSTROKE

Combined CVD

CCVD, DYCCVD

End-stage renal disease

REND, DYREND

Cancer

CANCER, DYCANC

Hospitalized for Gl bleed

GIBLEED, DYGIBLD

Components of secondary
Outcomes

Heart failure

CHF, DYCHF

Hospitalized/fatal heart
failure

OCHF, DYOCHF

Angina (hospitalized or
treated)

ANG, DYANG

Angina (hospitalized)

HANG, DYHANG

Coronary
revasc ularizations

CRVSC, DYCRVSC

Peripheral arterial
disease (hospitalized
or treated)

LEXT, DYLEXT

Figures 3 and 4 use the same outcome variables as Table 5.

Figures 5 and 6 use the same outcome variables as Table 5 subset by variables from Table 1.

Table 6 uses DEATH and D YDEATH subset by DTHCAUSE.

Primary Safety Outcomes

Data provided intext only for angioedema uses ANGIOED.
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Lipid-Lowering Summary File — Appendix 2

Results

For all tables and figures, LRZGRP is used for treatment assignment. With upper and lower
range-recoding, slight variations will now exist between the final manuscript and the current

file.

Baseline Characteristics

Table 1 SAS Variable Comment
Age AGE Same variable used to calculate
dichotomous age variable
Gender SEX
Ethnicity RACE by
HISPANIC
Education EDUCAT
Estrogen use ESTROGEN
Aspirin use ASPIRIN
Receiving antihypertensive
treatment BLMEDS?2
Smoking CURSMOKE
History of CHD LCHD
Type 2 Diabetes DIABETES
BMI BLBMI Same variable used to calculate
dichotomous BMI variable
Blood pressure BV1SBP,
BV1DBP
Fasting glucose CFGLUC
Lipid Values (with and without Following lipid variables subset by
CHD at baseline) LCHD
Serum cholesterol CCHOL
LDL cholesterol CLDL Same variable used to calculate
dichotomous LDL variable
HDL cholesterol CHDL
Fasting triglycerides CFTRIG
Antihypertensive randomization RZGROUP

Visit and Medication Adherence

Figure 1

SAS Variable

Comment

Status at closeout

VITSTATZ2, VITSTAT for
computation of deaths
pending confirmation

Deaths pending confirmation:
VITSTAT2 confirmed deaths —
VITSTAT confirmed deaths
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Lipid-Lowering Summary File — Appendix 2 (continued)

Table 2 SAS Variable Comment
Pravastatin
Expected visits VEXPYn
(n =2, 4, 6)
Actual visits VENDYn
(n =2, 4, 6)
Receiving study drug ONPRAYN
(n=2,4,6)
Not receiving study drug | OFFPRAYn
(n=2,4,6)
Usual Care
Expected visits VEXPYn
(n =2, 4, 6)
Actual visits VENDYn
(n =2, 4, 6)
Receiving medication OFFPRAYN
(n=2,4,6)

Data provided intext for ALT elevation uses ALT150. Data provided in text for preceding CHD
event use LLMDAYS (if <9999 was started on a lipid-lowering drug), LD YNFMI and LNFMI (the
preceding CHD event type), and LCHD.

Lipid Levels
Table 3 SAS Variable | Comment
Cholesterol
Baseline CCHOL
Years 2, 4, 6 CHOLYN
(n=2,4,6)
LDL cholesterol
Baseline CLDL
Years 2, 4, 6 LDLYN
(n=2,4,6)
HDL Cholesterol
Baseline CHDL
Years 2, 4, 6 HDLYn
(n=2,4,6)
Fasting triglyceride
Baseline CFTRIG
Years 2, 4 FTRIGYn
(n=2,4,6)

Figure 2 uses same variables as Table 3.
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Lipid-Lowering Summary File — Appendix 2 (continued)

Clinical Outcomes

Table 4

SAS Variable
(event flag, days to event)

Comment

All-cause mortality

LDEATH, LDYDEATH

CVD deaths

DTHCAUSE, LDEATH, LDYDEATH

CHD

Stroke

Other CVD

Non-CVD deaths

Cancer

Other medical

Unintentional injury/suicide
/homicide

Cause unknown

Fatal CHD and nonfatal MI

LEP_CHD, LDYCHD

Stroke (fatal and nonfatal)

LSTROKE, LDYSTROK

Heart failure (hospitalized
Or fatal)

LOCHF, LDYOCHF

Cancer

LCANCER, LDYCANC

Figures 3 and 4 use the same outcome variables as Table 4; Figure 4 outcomes subset by

variables from Table 1.
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Doxazosin Final Summary File — Appendix 3
Results
For all tables and figures, RZGROUP is used for treatment assignment. With upper and lower

range-recoding, slight variations will now exist between the final manuscript and the current
file.

Participant Characteristics

Figure 1 SAS Variable | Comment

As of Feb. 15, 2000 | VITSTAT

Table 1 SAS Variable Comment
Age AGE Same variable used to calculate four-
category age variable
Ethnicity RACE by
HISPANIC
Gender SEX
Education EDUCAT
Smoking CURSMOKE
Receiving antihypertensive
treatment BLMEDS2
Atherosclerotic CVD Union of following 3 variables:
MISTROKE, HXCABG, OASCVD
Major ST depressionor T
wave inversion STDEPR
Type 2 Diabetes DIABETES
HDL-C<35 HDLLT35
LVH by electrocardiogram LVHECG
LVH by echocardiogram WALL25
Blood pressure BV2SBP,
BV2DBP
Serum potassium APOTAS
Fasting serum glucose AFGLUC
Serum creatinine ACREAT
Total cholesterol ACHOL
LDL-cholesterol ALDL
HDL-cholesterol AHDL
Fasting triglycerides AFTRIG

Medication Adherence and Course in Treatment
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Doxazosin Final Summary File — Appendix 3 (continued)

Text only. Variables used are: VFND Y4, NHYPRY4, ONST1Y4, REFUSEY5, BPHIY5,
BPLOWY5, MORBIDY5, NONMEDY5, OTHAEY5, OTHRS Y5, SYMPAE Y5.

Intermediate Outcomes

Table 2 SAS Variable Comment
SBP
baseline BV2SBP
years 1-4 SBP6Mn
(n=12, 24, 36, 48)
DBP
baseline BV2DBP
years 1-4 DBP6Mn
(n=12, 24, 36, 48)
%<140/90 calculated from SBP and DBP variables (above)
SBP/DBP change calculated from SBP and DBP variables (above)

Other variables discussed in text are: year 4 cholesterol (CHOLM48), participation in the lipid-
lowering trial (LLT), year 4 potassium (POTASMA48), year 4 glucose (FGLUCM48), year 4
creatinine (CREATM48), creatinine elevations (MXFUPCR compared to ACREAT), baseline
and years two and four (HLTHBL, HLTHY2, HLTHY4), and baseline and year four continuous
health status (VQOLBL, VQOLY4).
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Doxazosin Final Summary File — Appendix 3 (continued)

Primary and Secondary Endpoints

table 3

Table 3

SAS Variable

(event flag, days to event)

Comment

Primary outcome

CHD

EP_CHD, DYCHD

All-cause mortality

DEATH, DYDEATH

Cardiovascular

DTHCAUSE=1-6

DTHCAUSE, DYDEATH

Myocardial infarction DTHCAUSE=1
Definite CHD ! DTHCAUSE=2
Possible CHD ! DTHCAUSE=3
Stroke ! DTHCAUSE=4
CHF ! DTHCAUSE=5
Other cardiovascular “ DTHCAUSE=6

Non-cardiovascular

DTHCAUSE=7-10

Cancer “ DTHCAUSE=7
Kidney disease “ DTHCAUSE=8
Accident/suicide/homicide “ DTHCAUSE=9

Other non-cardiovascular

DTHCAUSE=10

Unknown “ DTHCAUSE=11
Combined CHD CCHD, DYCCHD
Stroke STROKE, DYSTROKE

Combined CVD

CCVD, DYCCVD

CHEF (fatal, hospitalized, treated)

CHF, DYCHF

CHF (fatal, hospitalized)

OCHF, DYOCHF

Coronary

revascularizations CRVSC, DYCRVSC
Angina (hospitalized or treated) | ANG, DYANG
Peripheral arterial

disease (hospitalized

or treated) LEXT, DYLEXT

Cancer

CANCER, DYCANC

End-stage renal disease

REND, DYREND

Figure 2 uses the same outcome variables as Table 3.

Figures 3 uses the same outcome variables as Table 3 subset by variables from Table 1, with
the addition of CHD at baseline (ACHD).
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