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R C C ~ S - L  fcr rlegotiation of a Supple&nt to contract NO. 
DAl6-035-MlC-J.26(A), Titled "Tlxreshald~ Doses i n  Humans", 
R ~ ~ U C S  t NO 1 5 - ~ ~ - 8 .  

SIW-RMA 

!%&!~&/lb 
D i r ,  Procuremnt & Pmduction Research Labs 
A"N: RB9 Procurement Div 

It is requastecl t ha t  subject contract with the University of Pennsylvania 
be extxmded for  sJX mnths from 3. llovember 1967, a t  an es.ti&ted additional cost  of 
$30,0C6 .GO, chegeable t o  Pro3ec.t Bo e lC52230U~G79-06 (Non-Defense k d i c a l  Aspects 
of Chemical & e n h  -.Genere1 Investigations), Cost Center 505. A Government esti- 
mate of costs is inclosed. 

A- 
TO FROM . OATE p - v  

1. 

2. Work supported b j r  t h i s  ccn+,ract i s  of 6. continuing nature and additional 
e f for t  i s  Just i f ied by the requircoents  o f  the SroJect and the resu l t s  obtained thus 
far. 

a. During the past &-er, -&E coxbrmtor 1izs determined the intravenous 
MED50 f o r  CAR 3W2I.2, CAR 3O2282, and  CAI? 3C2668. Follow-up laboratory tests on 
subjects who received these co~pcm~?.o trere gxfoswod t o  determine acute toxicity,  
if any, a t  the doses tes ted.  TJO s p c i a l  s%udiec irere perfarmed using Ditran and 
atropine. Other studies were mile on the dei-i.atologic,cal prutectioh of humane to 
an t i - r io t  agents. 

b. During the next p r i o d  it i s  anticipstoa that  MED studies will be 

Other spccid.  studies rill be performed as requested 
conpleted on 3 o r  IC new compounds. Zie dei-nsztological protect  Z0 on sagainst an t i -  
r i o t  agents w i l l  continue. 
by Bkdical Research Laboratory. 

3. The scope of the work vi11 r e m i n  Ui3 s a m .  There is no change i n  the 
number and f o m t  of the monthly ~ O Z ~ J Z G  reprts .  
w i l l  bc prepzed i n  accordance v i t h  EA r'GuXation 335-2. Forty-eight copies (48) 
are required and w i l l  be distribwt.cd as follows: 

wood Arsenal, Maryland, 21010, ATDJ: Contract Project Officer (by nam and depart- 
ment). 

. 
A!CTN: !PISIR, Cameron Station, 5010 Ihtlra Street, Alexandria, Virgihia 22314. 

The Annual Comprehensive Report 

a. 'Ikenty-eight (28) copies t o  the Director, Research Laboratories, Mge- 

b. 'Ikenty (20) copies t o  the Defense Docwimtation Center Headqu&ters, 

No comprehensive mports w i l l  be distributed u n t i l  after a d r a f t  has been approved 
by the Contract Project Officer md.returned t o  the contractor. 

4. The present contractor should be considered as a siwle source. !Ibis is 
jus t i f ied  f o r  the following reasons: 

a. The present contractor has assexbled and trained a staff f o r  the 
pcrformance of the type studies required. Past experience has demonstrated tha t  
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SMUEA-RMA 
SUi3JECT: 

12 t o  18 months would be required for another contractor t o  attain a similar s t a t u s .  

subjects for long..tsm studies. 
emphasized by the m m n t  contractor's rejection experience of Sdp. 

Request f o r  Negotiatior: of a Supplement t o  Contract No. DAl8-035-~MC-l26(~), 
Titled "'Phresholii Doses in F t s " ,  Eequest No. 12-m-8. 

b. A large pool of Volunteers must be available for selection of suitable 
me di f f icu l ty  i n  finding suitable volunteers is 

c. The pr incipal  investigator, D r .  Albert Kligman, is outstanding i n  his 
field, dermstobgy, and has the z!edicbl m.d adninistrative abi l i ty  and desire t o  
manage t he  c f i n i c d  investigative progmm required. 

d. Considering the mqer  do l l a r  vaiue of the contract and short duration, 
it is i n  the best inbrast of the Govemmsnt t o  re ta in  the present contractor. 

5. A new Security Requirements Check L i s t  and Patent Rights Check L i s t  are 
inclcsed . 

5 Incls  
1. Govt Est of Costs (6 cys) ab* 
2. Security Rqmts Check L i s t  (6 cys) 
3. Patent Rights Check L i s t  (6 cys) 

5. DD Form 1423 (6 cys) 

f 

4. DA F o ~  3149-R (6 C ~ S )  I 
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9. GOVI3RNMENT ESTIMATE OF COSTS: 

- 
? 

..... 
*- 

(For S i x  Month) 

A. Materials . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ 1,000.00 

B. Labor 

1. knufacturing or shop labor 
?os. k-s. a t  per hr. . .  $ 
Pos . hrs. a t  per hr. . .  $ 
Pos . hrs. a t  per hr. . .  $ 

Prin Invsst Pos. 250 hrs. a t -  -0- per hr .  . .  $ -0- 
Xed Officer Pos. 250 hrs. a t  th.00 per h r .  . .  $ 1,500.00 
Psychologist . .  
Psychiatric Tech 2000 

?.ledicol Tech  Pos. 2000 I V R .  a t  $2 .CO per hr. . .  $ 4,000.00 
Pharzxicol Techn POS. LCOO hrs. at$2.00 per kr. . .  $ 2.000.00 
Lab Supervisor PoS. 250 hrs. atB.53 ;?er h r .  . .  $ 1.125.00 

fi- 

I. 

%tal . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $13,875.00 . .  

C. OVERHEAD (When actual r a t e s  are known,. use such ra tes .  
and Res. Ins t .  usually apply one r a t e  t o  all classes of labor) 

150$ of Item B. 1. . . . . . . . . . . . . . . . .  $ 
90s of Item B. 2. . . . . . . . . . . . . . . . .  $ 

505 :@€&of Item B. 3. . . . . . . . . . . . . . . . .  $ 6,937 . 00 

Univ. 

, 
i 

T o t a l .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ 6,937.00 
i 
j D. Other d i rec t  costs 

1. 

2. Travel 

4. Other ,(TO&W*eX qOs.ts.) . . . . .  .' . . . . .  

Special equipment and/or s2ecia.l. f a c i l i t i e s  
(Specify) . . . . . . . . . . . . . . . . . .  $ -0- . . . . . . . . . . . . . . . . . . .  00.00 

3. Communication . .( Repoxts) . . . . . . . . . .  I,&. 
T o t a l .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  $ 8,100.00 . 

E. Consultation costs &YS I 
A t  $9 t o  $100 per day . . . . . . . . . . . . . . . . . . . . . .  $ -0- 

lo$ of Items A thru E inclusive . . . . . . . . . . . . . . . . . .  $ 

1 

I 

F . GENERAL & ADMINISatATNE MQENSE (N/A t o  Univ. & Res. Ins t .  ) 
-0- 

G. Total A thru F . . . . . . . . . . . . . . . . . . . . . . . . .  $ak912.00 

iI. FEZ (8$ of  Item G) (N/A t o  Universities, e tc . )  . . . . . . . . . .  $ -0- 

I. Contingency . . . . . . . . . . . . . . . . . . . . . . . . . .  ' $88,00 

J. Estimate for Fiscal Purpcscs . . . . . . . . . . . . . . . . . . .  $&OoO.OO 



See Sectlnn 11, I n r l i i ~ t r l a l  Securlfy M ~ u a l  lor 

SECURITY CLASSIFICATION SPECIFICATION FOR CONTRACTS J a f e w r d l n O  C ~ ~ * ~ l ~ l e d ' n ' o ~ a t l o n  

(Used in Licu of DD Form 254) D A T B P R E P A A E O  

18 September 1967 
1. NAME AND ADDRESS O F  CONTRACTOR 2. PRIME CONTRACT NUMBER 

P v s t e e s  of The University of Pennsylvania 

Philadelphia 4, Pennsylvania N I A  

D~1.8-035-~~c-126 (A) 
3400 walnut Street 3. SUBCONTRACT NUMBER 

1. G E N E R A L  IDENTIF ICATION O F  T H E  PROCUREMENT FOR WHICH THIS CHECK L IST  A P P L I E X f f  clameifled, complete 
t h i ~  Item by mparste correrpondence) 

"Threshold Doses in Humans'I. 

5. THIS SPECIF ICATION IS: 

A. ORIGINAL ASSIGNMENT FOR: 
( 1 )  PRIME C O N T R A C T  

I (2) S U B C O N T R A C T  

x E. REVISED ASSIGNMENT 

C. . F I N A L  ASSIGNMENT 

6. SECURITY REQUIREMENTS CHECK L I S T  FOR SUBCON- 
TRACTING FROM THIS [iz1 PRIME CONTRACT 0 SUB- 
CONTRACT W I L L  BE APPROVED BY: 

A .  USER AGENCY O E S I O M E E  

DA, Director of Procurement & Production 
e. ADDRESS 

mgewood Arseml, mryland 21010 

9. 

D A T E  OF ASSIGNMENT 

18 September 1967 

1 .  NAME AND ADDRESS O F  COGNIZANT SECURITY O F F I C E  

DCASR - Philadelphia 
2800 south 20th street 
Philadelphia, Pennsylvania 19101 

8 .  DEFENSE DOCUMENTATION C E N T E R  SERVICES MAY B E  
REQUESTED 

a. A c c e s s  to or generation of c lass i f ied  information a t  the U N C ~ ~ I E D  
performance of th i s  contract. Therefore, th i s  is a "classified contract" as the  term is used  in security 

leve l  will occur in the  

regulations. 
b. Information obtained and/or reproducedas a result of such access sha l l  be marked and protected in 

accordance with the  classification assigned. 
C. Proposed publicity r e l eases  sha l l  be submitted for approval priorto re lease  to: Cmtmt- Officer, 
Directorate o f  Procurement &Production, Edg ewood Arsenal, Mary land 21010 

(O f f i ce  To Which P u b l i c  Reloares Should Be Submltted) 

IO.  D A T A  SPECIFICATIONS OR REMARKS 

a. A l l  arspects of this contract are UNCLASSIFIED. mere will be no classified 
material generated duribg the performance of this contract; nor w i l l  there 
be any classified material stored a t  the contractor's faei l i ty .  

b. %ere w i l l  be no subcontracts awarded. 

C .  Contract Request No. 15-RM-8. 

11. NAME AND ADD'RESS OF CONTRACTING ACTIVITY I 12. SlGNATURE(C0ntracting Offlcer'B Repre r~ t~ ta t lVO)  

Of Procurement ' Production B. N. SCBWAEITZ, CPT, Ml, Clin Rsch Dept 
Mdical Research Lab, Research Labs I BQewood Arsenal, Maryland 21010 

I 

13. DISTRIBUTION OF COPIES 
0 PRIME C O N T R A C T O R  0 C O G N I Z A N T  S E C U R I T Y  O F F I C E  0 D I R E C T O R .  FBI .  WASW., 0. C .  0 S U B C O N T R A C T O R  

0 A O O l T l O N ~ L  D ISTRIBUTION:  



Patent  Rights Checkl i s t  

P a r t  I 

Request for Negotiation of SuppLmbnt to Contract No. 

Request No. 15-RM-8. 
Procurement I d e n t i f i c a t i o n :  DA18-035-~~&E6(A), Titled "Threehold W e e  in Humans", 

No - Yes 

.,* 
! A.  

develop o r  improve products  or  processes:  
Is i t  a p r i n c i p a l  purpose of t h e  con t r ac t  t o  c r e a t e ,  

1. 

2. 

o m  intended f o r  commercial u s e  by t h e  genera l  publ ic?  

which w i l l  be required f o r  c i v i l i a n  use  by govern- 
mental regula t ions?  

o m  

B. Is a p r i n c i p a l  purpose of t h e  con t r ac t  d i r e c t l y  
concerned wi th  t h e  pub l i c  h e a l t h  o r  publ ic  welfare  (e.g. 

modif icat ion o r  c o n t r o l ,  e t c . )  ( N o t  l imited t o  items of 
only m i l i t a r y  app l i ca t ion )  

4 
! 

m a  
drugs,  medical instruments ,  water d e s a l i n i z a t i o n ,  weather 

C. 
technology 

1. 

Is t h e  con t r ac t  concerned wi th  a f i e l d  of science or 

i n  which there has been l i t t l e  s i g n i f i c a n t  
experience except f o r  work funded by the  Government? 

u r n  
o m  2. where t he  Government has been the  p r i n c i p a l  

developer i n  t h e  f i e l d ?  

If par t  1. o r  2. i s  answered I t  Y e s ,  I t  

3. would the  con t r ac to r  be l i k e l y  t o  obta in  a prefer red  
o r  dominant commercial p o s i t i o n  i n  the  f i e l d  i f  he were 
permitted t o  acqui re  t i t l e  t o  h i s  invent ion? 

n o  

D. W i l l  t he  s e r v i c e s  of t he  con t r ac to r  be: 

1. f o r  the  opera t ion  of a Government-owned research 
o r  production f a c i l i t y ,  where experimental ,  developmental 
o r  research work are t o  be performed? 

2. f o r  coord ina t ing  and d i r e c t i n g a t h e  work of o the r  
cont rac tors?  

, 1 3Yar 66 
-EA Form 1465 (Page 1 of 2 pages) Replaces SMUEA-C Form 3, 3 Jan 66, 

which i s  obsolete. 
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E. 
or development work involv ing:  

I s  the  contract  concerned with experimental, research 

1. work outs ide  t h e  U.S., i t s  possess ions  or Puerto 
Ri co? 

2. Atomic Energy? 

3.  NASA funding? 

4. Space? 

Patent Rights ( T i t l e )  - ASPR 9-107.5(a) n 
Further Action Necessary 

Scope Examined 

n 
U 

Couns e 1 Date 

: 

i 

! j  
! !  

. .'3 

Contracting Officer Date - 

Page 2 of 2 pages) Replaces SldlJEA-C Form 3 ,  3 Jan 66, 
which i s  obso le te .  

a 
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TITLE 

TECHNICAL REPORTS 
~~ 

USE 
!Be technical report is a formal document describing 

the precise nature! snd results of technical. effort expended 
in completing the contract objectives. These reports apply 
to  the field8 of basic research, exploratory development, 
engineering development, test and evaluation of materials, 
e q u i p n t ,  processes, etc. 
evaluate the progress or t o  determine the technical merit 
of the i t e m  being developed. Ihe report may be concerned 
w i t h  a cnarplete s y s t e m ,  coqponent, or a particular aspect 
of the system. 

~ ~ 

This type report is used to  

INTERRELATIONSHIP 

?REPARATION INFORMATION 

05-005 

DATE 

OFFICE OF PRIMARY 
18 SeP 1967 

RESPONSIBILITY 

DDC REQUIRED 

REFERENCES (AuTnoal TI 

REGULATION. ETC. )  

1. Document by means of a technical report i n  accordance w i t h  AR 70-31 the 
results of significant 
Special emphasis w i l l  be given to  document the results of all significant basic 
research or clcploratory developlment which was accomplished in  kwfilling .the 
contract objectives. 'Significant informtion is defined as all findings result- 
ing from effort  accomplished during the reporting period relative t o  statements 
of technical work requirernexrts in the con%ract. 

efforts accomplished during contract performance. 

2. 
a minimum, the following information: 

Each monthly report, in the contractor's choice of format, w i l l  contain 88 

a. Nature of the work in progress. 
b. Significant achievements during the period. 
c. D i f f i c u l t f e s  being encountered. 
d. Plan$ fo r  the following period. 

3. Each annual report, in the format prescribed by EA Regulation 335-2, will 
contain the following basic information as applicable, sufficient t o  properly 
document the xxsults and/or progress of the technical effort  performed: 

a. Aims and objectives. 
b. 
c. 
d. 

e. 
f. 
g. 

Positive and negative results of effort supported by significant data. 
Problems encuuntered and their  solution. 
Reference used in support of data (publications, lectures, conferences, 

Calculations requlTed for complete definition. 
Tables and charts of results and significant data. 
Other applicable data and calculation generated in the program. 

reporn, etc.) 

DATA ITEM PAGE 1 01 2 p m s  
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t l T L E  

f 
NUMBER 

SSE 

INTERRELATIONSHIP 

DATE 

OFFICE OF PRIMARY 
RESPONSIBILITY 

__ 
DOC REQUIRED 

REFERENCES (Aurrcori TI 

RLGULATION.  ETC. )  

PREPARAT I OM I NFORMAT I OM 
h. 
i. 

3. 
k. 

Photographs, drawings, etc. as required for adequate description. 
Presentation of the logical conclusions resulting from analysis and f U l  

Recommendations based upon substastiat- data or those logically derived 

Surrmary of work contentplated in the next applicable report% period. 

technical evaluation of the factual data accmuhted during the program. 

fYom the results accomrplished or from the enalytical conclusions. 

4. Reports as required will be limited to  the following: 

Re rts: Definitive information on specific aspect8 of the 
work a. being ==%is- perf rather than a conplete resrmre of all aspects of work 
cd.led fo r  under the contract. 

b. A n n u a l C o q g m  henaive Report: A canplete and comprehensive re8\m~3 of all 
work accomplished during the period covered, but not t o  duplicate detailed 
Bccomplishmente furnished in previous annual reports. 
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