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OEPARTMENT OF THE A I R  FORCE 
U S A F  MEOICAL CENTER WRIGHT-PATTERSON 3 A t L C  1 

WRIGHT-PAfTERSOh A I R  FORCE BASE OHIO d5433 

1.5 M r i h  I976 

- *J*r- Proyrcsr 'lieport: C i i n i c r l  Invest faat ion Proyoeal 9422 

1. At the prercnt t i m e  the  usage of 67-Gallium Citrate  is governed by 
L'SAF C l i n i c a l  I n a r t i p a t i o n  proposalr.  We are entering the  third 
year ot 67-C.l l i \zn C i t Y 8 t e  usage i n  thir h o 8 p i t a l .  It  !us been 
used a s  a c l i n i c a l  1.001 for the  detection of: 

' \ .  Extent  of involvement  of InFlarnmatcry leiions (i.c. SsrcofJosir) 

: . r?L\sr:e..i;es 

D * J r i n &  the Fast 6 !noiLthb v e  ]Lave pcrforined over  153 t o t a l  'J0i.j. ;aL: 
;c::.-,. The corre la t ion  w i t h  t h e  f i n a l  diclgno. i:, has lieen c:;:cllerit. 

?io=: Xc have a 6t?iJo:?ote report f i l e d  on each patient w i t h  c o r r e l a t i v e  
informatron. We sand those i::divSdur1 r e p o r t s  t o  t!re manufacturerc.. 
I am including 8 copy of  t h e  form uaccl. 

2 .  No o ~ c c i o l  resources a r e  a l lotcd  for  the study. 

3. ryere !s nc c s t i a t e d  ccmplet?.oc date as th ic  tool is bciny uJed 
z1i::icalLy <n :he h i l y  pat  , . aanagernent. The c l i n i c a l  lnvcst?&&tlon 
project w i l l  finish when GsQSqknning becoscs B v e l ?  acce?ted procedure. 

- L i f e l i n e  od 



l i  

1. I hereby consent t o  undergo t h e  above nrmed c u m i n a t i o n ,  the purpose 
of uhlch b r  been explained to me. The reasons f o r  t h i r  test have 
been discussed wi th  me t o  p)r s a t i s f a c t i o n  and I have been infonntd 
a r  t o  t h e  poss ib l e  adverse and b e n e f i c i a l  consequences. 

rtrir coorent i r  voluntary  and i r  given under c i r c u u t a n c e r  i n  which 
I can exercise f r e e  choice. I have been inforned t h a t  a t  any time 
L p1y revoke my conreat  ,and end the e x a d n a t i o n ,  and t h a t  the 
physician map end t h e  examination a t  any time r ega rd le s s  of q 
wirher. 

2. 

3. Thia is an i m t c s t l g a t i v c  new drug t h a t  h r  been approved f o r  l imited 
t e r t i n g  by t h e  Food and Drug Admfnirtratioa.  

W E  Kil) SICI&TURE OF YESON 

Qt'EhT ES 
ADVISING OF mssIau CGNSE- 

SIGNATURE UP PATIEhT 

NUZ AND SXCSiTUX OF PERSON 
ACTING FOB PATIENT 



I. 
s u i t a b l e  zod i f i ca t ion  t o  the rea-mnaiblc pcr:;on act* for t h e  r jat icnt)  

The a?propriatc s t a t c n m t  t ~ l o w  w i l l  be read t o  t h c  pa t i en t  ( o r  xSth 

2 .  
asked zf t.here ;re any riuestions z?d thcse  w i l l  bc answered. 

FoUowint; thic?, t h e  pa t ien t  (or pcrzon actinG for t h e  p a t i e n t )  will be 

3 .  

L. Thla Corn will bo attached t o  t h e  Infomed Consent Form. 

?he parai;r;?tis below not appiyinc t,i> t no  pa t i en t  will be crosscd out. 

Your doctor ha:, asked us t o  ;?rfom a 1-adionuclidc an,-ia,;ta::! and a 
Gated h a r t  study. 
f inc t ior .  of your iAc:art. ; . i t h  t,?.iF# cxa:;7 kc can t e l l  ilov r:cll t!,.. w a l l =  
cf j-our h a r t  are ccntract ing.  
adminis t ra t ion of a rad ioac t ive  t r a c e r  h t o  a vein  i n  your sm ami w i l l  
take bo - 9i, minutes. 
"?ictures" of your r:aart in. both s i tua t ions ,  whiLc coiitracth,;  ami t.!~il,c 
rclzd:ed. :io ar!!vcr~c reac t ion  with t h e  use of t h i s  wtr t ic l i la r  t r a c c r  h;v~ 

?his w i l l  Give ;.cur p:Iysician 1nfni::ation ; ' : a . ~ t : t  t h e  

The cxarnL?ation involvcs  t t 'c  siyFle 

After tiic tracer actnlinistration, \ic is i iL L>bt,aiq 

Your doc tor  ha3 asked us  t o  perfom a card iac  blood pool cxn ina t ion .  . 
T h i n  s t u i y  wi3.1 $vz your physic im klfomation about tlie conditio:i of 
your p:ri:ari!i.uri (ncnbrane coverin5 t h s  heart). 
a c c u d a t i o n  of f l u i u  around your heart. The examination invol-os t h c  
intravcnous InJcc t ion  of a radioact ive tracer after trhich f l p i c t u r c f l  cf 
your heart w i l l  tro obtained. !'o adverse r eac t ions  k i t h  t h e  usc of t h i s  
; ; a r t icu la r  tracer have been reported. 

It, can t c l l  i f  there  is 

- 

Y o u r  doctor  has asked us t o  perfom a p lacen ta l  l o c r i i z a t i o n  sttkiy. 
From t h i s  s tucy he will obta in  i n f o r r a t i o n  about t h o  pos i t i on  of yodr 
plactmto. 
trcatment necessary ani\ t h c  propcr iicthod to deliver your c h i l d  {Ccsarcan 
occt ioq,  val;inal rfclivcry, c tc .  >. The stud). will hvolv t ;  thc! Fntrwenous 
;Idr::inifitration <,f a waii3. anoui:t of a rao icac t ivc  tracer af tc r  {Jriich 
vl:nct.iirc!-'' of' your  1ohr.r abr;occn w i l l  bt* okltaiiicd. !lo adverse e f f e c t s  t o  

This i s  very L q x r t a n t  as it r i l l  he lp  choose t h e  t p z  of 


