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)ear Sir: 

rbmita thir mIAICment aa required by acetion )O)(i) of the Federal Food, ON&. and Cosmetic Act a d  $110.) of Ti t le  2 1  
f the C0.k Of Federal Regulations .a condition for receiving and conducting c l i n i c d  investigations rich A ccw d N #  
;mired by FeJeraI (or United Sacra)  law co i n r e a ~ i p t i o n a l  UBC. 

The underaigned, Darrel l  W. Kc Indoe 

-- . 
Allegheny CoUcge, Er.eadville, PA (B.S. Chenistry 1952) 
Tenple University Hedical School, Philadelphia, PA (M.D. Degree 1956) 
Srooke Ar== Hospital, Ft. Sam Houston, TX (Internship,  1956-57) 
T s p l e  University Medical Center , Philadelphia, PA, Residency, Xnternal Medicine 

(1957-60). Cert i f ied,  ABIM, 1960. 
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Research Fellow in Xetabolism, Royal Postgraduate Medical School , London, 196e-69 

T u p l e  rlniversity Medical School, Philadelphia, PA. Masters Degree, Medicine, 196: 

Clinical  Xuclear Medicice Course, Oak Ridge Associated Universities, 3ak R i d g e ,  
9, 1972 
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TCACNIWO on ncsc*mcn cxCanicNcc (hdrcac. ~ I O . ,  Inatltutlone. ond &del dmecrlprr.r, rl .rp**l*nc=i 

Research: Master8 Thesis , Temple University, 1958-60 
Research Fellow i n  Metabolism, Royal Postgraduate Medical School , 

London, 1968-69 , 

Teaching: Instnrctor ,  Departcleat of Medicine, Texple University Medical Center, 
19 57-6 0 
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Srocke S4-= Eospital ,  Ft . Sam Houiton, ?X 19 56-57 
'i'eziple Cn2,versity Wadical Cer.ter, ?hiladelphla, PA, 1957-60 
:SAP 3ics?i-.1d, Norton ma, CA, 1960-64 

Ec=ers:. . i h Eospital  
-*2'..-.? e .:a Center, Keesler AFS, bS, 1969 t o  present 

*.e* 4 . d  E o s T ~ - . ~  South & i s l i p ,  En&LeZd, 1964-58 
bsdozl , Szgland, 1958-69 
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Leucine Aminopeptidase i n  S e m  and Urine of Pa t ien ts  with Various H a t o l o -  
glcal  Disoraers: 
Ljar . i ,  H; McIndoe, D.W.; KcElfresch, A.E. ; Urinary Leucine Aminopeptidase 
-r: Zdex of Hemolysis: Abstracts,  Soc. 3 3 .  Research (May 1960) 

h e 

Masterc Thesis , Temple University, Phi la ,  PA (1969) 

, W.B. ,Jr. ; Mcfndoe, D.W. ; Postpa,-tun Zclampsia Treated by Curretage: 
Journal of OB-GYT?, 84 :1349, Nov. 62. 



raininn informgd conscfi .  committee d i s c u s s i o n  on subwan-  
t . v c  i n s u e s  a u J  their  resolution. committee rccommcndaa 
t ions.  and Ja red  reports of s u c c c s s i v r  reviews J S  t hey  are 
2erformed. Cop ies  of all documents  are to be rcrained for a 
pericd of i y e a r s  p a r t  the completion or d i scon t inuance  of 
t h e  rrudy andare  to be made ava i l ab le  upon request  IO duly 
authorired reprvscntrr ivcs  of the  Food and DruS Adminis- 
tratior,. (Favorab le  recommendations by the  commltrcc arc 
subject  to further appropriate  review and reject ion by innti- 
turion officials. GniavOrablC recommendations.  res t r ic t ions,  
or condi t ions may nor be overruled by the  inst i tut ion oifi- 
c i a l s . )  Proceuurcs for t he  organizat ion and  operation of 
inst i tut ional  review commircccs are contained in 6uidel ines  
i s sued  pursuant t ochap te r  1 - 3 3  of t hcCranr s  Admit.i.strarion 
9anu.I of the  115. Department 31 Health.  Educat ion,  and 
We!fare. ava i l ab le  f r m  the U.S. Covcrnmcnc Print in6 Office. 
It i s  recommended that  t h e s e  &utdc l incs  be followed in es- 
t ab l i sh ins  institutional review commirtecs  and that the com- 
mi t t ees  funct ion accordin6 IO t he  procedures  desc r ibed  
therein.  A sidning of  the  Form fD 1571 w i l l  be  regarded 
a s  prodd ing  the  abore necessary a s s u r a n c e s ;  however. i f  
t h e  inst i tut ion h a s  on file with the Department of Health.  
Education. and Welfare. Divis ion o! Research Grants, Nat- 
; m a l  i n s t i t u t e s  of Itcalch. an "accep ted  8cncral assur-  
ance." and t he  same committee i s  to review the proposed 
study using the same procedures.  t h i s  i s  acceptable in lieu 
oi t he  above assurances and a statement  ta chis cffccr 
should be provided with t h e  s idned  PO lS73. (In addi t ion 
to sponsor's cnntinuing responsibi l i ty  to monitor t he  study. 
t he  Fowl and  Prug Administration will  undertake invest iga-  
t i ons  in in s t i t u t ions  pcr iodical ly  to determine whether  t he  
corr.mirtccr are nprrating in accord  with the. assurances 

rmplcrr revicm d t hc  prqs*ci.and that  t he  r r v i c x  commit- (riven by the  nponsor.) 
cc maintains  d c q u . i t r  Josunicnt.ition ni i t s  r c t i r i t i c s  and 
~..vr;.p.  .i.hquar,. rrocciurcs !or rcpcrrting i t s  f indings tu 
hc. in.t;:utis-z. Jo;srnr.ars inaiat*incJbv die committee 
:o :J ix,u.ic 1 r . c  a.ir.c. ~ a u  qua!riiir:ionx ..I ;o.nmir:ee 
i+nec:>, rei'-..! ei In!ow~;ron prnvIdcd to r u h i c c t s  :n ot- 

! 
I 

I 

5 .  A de\cr ipr ion of any c l in i ca l  Iaborarory f ac i l i t i e s  that  
w i l i  be used.  i l f  chis  information has been submit ted to the 
s?onsr)r andrcporred by him on Farn FO 1571, rcfe:encc :o 
the 3 r e v i w s  submiss ion  w i l l  be arlcquate!. 

OUTLINE t n E  P L A N  CF INVESTICATICN (Include app,o.I.zwfion 01 rho number of #ubJesf. lo k matmi r l t h  the dru 
numhrr ?o b. rzplopwd .I. rsl troln.  i f  any;  Clinlcal use. IO be tnvenrl~a1.d; chararleri#rlea 01 nubjacfa b l  m4a aaX anbeondlrion: 
me ktnd 01 i l in#ial  ob.rrrertanr and labora#ory r e w a  lo be undertaken prior re durtnl. and a h r  admlnfatrarlo; d the drul:  (he 
. .r#mrrd Jnr.t,.n af thr mrr.ri2arion: and a doneriprim or cnpien of re or( f b m n  Io ba ured lo mrlnraln an ad. -10 record 01 tho 
.b.rrrarton. and Ienl. roaull. obralned. t h l .  1a-1 may include raa.om&, alrernafo. and varletton. and ahould%m aupplrmmfed ai 
a-ndod rhea a n i  . i ln i f iun# chrn#e m P r e c t f i n ' u  .cope 01 ;ha inre.rl&tlon In underrakmn.) 

and the 

s t b t e d  Sterting Date 1 Jul 74, C a p l e t i o n  Date 1 Jul 75, No Pat ien ts  50. 
. 3J2JEC'  S3LSCTICN: Subjects w i l l  be pat ients  of the  USAF Med C t r  Keesler, Unde 

care of the h'eurology and/or Iegrosu=ger;- ServLces and m u s t  re uire the proce 
Sure as a iliagsostic adjunct. 
pegcant  o r  lac ta t ing  females or i z  pathsts xader 18 years of age. 
iUDIOE-Ai?!!ACEGTICAL: S t e r i l e  , noqyrogenic solutions or' -tterbium. (~b-169 IDTPA 
?or cisternography Vi11 be purchsed  i ron the 3M Comstj.. ihe 1.25 m l  i n  each 
un i t  Cose viel  w i l l  con%ain a?pzoxinately 0 . 5  ng y t t e r b i w  D W A ,  1.25 ny cal- 
C i G  tr lsoC:u DTPA, 11.2 mg 'canzyl d c o h o l  and 2.5 Y C i  ~eterbiucr-169 on date 
0: ~sssy. T.e ex3iration date  w i i i  be six weeks beyon& t'ca Sate  of assay. 
LSL-.LC.~-A.L DESIGh' L3D DATA Fd?ORFiiu'S: 
g=q::y  -,-iL Sc e*Laiszerea !y iz=ra:~~i : .e l  ( l u b e - )  izte::ion i n  the  sna l l e s t  
. I - : c - Y L c  dcsc (0.5-2.0 reCi  I tozsisccnr vl tn the  ~ X E X  ;-: v&>z ir,  t e n s  of 

3r. f ~ r i ' ~  3roviCLed by the  3M 
2:  .. .:.j-., the 13; nu=ber axld the  e b i n i s t e z c d  fiter'olur-16S all be zecorded 
-.:- ;aticc;. 2.e qulit of iza es end anv comments reiatin t o  proce- 
C c  - d:..*icultles vi11 a l s o  ile recortad. 
re t  :rice 
71:: 

ice r a a i ~ ~ ~ ~ 6 c e u t i c a l  w i l l  not%e used i n  

- . .C ._I- -, -.- . Ytcerbiun (Yb It?) DTPA for  cisternc- 
.. 
. - A r  .,e -- .-.._ i i i agos t i c  infonnatioa f o r  the patie:it. 

Any ' indication of an 88Yerlle 
-21 be reported immediately t o  the 3M Protocol ~oord ina tor (612  

--.. dU. . ... 
t r a  

't:.-.g forns w.d a br ie f  smmiry s t a t a e n t  by the invest igator  w i l l  be 
: T .i sed-annually t o  the AEC and the  3i.l Company. 

See at; Lcned Model Protocol (AFC ~ 2 6 2 3 )  - - -  



a .  TzIc spaarar I S  requared to supply the i n v c s t i j a t o r  u , t h  
x;: inbrmrt ion concernin6 the  precl inical  i n v e s t l l a -  
[ ions that l u s t i l y  c l in i ca l  rrials.  to&cthcr with lu l ly  in- 
formative mrterial desc r ib ing  any prior i n v c s t i p t i o n s  
and espr: icnce  a d  any posa tb l s  hazards ,  contraindica-  
trans. si&-effects. anJ precrur lons to  be taken into 
account in t h e  cour se  of t he  investi6ation. 

b. The invcsti6aior i s  required to maintain adequa te  re- 
card I of t he  d i spos i t i on  of d l  receipts  of t he  drug. ic- 
eluding dates. quancicicr.  and u s e  by sub jec t s .  rnJ i f  
rbe invesci&ation i s  c e o i n a i r d  to return to t he  sponsor  
any unusrd supply of t h e  dru6. 

C. The investi&atoris n q u i r e d t o  prepare and maintain ad- 
equate a d  accura t e  casr h i s to r i e s  d c s i i n c d  to record 
a i l  ,abscmacionr and other  J A I ~  pertinent to t he  invcrri-  
dation on e a c h  individual created with the dru& or em- 
plogcJ a s  A cunrrol in t h e  invest idat ion.  

J. The  inves t iga to r i s  requrredco furnish h i s  reports to the  
sponsor  of the  dru& who i s  responsible  for col lcct in& 
and c v r l u t i n i  t he  r e su l t s  obtained by var ious invest i -  
law".. The sponsor i s  required to presen t  pro&rcsm re- 
p o n s  totbe Food and  Drug Administration a~ appropriate 
inrcrrals not c i e e e d i n &  1 year. Any arlvetsc effect that  
may r easonrb ly  b r  refiardrd as caused  by. or probably 
caused  by. t h e  new dru8 aha l l  b e  reporteJ to t hc  sponsor  
promptly. and if t he  adve r se  effect  i s  alarmin&. i t  sha l l  
be rrponcd immediately.  An adequa te  repon of the in- 
vest i&at ioo should be furnished to t h e  sponsor  shortly 
after canp le r ion  of the invcs t i i a t ion .  

e .  'The ~ n v r s i i & a t o r  shall m a i n u i n  the  records of J i spos i -  
tion oi the d r u i  rnJ t h e  CASC h i s to r i e s  J c sc r ibcd  above 
for period of 2 years following the dace A n e r d r u #  
appl icat ion ir approved for the drug; or i f  the  appl ica-  
tion is not approved, un t i l  2 years After t he  inrer t igacion 

i s  discontinued. Upon t h e  request  of a sc i en t i f i ca l ly  
t r r incd and properly au tho r i r c J  cmployce of t he  Depart- 
mcnt.  at rcasonable t imes.  t h e  invest iyator  rIl1 mrLc 
such  recorJs  ava i l ab le  lor i n spec t ion  and copyins.  The 
suhiects' names nceJ not he Jivulfied unless t hc  recorda 
of particular individuals  require  J more Jctai:eJ s t u J y  
oi  t he  cases.  or u n l e s s  there  i s  r eason  t v  h c l i c r c  char 
t h e  recorda Jo not rcprcscnt ACIUAI casea s t u J k J .  or JO 
not represent  ac tua l  r e s u l t s  obtainrd.  

The i n v c s r i ~ a t o r  c c r t i f i e r t l i r t  the  JNC wi l lhc  aJminis- 

tercd only IO s u b i e s t s  unJc r  h i s  p c r s o n r l  rupcrvision .tr 
under t he  supervis ion of t he  !o:lowin# invc*t ipatnrs  rc- 
spons ib l c  to him. 

1. 

Very truly yours, 

DARSELL W .  McINDOE, COI B USAFB MC l~]pJpi)p M p d l a n p  . .  C h e i r m n .  U m t  of h 

b 9 . F  Yedical  Center Keesler 
Keesler AFE MS 39534 

(Addre a e) 

-. 

I 

(This form should be supplemented or m e n d e d  irom time to t ime if new s u b j e c t s  are added  
or if s i6nif icant  changes are made in t he  plan of investigntion.)  



I V .  MODEL PROTOCOL AEC 12623 

YTTER6IUM ( Y e  1 6 9 )  DTPA 
F 0 R C I S TE R N  0 G RAP H Y 

see A p p e n d i x  6). 

6. R e f e r e n c e s  and  A b s t r a c t :  See A p p e n d i x  C .  

7. S u b j e c t s :  See A p p e n d i x  C .  

8. C o n s e n t  o f  human s u b j e c t s  o r  t h e i r  r e p r e s e n t a  i v e s  w i l l  b e  
o b t a i n e d  t o  p a r t i c i p a t e  i n  t h e  i n v e s t i g a t i o n  e x c e p t  when t h i s  
i s  n o t  f e a s i b l e  o r ,  i n  t h e  i n v e s t i g a t o r ' s  p r o f e s s i o n a l  j u d g e -  
m e n t #  i s  c o n t r a r y  t o  t h e  b e s t  i n t e r e s t s  o f  t h e  s u b j e c t s .  

9 .  Dose Range: See A p p e n d i x  A .  

10. R a d i a t i o n  Dose: See A p p e n d i x  6. 

11. I n s t i  t u t i o n a :  R e s o u r c e s  : See A p p e l r i i  x 0 .  

1 2 .  Q u a l i f i c a z f o n s  of I n v e s t i g a t o r :  S e E  .! , ? e n d i x  E .  

13.  T i n e  t o  C o m p l e t e  S t u d y :  S e e  A p p e n a i x  A .  

14 .  R e p o r t i n g  R e s u l t s :  S e e  A 9 p e n d i x  A .  

1. T i t l e  o f  S t u d y :  C i s t e r n o g r a p h y  U s i n g  Y t t e r b i u m  ( Y b  169)  DTPA 

2. P u r p o s e  o f  S t u d y :  C l i n i c a l  e v a l u a t i o n  o f  Y t t e r b i u m  (Yb 1 6 9 )  

3 .  P l a n  o f  I n v e s t i g a t i o n :  See A p p e n d i x  A .  

4. No c o m p l e m e n t a r y  d r u g  o r  r a d i o i s o t o p e  a d m i n i s t r a t i o n  i s  p l a n n e d  

5. E x p e c t e d  F a t e  o f  t h e  I s o t o p e :  The i s o t o p e  i s  a b s o r b e d  i n t o  t h e  
b l o o d  f r o m  t h e  c e r e b r o s p i n a l  f l u i d  space  and 
t h e n  i s  e l i m i n a t e d  i n  t h e  u r i n e .  ( F o r  d e t a i l s  

( P e n t e t a t e  T r i s o d i u m  C a l c i u m  Yb 1 3 9 ) .  

D T P A  as  an a g e n t  f o r  c i s t e r n o g r a p h y .  



~ i t n e s s  ( rignature) 

lame, Rank, & Title of Witnees 
(p r in t4  
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3esidency: 

S o c d  Stctue: 
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Malcolm Cooper, M.D. 
Assoc. Prof. of Medicine 








