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HP22: Review of Drugs

Purpose

The Review of Drugs form documented departures from the Basic Plan of Therapy,
discontinuation of an HDFP drug for any reason, and discontinuation of an non-HDFP drug
due to an adverse reaction (see Section 5.12 of the Manual of Operations).

Special Considerations

o HP22s dated before November 1, 1975 were completed by Coordinating Center
physicians using data from participant's HP09s and HP13s.



OMB 68-R1325

Foem #= [ REVIEW OF DRUGS

(Drug initiation, discontinuation, exceptions tc basic pian of therapy and adverse reactions.)

1. Program Number: 3|4 5. "1 7|8 .? /01// 2. l@ I:‘|27| 2,?127 19
3. Name: (PRINT IN BLOCK CAPITALS) AATaH No, /5,19 20 222 23 24 '«‘@

(Mr., Miss, Mrs.) Last First Middle

4. Type of Visj :Iﬁ Initial Treatment
1-Clinic Revisit @ R 13 /4/576,17
> § Other (Specify): Coordinating Center
A. SUMMARY OF DRUG STATUS AT THIS VISIT CHECK ONE BOX FOR EACH DRUG:
Drug
Contraindicated Drug
Drug Drug (lfdrug is being Conditionally
Started Stopped discontinued, Approved-
(Review  (Review complete Drug (Comment c
W} a0 ts SectionE}____ Appr c) Comments
® 1. chiorthalidoner 20 A" 33|chionnativoner . ® W_&L__ ,
® 2 Spironolactone [m] 0 W.Mg‘.t.Snimmlacmne @ ] 0 [ 49
@ 3. Reserpine’ O .0 35 Reserpine®. . %D 0 0.0
@ __4. Methyidopa. o = . - = B Q o &l
5. Hydralazine o o @ o 0 o S
6. Guanethidine a m] ] ] | &d
@) ¥7_other. 2. ¥0-4 -n..MD.-_ ) . _-_l:Lm '5 &% = % O o1
¥ ke other: 3. W4 WO 0 ¥ oo L]
». Potassium i 1 |Pntassium
@ suppiement a m} 47 supplement @ a m] O t’ 7"’

*Alone or as a constituent of Regroton.

B. GENERAL EXCEPTIONS

This item applies whenever any intervening clinical or other problem affecting the participant is of a nature or severity sufficient to make
advancement to the next Step or other aspects of the Basic Plan of Therapy imprudent in the judgment of the clinic physician, or whenever
strict adherence to a Step in the Basic Plan is judged seriously to risk loss of compliance, as in the case of marked resistance to change from
drugs already inuse at entry.

1. lﬁ Exception is serious risk of loss of compliance with a Step in the Basic Plan because of preference to continue on prior agents; action
@ taken is to waive requirement for conversion to a Step in the Basic Plan of Therapy. (Explain circumstances and management plan
below.)

\pb 2. kother, describe: Loy o4
3 Both ™ 1= aaww.m{* @\

C. COMMENTS ON CONDITIONAL APPROVAL OR OTHER ITEMS
Cohumm. S
1= toynug— @
O-

PHYSICIAN OR THERAPIST: d .6_7
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D. DRUG-SPECIFIC CONTRAINDICATIONS, EXCEPTIONS AND PRECAUTIONS

Note: This listing is not exhaustive; the physician and therapist are responsible for maintaining familiarity with current information regarding
HDFPdrugs.

1. IﬁCHLORTHALIDONE (including Regroton) or Hydrochlorothiazide, if sub-
stituted.

dosage:

range:

50 mg alternate days — 100 mg I_
daily
25 mg avg. to 100 mg daily

a. CONTRAINDICATIONS
(i) ALLERGY: History or development of allergy to thiazide diu-
retics or chlorthalidone.

(ii) DIABETES: History or development of loss of therapeutic con-
trol of diabetes, in a participant taking insulin, in the presence
of treatment with thiazide-like drugs.

(i) HYPOKALEMIA: History or development of severe, refractory
hypokalemia (potassium below 2.5 mEq/L, or below 3.0 mEq/L
if on digitalis therapy) while on thiazide-like drugs plus sup-
plemental potassium.

b. EXCEPTIONS AND PRECAUTIONS

HYPOKALEMIA
(i) ﬁ ASYMPTOMATIC HYPOKALEMIA: Serum K+ below 3.0 mEq/L

(ﬂ on at least 2 determinations.

(ii) SYMPTOMATIC HYPOKALEMIA: Serum K+ below 3.5 on at
east 2 consecutive determinations with one or more of the fol-
lowing: fatigue, weakness, muscle cramps, palpitations, ar-
rhythmia documented by ECG, or other documented symptoms
or signs of hypokalemia.

@(iii) ¢DIGITALIS IN USE: Participant is taking, or is started on,

REQUIRED: use spironolactone

permitted: ?f initiation of oral potassium supple-

ments

REQUIRED:; ﬁpotassium supplementation

—
digitalis. /2. 4 OR (NOT BOTH)
'” @7 ngpironolactone as an adjunct to chlor-
thalidone
(iv) ¢lHYPERGLYCEMIA OR KNOWN DIABETES: history of diabetes —> REQUIRED: ﬁmonitoring of serum glucose at least
43 or hyperglycemia (above 200 mg/100 ml fasting, or above 250 @ f‘{every 8 weeks and asking about symp-
one hour post-glucose load). toms at each visit.
@ (v) ¢ INTOLERANCE: chlorthalidone not tolerated by participant, —» permitted: ﬁ substitution of hydrochlorothiazi. _
t not contraindicated, according to section ‘‘a,” above. @ 7 for chlorthalidone; completion of sec-
ionE.
@ (vi) tl OUTSIDE MEDICATIONS: participant is already under treat- —» permitted: ﬂ provision of alternate thiazide to par-
,ﬂ ment from non-HDFP physician, who will not allow change to 4 ) 1gticipant
chlorthalidone.
@(vii)ﬂAZOTEMIA: at entry, or in the course of the Program, serum —» permitted: ¢substitution of furosemide for chlor-
qcreatinine greater than 2.0 mg/100 ml. thalidone and management in Indi-
1 @ $0 vidualized Schedule
@ 2. [/PROBENECID. dosage:  0.5gm., 2to4timesdaily
EL range: 1.0to 2.0gmdaily
a. CONTRAINDICATIONS
(i) Known hypersensitivity. l
(i)  Uricacidkidney stones. — REQUIRED:  useallopurinol
(iii)  serum creatinine 2.0 mg/100 ml or greater. S
@ 3. ﬂALLOPURINOL dosage: 100 mg., 1 to 3times daily
s range: 100 to 300 mg daily

a. CONTRAINDICATIONS: none

b. EXCEPTIONS AND PRECAUTIONS
@(i) ¢INITIATION OF THERAPY: participant is started on allopurinol.

59

—- REQUIRED: Jfi monitoring of renal and hepatic func-

tion early in therapy to detect poss’
8’4 organ damage



range: 50to 100 mg daily

@4 P SPIRONOLACTONE as adjunct or substitute for chlorthalidone. dosage: 25 to 50 mg twice daily
indications:  seesection D. 1. a. (i)-(iii), b. (i)-(iii)

a. CONTRAINDICATIONS
(i) AZOTEMIA: serum creatinine level of 2.0 mg/ 100 ml or greater.

(ii) HYPERKALEMIA: Presence of hyperkalemia (potassium above
5mEq/L)on two determinations.

Sb taking potassium supplement. s ,’tion except under severe hypokalemia

c. INDICATIONS (CHECK IF PRESENT)
(i) ¢PERSISTENT HYPOKALEMIA: Serum potassium level of 3.0 — REQUIRED: ddiscontinuation of chlorthalidone
mEq/L or below, despite supplemental potassium or spirono- while diagnosis pending (compiete
W lactone therapy, as in D.1.b. (i) or (ii) above. @ sections Eand F)

@b. EXCEPTIONS AND PRECAUTIONS
(i) ?POTASSIUM SUPPLEMENT IN USE: participant is currently — REQUIRED: ¢ discontinue potassium supplementa-

permitted: 11 permanent substitution of spironolac-

tone for chlorthalidone as the sole
?ﬂ diuretic

@ 5. l] RESERPINE (including Regroton or other combination medicines con- dosage: 0.10t00.25 mgdaily
4/ taining reserpine). range: 0.10t00.25 mg daily

a. CONTRAINDICATIONS
(i) DEPRESSION: History or development of mental depression
as manifested by early morning awakening, or sufficient to
interfere with work, recreation or sleep, or leading the par-
ticipantto seek help. REQUIRED: use methyldopa

(ii) ACTIVE ULCER: Evidence of active peptic ulcer (as defined
locally by Clinical Center).

@ b. EXCEPTIONS AND PRECAUTIONS
(i) ?PEPTlC ULCER, GASTROINTESTINAL BLEEDING, OR SE- — permitted: ﬁsubstitutionofmethyldopa

VERE ASTHMA by history.
g2 6o 93
@ ¢I METHYLDOPA as a substitute for reserpine. dosage: 250 mg 3times to 500 mg 4 times
daily
range: 75010 2000 mg daily

indications:  seesectionD. 5. a. {i)-(ii), b. (i)

a. CONTRAINDICATIONS
(i) ALLERGY/DRUG FEVER: History or development of allergy or
drug fever.

(i)  LIVER DISEASE: Evidence of significant liver disease.

I !5 _>_ 7. p! HYDRALAZINE. dosage: 10mgt.i.d. to50mgg.i.d. 1

a. CONTRAINDICATIONS: none

b. EXCEPTIONS AND PRECAUTIONS
(i) ¢ CORONARY HEART DISEASE: evidence of clinical coronary — permitted: Ijskipping directly from Step 2 to Step 4
G{, heartdisease. 97

(ii) ﬂ THERAPY WITH HYDRALAZINE IS BEGUN: — R IRED: Mprecede initiation of hydralazine by
48 reserpine (or methyldopa, if substi-
tuted) to reduce risk of tachycardia

MS ¢ GUAN ETHIDINE. dosage: 10 mg to 200 mg daily (once started)

a CONTRAINDICATIONS
(i) UNRELIABILITY: Participant is judged unlikely to observe neces-
sary caution in administration and clinical observation.

@b. EXCEPTIONS AND PRECAUTIONS
(i) PARTICIPANT WITH LOW GOAL (< 90) —» permitted: dguanethidine may be used only if per-
/ 0 / / o2 sistent BP elevation above 90 while in
Step 3. Goal becomes 90.

11/1/75 HP22/3



L@ 9. [ POTASSIUM SUPPLEMENT.

dosage:

15 to 80 milliequivalents daily

|

/ DJa. CONTRAINDICATIONS
(i) Patient on spironolactone

@ b. EXCEPTIONS AND PRECAUTIONS
/al‘(i) @ Presence of renal failure, creatinine 2.0, serum potassium 5.5
orgreater.

c. INDICATIONS (CHECK IF PRESENT)
@ — (i) Hypokalemia, or Digitalis in use — see Hypokalemia sections
/05

under Chlorthalidone.
’(ii) ﬁdnitiatiog of oral potassium supplements for any other reason.

— REQUIRED: ¢ comment section C

P4
E. REPORT OF DRUG DISCONTINUATION

@ DISCONTINUED BY: SUSPECTED ADVERSE REACTION? THERAPY REQUIRED:
Line mw NO NED BY A PHYSICIAN
Number /‘ Physicia Skj 1i) ne | Outpatient lnpatien&

01. Chlorthalidone . . ¢ ﬂ 6 ¢ 5 d @1 )

02. Spironolactone ) o o o o o o o B’ o

03. Reserpine ..... o o o N o - O o % - / {b -

04. Regroton ....... o o o / l ? o o 9 - ’8 o /4, o

05. Methyidopa ...\ o o o / / / o o o o o ¢2 C

06. Hydralazine .... - o o /jl g o o Dllj o #)o /ﬂ C

07. Guanethidine o 0 ol// o o o 227 FEEEDE ) i

08. Potassium Chlori -@ o o o o - d rl o o “{D
9. Other’.‘i”.‘_'u.t o o I, q o o o o £ - g / -
@ 0.Q Other L L] o o 12 0 o g 3‘ - q o / ' )
@ 1N Other ° 3 o - I o g - ﬁ g @ o ”F

Was drug discontinued as part of Step-Down?
Yes l‘l No ‘-
'q(gmment Required:
(@ Oonumn 150\
|z Corumont AN
0= Qlonk X_
11/1/75 HP22/4



F. REPORT OF ADVERSE REACTION

Specify nature and severity of reaction below.

Date of Onset of First Symptoms:

Note: Use line number from Section E. \

Month

@

Day Year

&7 464

6364 1 1%

Reaction //N re Suspected Medication(s) Comments
A @) ¢ | 2 |8 @00 Bien o
2. ArhYtAMIES « v eeveeeeeeereeneinannnn, @I ("q o o o @Z&%@/&Z Mo 3
3. TachyCardia ............cccoveeeenn. ... 171 = o o (1 Hne /%' youeds ‘1\ Mta_
4. Bradycardia «..............uueeeeisn ens / 78 a) o o [j2 ,77 187 /&> mathm - Punch
5. Palpitations .........oovveeeevnnnns . Nodonns / 85’ o o o 2 i 2 / ff‘} “ e w
6. HYPOENSION .o vvvveeeeiiineeeinnnee et / qz a a o (15 3| /. //7 7 ﬂﬂ Mllm
7. Orthostatic Hypotgnsion .............. @147 o m] a (43 Ml% mi‘.!!!! fred i F
8. Other: ‘lq' @Zﬂb 21 g o o @m 972/ _
° 1. PepticUICEr ... ....uevueeeennnsns @M | o o o P?/ @fzg E,f: .
2. Upper GI distress (nausea and vomiting~gastrifis, .
epigastric distress, etc.) ............... ﬁl‘ a) o o @ﬁ @ﬂ‘{@f’ 7 (LO‘J‘LM
3. DIarrhea ...........coceeeveeunnnnn., (8)..24| o o o '; 13; . 7.58
4. GIbleeding ............ueevennennn.s. 23(( o o o ] [
5. Abnormal liver functiontests .......... . .. 245 a a a ﬁ 66 ) kil \ '
6. Other:{@ 250 @ piy O o m| ' /A
s e O 2 0| o |o
2. Anhralgla@ﬁzlﬂ(e o o o
3. MUSCIECIaMPINg . ..o e 213 o u) w
4. Other: 1. @ 2¥0 Bl o o )
T o amrone oo ®@ 2% o | o |o
o T2 o | o o
3. Flu-likesyndrome ................... 50/ ... 03| ¢ o o
4. Otherallergic reactfon: 31’ 0] 3” O | O
5. Otherimmunologi;:i: @ 3§ @ ;91(‘ o o o
s & %7
2. Nasalstuffiness.......................;@.:33. | o w w




Reaction

/-\\Sovero Modey_

Suspected Medication(s)

Comments

7= D -
se’(1l".a:mpotenceorinabilityto maintain erection @34& ¢ A 5 - ‘I‘ 7 @W
2. Retrogradeejaculation.................. @ . 34q (m] m] (m} 3 q l
3. Decreasedlibidg . ...................... @ Bly o o o 2o o
4. Other: _ 303 @ 5&4‘ o o o B j J
Neuro-psychiatric @
1. DEPresSSioN ...c.vvvererrereeneinennne e, 5/& m} O o Y %ggw
2. Nightmares or disturbed sleeping habits . @ 3ﬂ a ] a r 4«50
3. PSychoSis ......coviiiiiiiiiiiiii i 58 lP m] 0 (m]
4. Numbnessorparesthesias ............... 5 .. 515 O a [m] e
5. Syncope, dizzinessorfainting ........... N, . a [m] (m} 7
6. Visualdifficulties ...............oooi0n 0 =y m] m] (m] |
7. Headache ............ccovvinvinin 700 ] (m] (m] |
8. Lethargy, malaise, fatigue ................ a m] m]
9. Drowsiness ...........cciviiinininni s 280 O u] (m]
10. Weakness ..........ooviiiniiniinnennes @435' u] m] 0
11. Other: % @ 447 @ H#3 o o )
. —
Endocrine-Metabolic
1. Hypokalemia ........................ @ 45‘ ] O (m] @
2. Hyperkalemia ........................ @ 498 | o n] u] Qokinre
3. Hyperuricemia ..........c.occuvuunne. @ %§ (m} O o (# 4 14710[' 5/8‘
4. Clinicalgout .........coviviiiiiiinensd m] m] ] (. Z'ﬁ R
5. Hyperglycemia .................ouuuu o o u} B0fz0) 47 7 - Jg
6. Diabetic ketoacidosis u] m] O / iz ,_ '
7. Gynecomastia or breasttenderness ......5x<. .. 4q 5 a m] u] @%‘; @ﬁ
8. Menstrualirregularities ................ @ . bﬁo (m] a m} I 5012 33 Di 3
9. Other:g\ @ 501 @ 508 o o o @I g"z 5! '
e Dl 5 | o ko
2 omer-9 @57-5 @ 52¢ a 5b
- Other: y 31
e %% £32-533 @sadl o | o |o CLAp
o & 5y -4y 843 o | o |o T
3. ?: ] 55D -55 | @551 O ) m]
11/1/75 HP22/6



G. CASE HISTORY OUTLINE — ADVERSE REACTION

Center Name

Predominant Symptom(s)

(i) Baseline Blood Pressure: Home

(ii) Pertinent Baseline Findings

(iii) History and Physical Findings Pertinent to Adverse Reaction

Participant Program Number (Do not include name)

Clinic —

Suspected Drug(s)

(iv) Laboratory Findings Pertinent to Adverse Reaction (Include ECG and X-ray)

(v) Treatment History: Brief Outline of previous treatment and visits pertinent to adverse reaction. All previous adverse reactions should be noted.

Date

BP

Drug Regimen*

Comments

(vi) Summary and Plan for Follow-Up and Further Comments

Physician

*Regimen prescribed on that date.

LA a 0on



Medication Coding on HP22
Fields 11, 13, 22, 24, 78, and 82 are coded as follows:

1) if the drug is an antihypertensive drug, the alpha code is used
for the drug. e.g.: A

2) if the drug is a non-antihypertensive drug, the alpha code is
preceeded by the letter Y, e.g.: YA

This coding scheme is necessary since both antihypertensive and non-anti-
hypertensive drug codes can appear in fields mentioned above.
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