
ARM1 341  21 4.004 

MEDDH-ELM 6 Apr i l  1964 

L t .  Colonel Marion E. McDovell, MC 
cornnand ing 
U.S. A m y  Hedical Research and Nu t r i t i on  Laboratory 
F i t z s inons  General Hospi ta l  
Denver, Colorado, 80240 

Dear Mac: 

For what it nay be w r t h ,  Preventive Medicine Divis ion has  requested 

AEC t o  approve t h e  use of  i so topes  away from MRNL and FGB. 

Sincerely,  

1 Inc l  
L t r  d td  27 Har 64 

I C P / r b  

I R V I N  C. PLOlJGH 
L t .  Colonel, MC 
Chief,  Medical 
Research Branch 
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(See page 2) 

9:agnosir of  thy ro id  func t ion  and thyro id  scnnning. 
cardiae condi t lona  and tbyroid c l r c i m ~ .  

- . . __ --- 
Treatosnt of hyperthyroidism, 

', Determination of p l a rna  volrmrs d card iac  output .  Cardiac rcdnning. I a c a l i z o t i o n  
.. of brain tumrrr. Performnce  of plrcento~raw.  
. _IS?FJ?%L2i\. - ?_ . - - 

' Unlaw o0harwba r p s b i I 4  tbs a~thdzed W d ir the ueenror'r CddPtM atatad in Itam 2 above. v' 

h e  l i c e m e a  s:uii e i q i j  t i r h  L;ir pxc~v:zi;:: cE Title IC, ?:rt 29, Sod. nt Fed?:*? 
3.cguIation8, Chapter 1, "Standdardr For Protec t ion  Againat Radiation." 

3yproduct uaeeri.1 shell bs .wed by. or  undf r the  superv i r ion  o f ,  ind iv idua ls  
designated by the PitzoimPas c2nerni  Hospital  and U,S .  
'iotrCtLou khra tory  Bndioisotope Committea. 

L:;r*roduct Praterial rha l l  not be used i n  h m n s  u n t i l  i t s  p h a r w c e u t i c a l  q u n l i t y  and 
r'b ray  have baen e s t a b l i s h e d .  

CONDITIONS 

, 

. .  
; .' 

Wdic.1 Research m d  

! ' 

,., , I  A .  ? . x h  sea led  source containing byproduct nlntcrial. other than Hydrogen 3, with L 
: lalf- l iFe g r e a t e r  than thirty days and in any form o t h a r  than g u  shell be t ee t cd  
f o r  leakage and/or  contamination or intervals not t o  exceed rix wnths. In  the  
abaeEce of a c e r t i f i c a t e  fsom JI CrwParor  iodicatlng tbt a t c i t  &I# been made 
sFX months p r i o r  t o  tb transfez, the maled aoa~rce sbdl wt be put i n t o  uIc u n t i l  
rested. 
:C.>nt Lnmd) - ___- . . - - - . - 
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7 U. S. ATOMJC ENERGY COMMISSION 

BYPRODUCT MATBRIAL LICFXSE 
Supplementary Shwt 

{uthorized use continued 
: Lkterwination o f  r e n a l  func t ion .  
2 .  Dettrmination o f  l iver func t ion .  Liver scanning. 
E .  Determination of fat abrorption. 
P .  DecermirUtion of liver and ga l lb l adde r  func t ion .  
- .  Ceterrni.utioa of  p r o t e i n  l o r s .  Brain scanning. 
0 .  Geierminat h i '  of t?xr ,x lz t  Wriicwr 
1. Diagcoais of  thyroid func t ion  and thyro id  scanning. 
J. Determination of p l a a m  V O L U P L ) ~ .  
<. Lkterminatfon of  r e n a l  func t ion .  
!,. ~ e t e r m i n a t i o n  of liver func t ion .  

h .  Lkztermirution of l i v e r  and ga l lb l adde r  func t ion .  
ci. @.?termination of thyroxine turnover .  
P. p o r t r n t  of p lycy thcmia  vera ,  leukemia, and bone metastanem. 
? .  I n t r a c a v i t w y  treatwnt of  o r l i g n a n t  e f fus ions .  

'* I n t r a c a v i t a r y  t reatment  of  raeliguant e f f u s i o n s .  I n a t e r r t i t f a 1  treatr_sr. t  o f  Frcstate 

';. Betern innt ion  of red c e l l  mrso, red cel! su rv iva l  t he ,  and gas t ro in t e s t i : d :  

I?. ih2ttrNiMtioll O f  f a t  absorpt ion.  

c a r c  iaoc'n. Liver scanning. 

b leeding .  Spleen scanning. 
Diagnosis o f  perniciou3 anemia. 
DLagnonie of pernicious anemia. 

' Determination of iron turnover .  
;.' Kidney and bra in  scannfn:. 
X .  .Kidney and b r a i n  scannfnc.  
'?. %?termination of t o t a l  body m t e r .  
7 .  Derermination of  t o t a l  exchangeable sodium. 

A*. :%mcreatic acanning. 
"R De'. .er-inat ion n E  pu! --,nary fkliiri:.i 'm. 

P,mr r:,:mning. 

uborcl tory research  i n v i t ~ ~ ~ ~  : LII; III l c i r2 i  i , i ~ i ~ ~ t : j .  

'!,> i'rcntr:.ent o f  s u p e r f i c i a l  e:;\! c o : i ~ V t j n i i : ; .  

_. . ._I__. .  __-_. ~ ...._ ~ ~- . . . .  ~ ~ . - 

-..'ition 14 coi;tinued 

t 'fhe t e s t  s h a l l  be capable of de t ec t ing  t h e  presence of 0.005 microcurie  of 
r ad ioac t ive  ma te r i a l  on t h e  test sample. The t e s t  sample a h a l l  be token from the 
scaled source C Y  from the  su r faces  of thc  device i n  which the sea i ed  source is 
pcrcanent ly  r.lounted or stored on which one might expect contamination t o  accumula 
.<rcords of leak t e a t  results shal l  be kept  in un i t a  of microcuries  and maintained 
far inspec t ion  by the  Cowissfon. 

(See paye 4) 

i 
L- - e. C . " .  , . , 



U. S. ATOMIC ENEP.SY COMMISSION 
WPRODUCT M4TERIAL LICENSE 

Supplewcrirsry Sheet 

PageL.ofL->. .Pa .qe i  
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I i t i c n  I $  continued 

I.’, ! . I f  tlic t c s t  r evea l s  the  pre ience  of 0.005 microcurie o r  -re af  rronvable 
co.>tamination, the  l i censee  shall imredia te ly  withdraw t h e  sea l ed  source from bye 
a.,d s h a l ,  ceuse it t o  be decontaminate6 and repa i red  or t o  be di tposed of l n  
iiLcori :;IC,- w i t h  Con.dss ion  rtp,:i letj . ,rs ,\ r e j n r t  shall be f i l e d  within i i.~c 
i!ayti ,- C:IC cebt  \ i t c h  ttic Lllrector,  D i v i s i o n  of L i c e m i n e  and Kegdlation, ! I .> 

:?to.Lc i;ii.crsy Cotmission, Washingtcn 2 5 ,  D. C., desc r ib ing  t h e  rqliipncnt invc:vc?d, 
the t e s t  r e s u l t s  ai(! Llie c o r r e c t i v e  2,;rion taken.  A copy of  BUC:I rcport s h l 1  
~ 1 3 0  be sci?C t o  the  Direc tor ,  Region IV, Division of Complio,xc, USAEC, ’ . t 
k x  ~52.56, &m?:  ‘ 5 ,  Colrrar’o. 

’ 5 .  h y ( r o < ! u c i  u.i:erfal designated i n  Items ‘ * . : ; E . ,  ?.BE., m d  8.E6. a h s l l  not  be w e d  
i t .  iumans. 

i k c r p t  as  s p e c i f i c a l l y  provided otherwlse by this license, the licensee shall pos;esr 
u;id usc byproduct ma te r i a l  dercr ibed  i n  Items 6 ,  7 and 8 of t h i s  1fcen.e i n  
accordance with statements, rep to ienca t ions  and procedures contained in app l i ca t i zn  
doted DccemLer 6 ,  1963. 

:5 



MEDDH-RM (19 Dec 6 3 )  1 s t  Ind 
SUBJECT: Request f o r  xpproval t o  Use Xadioisotope Tracers i n  Volunteers 

SQ, US Army Medical RhD Command, Dx, CTSG, Washington, D . C .  

TO: Commanding O f f i c e r ,  U . S .  Army Medical  Research and Nutr i t ion  

20315 :8,kF 2 

Laboratory, Fitzsimons General Hospi ta l ,  ATTN: W E N - C O ,  Denver, 
Colorado 80240 

Subject request  i s  granted approval per  the at tached memo from tke 
Secretary of the  t i r ay .  

1 Inc l  
ud 1 i n c l  
Added 1 i n c l  

Brigadier General,  HC / Corshlnding 



DEPARTMENT OF THE ARMY 
WASHINGTON 25 ,  D.C. 

MEMORANDUM WB: CHIEF OF STAFF, UNITED STATES AMiY 

SUBTECT: Request for  Approval t o  UEe Radioisotope Tracers 
i n  Volunteers 

Approval is granted for  the use of radioact ive  i sotopes  
as  tracers  in volunteer human subjec t s  o f  research i n  
conformance with the protocol aubaitted t o  The Surgeon 
Gemrol, by l e t t e r  E ( E D F 3 4 ,  U .  6. Army Medical ReEearch 
and NutriLion Lah;atory,  Pitzsimona General Hospi ta l ,  Denver, 
Colorado, subject  as  above, dated 19 December 1963.  

Secretary o? t h e  LmY 



U. S. ARMY MEDICAL RESEARCH AND NUTRITION LABORATORY 

FITZSIMONS GENERAL HOSPITAL 

DENVER 56. COLORADO 80240 

IN R E P L Y  R E F E R  TO: 

FIEDEN-CO 19  December 1963 

SUBJECT: Request  f o r  Approval t o  Use R a d i o i s o t o p e  T r a c e r s  i n  V o l u n t e e r s  

m: Commanding General  
U. S. Amy Medical Research 

and Developnent C m n d  
ATTN: C h i e f ,  Medical Research Branch 
O f f i c e  o f  The S u r g e o n  General  
Department of t h e  Army 
Washington, D.  C .  20315 

1. Enclosed are  c a p i e s  o f  a Request  f o r  Approval €07 Humar. Use 
of R a d i o i s q t o p e s  i n  T r a c e r  knaunts  i n  V o l u n t e e r  Experi;;er.:ai Research 
Sub j e c  t s .  

2 .  E i g h t  c o p i e s  of the r e q u e s t  are f u r n i s h e d  t o  f a c i l i t a t e  ea r l : ,  
p r o c e s s i n g ,  however,  on ly  t h r e e  copies  are prov ided  w i t h  Appendi.: IV, 
" R e p r i n t s  S u p p o r t i n g  V l t m i n  C S t u d i e s , ' .  due  t o  a s h o r t  s L l p p i y .  

1 I n c l  
a i s  (8 c o p i e s )  

MARION E. McDOWELL 

Commandin; 
L t  C O l D I l r l ,  b!c 



Isotopes Branch 
Divis ion  of Licensing and Ffegulation 
U. S. Atomic Energy C-ission 
Washington, D. C. x 5 4 5  

Gentlernenr 

Recmmend approval of the  ioclcsed appl ica t ion  fcr  amendtaent 
to .<EL Byproduct Material  License No. 5-46-13 (AI%) for Fitzsimons 
General :*spital and the U. S. Amy k d i c a l  Rcsearch and Xut r l t i oa  
Laboratory, Senver, Colcrsdo. 

Your a t t e n t i o n  i s  i nv i t ed  t o  condi t ion 1b of A X  Byproduct Katerial 
License XQ. 5-46-13 dated 3 February 1964. 
ccndi t ion  be amended so thay_u_se._o_f..ardi.oi,sotooes. jn . . t racer -wunts  for  
human vo lun tee r s  _- be.authpri ,zed fox use a t  t h o s e ~  p l a c e s  n $ l i _ c k h & x e a  
aflroved as..a ~ m r t  of..#n authorized study by the ibdioisoto~-C4s+ittee 
pf FitzsimcQs Gen?ral Hospital an# t h e  U. 5. A r m y  hledical Research and 
Nutrition Laboratory. The &mge.o&-@neral. an-d-thh.$gc&&&S--zc 
A m y  i n  accG&Xca-with - 8  - t a  t e n t s  of  -. ap?l_ication . . . dated ..- 

~ 
j 2 ~  Maxch,jwl_, 

It is reguedtwl that this 

. ~ . ~ ~  

Sincere ly  yours, 

1 Incl 
kEC-313 ( i n  t r i p )  

i?O!oj%3.S. G. DANIELS 
It Colonel, E 
Prevent ive Medicine Division 



ATOMC ENERGY COMMISSION Fwm AEC-313 
(5.58) APPLICATION FOR BYPRODUCT MATERIAL LICENSE 

INSTRUCTIONS.-Complot~ Items 1 through 16 if th is  i s  an i n i t ia l  opplisotion. If oppl icdion I s  f w r o n a x a l  of  D licsnss, com- 
plete only Items 1 through 7 and indicate new information or changes in the program as requested in Items 8 through 15. Use 
supplemental sheets wherm necessary. Item I6 must be completed on ell applications. Moil three co io. to: U. S. Atomic Energy 

opplicotion, th. opp?icant w i l l  receive an AEC Byproduct Matsriol License. An AEC Byproduct Material License i s  issued in 
accordonso with ,he general requirements contained in T i t l e  10, Code of Federal Regulations, Port 30 and theLicensea i s  sub- 
ject t o  T i t l e  10, Code of F d s r o l  Regulotiona, Part 20. 

Cornmirsien, '#.shin ton 25, D. C. Attention: Isetopes Branch, Div is ion of Licensing and Reg" P otion. Upon approvol of th i s  

WHICH BYPRODUCT MATERIAL WILL BE USCD. (If 

H e s # n s r a a m t m a E  
Daarat, cdondo 

D€PARlMENl 10 USE BYPRODUCT MATERIAL 

drts 4-31, lo16 

(Crnfi""sd M I.".," **(.I 



. 

~ ! DURATION OF O N  THE JOB 
TRAINING , 1CmrL onsrrrJ WHERE TRAINED 

I. TYPE OF TRAINING 

I 
FORMAI COURSE 

iC#rrlc onsnr)  

HA ,. Principles and prccticei of r o d i d o n  
prorecttnn 

1 
,. Rad#oocl#r#fy measuremen1 %toodordim. I 

tion ond monitoring fechniquei and 8 " -  

,trument, 

:. Molhemoli<i ond CaIcdotmni brrsic 10 the 
m e  ond meaivremenl of rodiooctirity 

NA 

NA - 

NA I. Biolog~col cfferti of r o d i d o n  

1 - v  
0. RADIATION DETECTION INSTRUMENTS. [Use supplemental sheet, I f  n ~ e s i o r y  1 

! Yes No Yes N o  

Yes No YLI No 

Yes No Yes No 

I 
Yes NO rrr N. 

2. FILM BADGES. DOSIMETERS, AND 810-ASSAY PROCEDURES USED, (For Elm h d g w  rperifi melhod o f  colibrdng m d  pmeaing, or nomc of $vppber I 

As - l i lAppWam@t&t?  as 6N P+s lloarrr PEO, S46-U W66) 

- 
WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE 

I .  WASTE DISPOSAL 

CIRTIFICATE (This item must be completed by applicant) 
5. THE APPLICANT A N D  ANY OFFICIAL EXECUTING THIS CERTIFICATE ON BEHAW OF THE APPLICANT NAMED IN ITEM 1.  CERTIFY TUATTHlS APPLICATION IS 

PREPARED IN CONFORMITY WITH TITLE ID, CODE OF FEDERAL REGULATIONS. PAR1 30. AND THAT ALL INFORMATION CONTAINED HEREIN. INCLUDING ANY 
SUPPLEMENTS ATTACHED HERETO. I S  TRUE AND CORRECT TO THE BEST OF OUR UNOWLEDGE AND BELIEF. 

Dept of Army, FGH & USA Mled Rsch 
& Nutr Lab, Denver, Colo 

NPE OF USE 

.ate 12 March 64 



U ~ i i r o  STATES k o u i c  E~eror Cokrniiiio~ 

APPLICATION FOR BYPRODUCT MATERIAL LICENSE 
SUPPLEMENT A-HUMAN USE 

Form approved 
~ Budget Bvieou N O  38-RD8 PACL 1 

~ 

If byproduct mnteiioi i s  t a r  "humon use'' jfnte:nol administration o f  byproduct moterial, or iha rodiotion thorefrom to humon beings), 
complete t h i s  suppiernent and attach 10 the application for byproduct materia; lhcense. 

I. 101 USING PHYSICIAN'S N*ME 1 Ib l  NAME AND ADDRESS OF APPLICAM !If J,Raa,enI Irom l jol l  

f . Y g U t r r r C D L d f h l ) h Y ,  ! 
E i t w h U w 8 B ~ l o d  16-8 

I 
D TO DISPENSE DRUGS IN THE PRACTICE OF hlEDlClNE BY A STATE OR TERRITORY 
-- ~ _ _  ~~ ~ -7 
, OR THE COMMONWEALTH OF PUERTO RlCO 

~~~ NA ~ _ _ ~  

. I  8s) For u C m  Ne, S-I+l t  Ne$) CIRCLE ANSWER ~ I 

PROPOSED DIAGNOSIS OR TREATMENT 



- 
Uwrro STATES ATOMIC ENERGY C o ~ l s s l o ~  

APPLICATION FOR BYPRODUCT MATERIAL LICENSE Form AEC-313 0 
(3-5bl 

PACE 2 SUPPLEMENT A-HUMAN USE 

Form epprwed. 
&Idget Buraau No. 38-R080. 



U. S .  ARMY MEDICAL RESEARCH AND NUTRITION LABORATORY 
Fl TZSIMONS GENERAL HOSPITAL 

DENVER,  COLORADO, 80240 

IN R E P L Y  REFER TO 

MEDEN- CO 19 February 1964 

Lt. Col. Irvin C. Plough, MC 
Chief, Medical Research Branch 
U. S. Army Medical Research 

and Development Command 
Office of The Surgeon General 
Department of the Army 
Washington, D. C. 20315 

Dear Irv: 

The combined general AEC license for FGH & USAMRNL has 
finally been granted. A copy is inclosed. Everything we requested in 
the application was approved except for  one item: 1 (b)"Street Address(es) 
at Which Byproduct Material Will be Used" in  the inclosed page 1 of 
the original application. We were seeking $ n q s \ p p e d  method of 
getting approval to use isotopes in animaldin ie 
at Climax, Colo. in the High Altitude Study. You will note in the 
actual license, Condition 10 limits the use of isotopes to Fitzsimons 
General Hospital and the U. S. Army Medical Research & Nutrition 
Laboratory, Denver, Colo. at this address. 

s udies, for example, 

I suppose that every specific instance in which we would desire 
to use isotopes elsewhere would have to be cleared as an amendment 
to the license? Would it be possible for you to  check this out with the 
Preventive Medicine Division, OTSG to see  the best way to handle 
such a situation in  the quickest possible time and with the minimum 
paperwork and red  tape. 

A s  you know, as soon as the approval for human research use of 
isotopes comes back from the Secretary of the Army, we will submit 
that to AEC thru channels as an amendment to the general license. 

Sincerely, 

Incl: 
a/s 

MARION E. McDOWELL 
Lt. Colonel, MC 
Commanding 


