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.Proposal for Clinical Iﬁveutigation. The effects of ﬁerhcxilina nalaata B '1#{

- upon Teglonal wmyocardial perfusion and the extent of tranaient myocardial «. - 1°

T “dgchemix as asuesscd by potassium-43 myocardial parfuaion imaging, J:Q
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Pa'haxiline malaate has been damonatrated to be effectivo in reducing
- Tha mech—

1..
tha frequency and meverity of exarcise induced angina pectoris.
anism of action of this agent is unclear.

\g:ﬁr
A conasideration for moda of "’1”
action 1s that the drug reduces myocardial ischemia when a given stress "
is imposed on the heart, rather than acting by raducing myocardial oxygen ° "

demands at a given work load as is tha case with currently available

. agents,  Myocardial perfusion scanning with potsaasium-43 allows identifi-
" cation of wyocardial fschemia and measursment of the extant of myocardial
ischemia during angina pectoris. " Tha research protococl herein submitted -
is dealgned to investigate the effsctivensss and moda of action of parhex— CP--
ilina maleats by, {a) poaitively identifying test subiecta as having myo- e
cardial 1schemia by performing exercisa potassium-43 myocardial perfusicm e
scans, (b} assessing the effect of tha drug on tha subjects exercisa capa- %%,
city by quantitative treadmill exercise testing, and (c) aasassing tha s
effact of the drug on the extent of regional myccardial iachemia by potas-~ et
gium—43 myocardial parfusion scans, Perhex!line maleata has been shown to
te a mafa agent in animal studiea and in use In a large number of human
aubjects during previocus FPhase II investigationa.‘ :

- 24 Bibliography is attached.x Ho previoua studies similar to tha cna here

proposad havn been accomplished,™ PRSI, h ) :,
g A .r-w,u.ﬁ‘" BT o7 o

3. Technical approach‘ ‘Sea attached protocol. Treadmill exercige test-
ing 23 utilized {n this study is a standard test used both for ecreening
large populations for evidence of ischemic heart disease, and for functional
evaluation of patients with known corcenary heart disease, It has been .
routinely used in determining the responsa of patientsa to therapeutic man-
euvera. A physician is always in diract supervision of tha exercise test
and all required emergency equipment is on hand, The radiation dose ra-
ceived in potassium—43 myocardial ecanning is well within acceptable diag-
nostic limits, even with multiple studies being accomplished, oo

\‘ :’"

4, Equipment and supplies: All equipment necessary for completion of
this study is on hand, All required expendabls supplies related ta tha
conduct of this study will be provided directly by Herrell-Nat‘onal Labor- TR

atories, the developers of perhexiline malenta.
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S. Investigaticn Schedule... L RN Qi' o ‘ ' .
a, Investigation will begin as soon as approval of this protocol 13
cracelved,” o as B S -— Y .

b.A Total duration of tho 1nveutigation will ba upprOximataly ninn‘%




[

c. Sea protocol for individual patient tine ‘schedula. L
d.  Completion is knticipated by Juna 1974, Delay in approval is
@+ the primary factor which may iafluence completion data.
6. Voluntsers for this {avestigation will be fully 4nformed of the purpose,
patura, and possibla adverss affacta of tha study, as per ATR 1569-8.
' "Consent of Volunteer" fora is attached. ' -

 om'p ot 1S

7. FDA form FD-1572 is attached.™”
8. " Parsonzel Data: . S B S
‘' &, MHedical Center Compandar:s Brigadier Caneral Evan W. Schear, . = 7%
, " b Inovestigator: ' Lt Colonel M. D. Flamm, USAY®, MC . S )
~ Associate Investigatorsi ' Colonel R.. L. McGowan, USAY, MC Lok
SN e . ‘Colonel W. D. Harztin, USA¥, MC ' - - 7 ¢
' S Lt Colomel L. P, Xoop, USAP, MC
Major B. L. Zarel, UsAR, MC
o mht ‘Major S..L. Savran, USAF, MC
R Lo : ' i Magter Sergeant H. P. Wells, USAT

"e. ‘Principal {nvestigators curriculum vitae aTe attached.
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9, " Manpower: _ N .
Lt Colonel AFSC ‘T9386C © 50 hours off duty tima
Colonel . ATSC . T9386C 50 hours off duty time
Colonel .~ - AFSC - W93B5R .. 30 hours off dury time
Major I AFSC 1.9386C - 20 hours off duty time e
Lt Colonel!™: AFSC s 9386 1. ¥ 20 hours off duty time Ui T
"Major ¢ "> AFSC ¢-.9386 <" 50 houra off duty time . ' | T |
' Master.Sgt i\ AFSC 90970 3.1 30 houra duty time, 60 hours off duty tims
: Sergeant,.,'{:f "AFSC c x> §0 hours R e
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Chief, Cardiology Sectlon . <+ 7o -* AU Py Bibliography
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4. FDA for FD-1572

5, Curriculum Vitaa (&)

JR., LT COL, USAT,




