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26 April 1973 

r ORIGINATOR 

Please anumd paragraph 9.A.2 of liceno. 19-08330-03 for the cob 
fac i l i ty  a t  tho Armed Forces Radiobiology Rarearch Institute t o  
al low eimilirr wage by the National Inotitute of Hsaltb (19-00 
Thir paragraph wmld than rudr 

'90 bo ured in Irradiator fac i l i ty  ar permitted by l icense 
19-02891-05 and 19-00298-10, subject to a l l  safety and operatio 
procedure8 required by there licenrer." 

Sincerely youra, k-- D r a f t e r  S laback 

Encl. 
Joint Agreement: 
AFRRI & NIH ( c c ) .  

t y p i s t  /mix 

moN I. VARON 

Director 
' 8 Captain, S, USN J3ir'. 

DD 

I l G Y  

D l r  \", 
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An Agreement Between the 

Armed Forces Radiobiology Research I n s t i t u t e  
and the 

e 
: National I n s t i t u t e s  of Health, Dethesda 

I .  The Clinical  Center, N I H ,  Bethesda, has occasional need t o  provide 
to t a l  body i r r ad ia t ion  as a therapeutic modality fo r  cer ta in  pa t i en t s ,  
i n  accordance with protocols,  reviewed and approved by the Oeputy Director 
fo r  Science, EIIti. 
cobalt-6.3 f a c i l i t y  capable o f  del iver ing to ta l  body i r r ad ia t ion  i n  a 
reascnable period of time. 
l n s t i t u f e  ( A F R R I )  does operate a large cobal t -60 f a c i l i t y  which i s  capable 
of  del iver ing to t a l  body i r r a d i a t i o n  w i t h i n  a short  time period. 
purpose of this Agreement i s  to del ineate  a n  arrangement whereby pat ients  
from the NIH ‘s  Clinical Center can receive whole body radiat ion treat-  
nicnt a t  the  AFRRI.  

The National I n s t i t u t e s  o f  Health does not operate  a 

The  Armed Forces Radiobiology Research 

The 

11. 
respons ib i l i ty  o f  the A F R R I  i n  connection w i t h  the to t a l  body i r r ad ia t ion  
i s  t o  nalie ava i lab le  the AFRKI cobalt-60 f a z i l i - c y  and to  provicie the 
technical suppor t  specified in t h i s  agreement. Ikdical and  a l l  o t h e r  
aspects uf the i r rad ia t ion  a re  the r e spcns ib i l i t p  of the llili, Bethejda. 
I t  i s  further understood t h a t  t h e  US?  o f  the AFRKI cebalt-60 f a c i l i t y  
by the N I H ,  Gerhesda, is l imited t o  therapeutic treatment of pa t ien ts .  

111, ReLuUirement f o r  Technical Supuort: The N I H  requires the follorqing 
s uppo ry-a ~ d ~ e ~ F ; b - n ’ n % ~ % p l  i s h the  t o  t a 1 body i r rad i a t i  o n : 

Access t o  the cobalt-60 f a c i l i t y  a t  the A F R R I  on a n  
i r r egu la r  bas i s ,  depending upon the c l in i ca l  needs o f  the  Hospital. 

Dosimetry o f  the radiat ion f i e l d  o f  the c o b a l t 4 0  
f a c i l i t y  i n  i t s  d u a l ,  apposed sources mode. 

while pa t i en t s  are being exposed. 

IV. The AFRRI w i ? l  provide the support  detai led in paragraph 11, withi 
reimbursement o f  expenses incurred (providing therc i s  no interference 
the primary mission and functions of the AFRRI), and  i n  accordance ivvit’ 
the s t i p u l a t i o n s  b e l w  (paragraphs ir - X ) .  

V .  Protocols: The protocols,  pursuant to which the cobalt-60 f a c i l i i  
a t  the AFRRI \vi11 be made avai lable  under tire ternis o f  t h i s  agreenc-nt 
a r e  those apnroved by the Clinical  Director,  NCI, and/or Oeputy Dirrc 
for Science, NIH. 

I t  i s .  understood and agreed t h a t  the so le  par t ic ipa t ion  o f  and 

e 

(1) 

(2) 

. * (3)  Personnel t o  operate and monitor the cobalt-60 f a c i l i t y  i 
t; 1 

‘d 
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V I .  Pa t i en t  Se lec t ion :  The only pa t ien ts  t o  be i r rad ia ted  will be 
those se l ec t ed  by the National Cancer I n s t i t u t e ,  N I H ,  Sethesda, in 
accordance w i t h  the protocols described above. 

a 

VII.  Informed Consent: Before i r r ad ia t ion  i s  administered, informed 
consen??&fthe@ficnt o r  his  parent (s )  ( i f  the pa t ien t  i s  a minor) 
must be obtained.  The consent form wil l  specify the nature of the 
r a d i a t i o n  procedure and the more connon and ser ious r i s k s  o f  this 
procedure, a s  well a s  the probable outcome. 
form wi l l  be retained by the NIH, Bethesda, and  the Director,  AFRRI .  

Copies o f  the signed consent 

VIII. Respons ib i l i ty :  

1 .  The N I H ,  Bethesda, has overal l  respons ib i l i ty  fo r  a l l  
opera t ions  and decisions regarding pa t ien t  management, except f o r  the 
r i g h t  t o  terminate  the radiat ion pocedure in accordance with the 
provis ions o f  t h i s  agreement. The N I H  will  have primary respons ib i l i ty  
for  a l l  aspec ts  of the medical care of pa t ien ts  during the time they a r e  
i n  t h e  A F R R I .  This will  include: 

(a) Designation of a primary physician who will  be imed-  
i a t e l y  responsible  for  the  routine and  emergency medical care  of e x h  
p a t i e n t  and who wil l  accompany each pa t i en t  t o  a n d  from the AFRRI .  
physician wi l l  be present during the radia,tion 
and wi l l  monitor the pa t ien t  throughout the radiat ion treatment, 
providing such care  as i s  required. 

equipment and addi t ional  medical personnel required.  

This @ procedure a t  the AFRRI  

(b) Provision of a l l  t ransportat ion and  emergency care 

( c )  Maintenance and proper care  of a l l  medical and  
emergency ca re  equipment. 

Scheduling the  cobalt-69 f a c i l i t y  f o r  use on a pat ient  wil l  
be done j o i n t l y  by a n  NIH radiotherapis t  and  an AFRRI  radiat ion physicis t .  

2. 

3. Dosimetry wil l  be performed by a radiat ion physicis t  
designated by t h e  Director ,  AFRRI,  with the approval of the attending 
r a d i o t h e r a p i s t  from N I H .  
r ad io the rap i s t .  

r e s p o n s i b i l i t y  of a radiat ion physicis t  designated by the Director ,  AFRRI .  

premedication, and care of the pa t ien t  during the i r rad ia t ion  procedure 
w i l l  be the  r e spons ib i l i t y  of a qual i f ied radiotherapis t  designated by 
t h e  NlH.  Bethesda. 

The dosimetry will  be c e r t i f i e d  by the attending 

4.  Proper operation of the cobalt-60 f a c i l i t y  will be the 

5. Decisions regarding the  to t a l  dose administered, dose r a t e ,  

fa 
2 
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a. Under normal circumstances t h e  r a d i a t i o n  procedure w i l l  
be terminated by  t h e  r a d i o t h e r a p i s t  when the  f u l l  dose has been de l i ve red .  
He may te rmina te  the  procedure a t  any t ime before the  f u l l  dose has been 
del ivered.  He w i l l  a l so  have the  a u t h o r i t y  t o  resume t h e  r a d i a t i o n  
procedure a f t e r  a temporary h a l t  i n  the procedure. 

b. The pr imary phys ic ian  respons ib le  f o r  the medical care 
of  the p a t i e n t  w i l l  a lso  have a u t h o r i t y  t o  te rmina te  the procedure be fore  
the  f u l l  dose has been de l i ve red .  
r a d i a t i o n  procedure a f t e r  a temporary ha1 t. 

the  r a d i a t i o n  procedure on any p a t i e n t  a t  any t ime. 
t h i s  regard exceeds t h a t  o f  bo th  the r a d i o t h e r a p i s t  and the pr imary phys ic ian .  

a 

He a l s o  has a u t h o r i t y  t o  resume the  

c. The D i r e c t o r  o r  Deputy D i rec to r ,  AFRRI,  may te rmina te  
The i r  a u t h o r i t y  i n  

I X .  Review o f  Agreement: This Agreement s h a l l  be reviewed a t  l e a s t  
annual ly by each p a r t y  t o  evaluate i t s  e f fec t i veness  and determine need 
f o r  mod i f i ca t i on .  
agreed date. 
mutual ly  agreed i n  accordance w i t h  the f o l l o w i n g :  

t o  the o the r  by w r i t t e n  n o t i c e  a t  l e a s t  60 days p r i o r  t o  e f f e c t i v e  date 
such m o d i f i c a t i o n  i s  des i red .  Mod i f i ca t i ons  t o  t h i s  Agreement w i l l  be 
numbered. 

Changes agreed upon w i l l  be e f f e c t i v e  on a mutua l l y  
Th is  Agreement i s  subject  t o  m o d i f i c a t i o n  o r  t e rm ina t ion  as 

a. Request f o r  m o d i f i c a t i o n  w i l l  be fu rn ished by one p a r t y  

b. E i t h e r  p a r t y  may terminate t h i s  Agreement a t  any t ime. 0 
X. P u b l i c i t L :  Any i n f o r m a t i o n  regard ing any aspect o f  the program 
encompassed by t h i s  Agreement w i l l  be re leased t o  the  p u b l i c  on l y  through 
the  Publ ic  I n fo rma t ion  O f f i c e ,  the  C l i n i c a l  Center, Nat ional  I n s t i t u t e s  
o f  Health, and o n l y  a f t e r  rev iew and approval by the D i r e c t o r  o f  the  
Armed Forces Radiobiology Research I n s t i t u t e  and the  D i r e c t o r ,  Nat ional  
I n s t i t u t e s  o f  Health,  Bethesda. 

A X I .  Approval and Agreement: 

This Agreement i s  entered i n t o  t h i s  2v 
witnessed by our  s ignatures.  
DNA sha l l  be now i n  e f f e c t  and cont inue u n t i l  i t  i s  mod i f ied  o r  terminated 

day o f  PAIL 1973, as 
This  Agreement, upon approval by t h e  D i r e c t o r ,  

agraph I X  above. 

Ac t i ng  D i rec to r ,  NIH CAPT, MC, USN LTG, USA 
Armed Forces Radiobio logy D i r e c t o r  
Research I n s t i t u t e  Defense Nuclear Agency 



BUMED-742 : JHD :cL 
6470.4 
Ser: 55 
23 January 19?3 

FIRST ENDORSEHENT ON CO, CINElC, Betheeda, KD NNWC:c-ll:JAS:nke 6471 of 23 
Janunry 1Y13 

Pran: Chief,  Bureau of HedLclne and Surgery 
To: C h i e f ,  P a t e r l a h  Branch, Diviaion of Material and Licensing, U. S .  

A t w i c  Energy Commirts~on, Kashin~ton,  D .  C .  20545 

Subj: AEC Ltcense 419-02891-05; amendmenr request for 

1 .  Subject awndment request Is forvarlcd resamrending approval.  

J. t l .  DWIK 
By dlrectlon 

i opy  to:  
CL. NNnC 



NII:tC:C-ll:JAS:nke 
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From: Cmiar iu ing Of f tcer ,  Hation21 Ham1 'iedical Ccntcr. $ 3  e t  esris, JA ril ;273 

Aethesda, ?:aryland 20014 , .  

!-uryland 20014 
Uivlsfon c f  Y a t e r i a l  L icensing, Atoxiic Energy C m f s s i 3 n ,  

C i i le f .  uurcau o f  r k d i c i n s  and Surgery, 2epar tncnt  af tClc Nnvy. 
L ishtngton,  2. i. 20330 

hneridment t o  IiHEC aroad Byproduct liatcrtal License Eco. 1)-22631-35, 
request f o r  

(1) Prt:tircol For A l l@jenetc  Bone !.arm Transp lan ta t ion  I n  P a t l c n t s  

( 2 )  h i i c a l  Isctope L w m i t t c e  %,ettn:: ;:lnutes 

. I *  

L 

h c l :  
i:itii A b l n r t i c  h c l a i a  'Jr henatr , log ic  :<,allgnancy 

1. Sn t n r  o a s i s  o f  thz  twcli,sci' pro toco l  and the r e c w m n d a t i o n  o f  the  
itti:?: >ledical Isotope C w a l t t e t : ,  d n  anendwnt  t o  Llcsrise :IO. l>-Cli!dJ1-05 
i s  requested to allow the use o f  t h e  I r r a d i a t i o n  ProcCdurs, Appendlx 3 
o f  L t c l o s u r b  (1) a t  t h  h i e d  f a r c a  Radius ic logy Research I n s t i t u t e  
i u b a l t  Facility LY the Hsdlation Therapis t  s t  the Ll.5. i4aVal ) i O S ; J i t d l ,  
J a t h s u a .  P a t i e n t s  +rill tu w l j  tncsr: m e t i n g  tne r q i i r m e n t s  o f  tha 
protoc.,l as se lected by the 1 1 0 ~  ?wros; T r n n s p l a n t a t l m  imi t tee ,  

L .  

~a a l l w ~ ,  for iuman use. 
I t  i s  understood t h a t .  i f  ipnroved, the P.FI!RI l l c t o s c  .+I11 Se m d l f l e d  

E. B. !K iu;Ui%I 
Ac r l  ng 

i 
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F r n D I Y  ' I  WY 1 n' 1 plrllcr 

RODUCT MATERIAL LICENS 
I " @ Supplementary Sheet 

. License Number- - 
Copy Ih Far Your Filer 

Amendment No. 10 
I 

Depnrtment of the  Navy 
Notional Naval Medical Center 
Be:heeda, Haryland 20014 

In accordance with l e t t e r  dated February 2, 1973, License Number 19-02891-05 
is mended 88 follows: 

C o n d i t i o n  22. is amended t o  read: 

22. Notwithstanding Condition 10, Cobalt 60 at the Defense Nuclear Agency, Armed 
Forces Radiobiology Reeearch I n s t i t u t e ,  Betheeda, !4aryUnd m y  be used for the 
emergency treatment of e eecond patient !.n accordance w i t h  mew dated February 2, 
1973, from the Comnanding Officer, Nations1 Naval Nedical Center, Bethesda, 
Hary1-d. 

e 

r -  - 
i d  

t 1 
4 

by-.--.- FEE 5 13'! 
I 

D~recloraie of LicenrinO 
4 W=rhlnglon. 0 C 20545 

~ _ _  


