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7 . 2  [ ~ a l u a t ~ o n  of survival and pet:erns o f  f a i l u r e  i n  suboptimal. IR 
c cer v~ cancer, 

The s t u d y  of t Y 3 X l t l t y  or a combined r a d i a t i o n  end SurclCiil 
thtraptutic nxz&gra.rI. 

1.3 

7 .k Cvaluat ion of Xht prognos t i c  v d u e  ot various suro,arel , /pathological  
c h a r s t t e r i s t i r s  i n  suboptimal Stage  I B  carcinoma o f  t h e  c e r v i x .  . 

2.0 A4CKZ9DUh3 AY3 WTIDV4LC 

lumor v o l m e  is q a r d e d  t:, be t he  most important p r o p o s ? i c  fac tor  ln 
m s t  hman c a n r m ,  and t h e r e  is c o q s i d s r a b l e  ev idence  t h a t  this is t r u ~  
for  carcjnoma o f  ~.rse ce rv ix .  Tor tcle purposes  o f  t h i s  p r o t o c o l ,  t h p  
terms “suSop?imd” or  “bulky” are used t o  d e s c r i b e  l a r g e  v d u m e ,  S t a g e  19 
c e r v i c a l  rarcin-. lhese occur i n  t w o  ana tomica l  forms: t h e  exop5yt i c  
crr&.ix cancer grrrss out  frorr t h g  c e r v i x  t o r a r d  t h e  l o r e r  vagina,  o f t e n  
acoui:ipg c o n s i d s a b l e  diameters:  endophyt i r  canrers,  u s u a l l y  t h o u p i  tot, 
x i s ?  in t’le en-rvix and f r e o u e n t l y  adenofzrcinomas,   yo^' u i t h i n  the 
stroma of t h e  c e n i x ,  ex?anding c e r v i c a l  t i s sue  i n t o  t h e  shape o f  an 
indurated rylintizz7 or B r a i n  barrel. I n  such  cases, t h e  parametrium 
appea:s encroached upon, but  actual  nodular  s p r e a d  is not  detected by t h e  
p 5 y s i t i e n .  Cure r r ~ t e s  i n  suboptimal S t q r  If3 cervix carcinoma a r e  
p n e i d ‘ l y  cmsizkmzd t o  be loss than t h o s e  found f o l l o w i n g  t r ea tmen t  o f  
smaller 3esims-  
r q i o n a l ,  and W m t  metastases a s  tmx volume i n c r e e s e s .  

7 

This  is a t t r i b u t a b l e  t o  t h e  higher rste of l oca l ,  
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Tor these r t z s m s ,  it  ao3ea:s !ha t  the  s t a 3 e  hec been set f o r  a F 
lar;s-srs!e cooperat  i v e  q r o a  s t u d y  i n  Ghjch su33Dt inial S t  a s c  1 R  c a n r e r s  
of t h e  c e i v i x  cou ld  be stu5:ecl i n  a p r o s a e r t i v e  f a s h i o n .  I h e  Gynerolo:ic 
Dnco~ogy k O d D  c o d  d deterrr.135 diether hysterectomy a f f e c t s  l o c a l  c o n t r o l  
o r  cure rates. CG'L t 9 o  com2lirs:ion r a i e s  i n  a m u l t i - c e n t e r  study would 
be. and v%: fai!u:e ? a t t e r n s  exis',. 
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3.12 p a t l r n t s  w i t h  the following h i s i o l o g i r  t y p r s  o f  cancer: 

- Souamous carcinoma - &denora rc inma  - Adenosguamous carcinoma 

3 . 7 9  P a t i e n t s  h' i?? "su!mp:imal" or "bulk?" c a v e r s  a r p  
3e:iqerl 2s f o ~ l o - ~ i :  

3.131 f x o m ) t i c  iesions with  an exierna:  tumor d iane ter  o f  
2 cm D T  o r e e i e i ,  as measured by c a l i s e r s :  - 3s 

3 . 1 3 2  L cervix e w a n d e d  t o  L: t n :  OT a r e a i e r .  and oresume5 ?r 
by t h e  c l i n i c i a n  t o  be p r j n c h e l l y  invc lved  w i t h  
ranrer ,  resulting i n  such an exaansion:  ry!in3ricsl  o r  

5 a i r o 2 - s h a p e d " r a nc e r s - ** 

. 
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3 . 2 2  F a t  i e7 ts  w i t h  W R f  <3,03(j/'rnrl o r  p l e t e l e t  count <lDD,ODD/mc1. 

3 . 2 3  Patients h*i:h sep!  l r e n i e  or  s e v e r e  i n f e c t i o n .  a 
1 

3.20  Pat ient s  w i t h  i n t e s : i n d  CJSS~TLJC:  i o n  or oastroin:ts? ioa! 
b l e d a n s .  

3.25 P a t i e n i s  with cervjx cancer 60 h a w  rtcrcjved 2 previous 
s u r u e r y ,  r a d i a i i o n  o r  chrmotnerapy f o r  tnet  cance r .  

3 . 2 9  C a t i e n t s  w i t h  a C X  ? e r f c m a x c  Zrrade of 4. 
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DStief7:s w l t h  s u ~ D ~ t l r ; b C :  5:aZp 15 C B T t l n D T t b  C C  t h e  
c e r b  i a  w i l l  have r a d  :ne c' J~:CZ] evG! ~16'. 137.. in:; u d ~ n g  
h J F ; t O T ) .  and p h v s i r d  e x a - r ~ i ~ , e : i o ~  end bjood s tu3 ie s  i C B Z ,  
d i f f e r e n t i a ! ,  p l a t e l e t  CDU~I : ,  c r e a t i n i n e ,  SGDT, alkaline 
paosphatase and b i l i r u b i n ) .  A l l  p a t i e n t s  w i l l  heve4ron- 
firmat ion o f  diagnos i s  by cerv ica l  b i o p s y  and e n o r n e t r i a l  
smol in0  {biopsy or c u r e t t e p ! .  t h e s t  %-re? end e v a l u a t i o n  
o f  the urinary t r a z t  ( i n t r a v e n o u s  pvelogreD5.. r a d i o i s o t o g i c  
r ena l  stan ur fT s c e m i n a  w i t h  c o n t r a s t !  a r e  r e w i r e d .  The 
D a t i c n t ' s  d i s e a s e  w~us t  meet t h e  c r i t e r i a  f o r  c l  i n i c s l  
S tage  !B (Apprndix 11). 

Pat i e n t s  mus t  be s u b j e c t e d  t o  non invas ive  p r e i r e z t m e n t  
e v a l u a t i o n  o f  t h o  pars-aort ic  nodes by one o r  t b e  f o l l D s i n g :  
~1 scan ,  2ymrhansio3ram nr sonooraa. I f  i n  t h e  pre-en t ry  
e v a l u a t i o n  the  rat ion:  had a C? scann ing  w i t h  co r l t r a s t  tha!  
i nc ludez  thp paTb-aor '  .-. < -  a n 5 ' h i p  C O ~ T I O ~  i ! iac .noges i n  t h e  
s t u d !  vol 'me,  t h i s  s t u d y  will satisf? t h e  reouirement .  I f  
nodes are i n t e r p r e t e d  as susv ic ious  o r  positive on t he  basis 
o f  :he n m i n v a s j v e  e v a l u z t i o 3 ,  t %  i n v e s t  i $ a t o r  must  proceed 
t o  d=l p i t h e r  f i n e  noedlc as7i:a:ion for  Dos i? jve  rudes or  ?r 
e x t r e - p e r i t o n e a l  s u r c i c a l  saml ing of n33es. If f i n e  needle 
aspirs? ion is nesatjve or 3. f the  noninvasjve t v z !  uat i o n  is  
neGat iue ,  e x t r a 3 e r i t  o n 4  szrgica! sand ing is 33'. ional .  

c 
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NFTE: 4.11 r a d i s t i o n  t h e r a z y  rust be cwn;le:ed - 
w i t h i n  it! rtreks o f  its b i t i e t i o n .  
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t .  
F a ? i e n ? s  u i l l  receive L503 cL\ e x t e r n a l  ~ P W  t he rapy  
0e:Jvered homooeneously t o  tne p e l v i s  Jn  L: tq 5 w e e u s .  
!See S e c t i o n  k . L 3  f o r  dose d i s t i l b u t i o n .  5 day/wetk 
f r a r t  ions o f  162-203 c C y : .  

- NOTE: I f  mfter C5DO cZy it  is not possible t o  
d e l i v e r  B C ~ O U E ~ C  intrrcsvitrty t r e s t a t n t ,  
e x t e r n a l  trestlrtnt mey be con t inued  up t o  
8 a s x i a m  o f  5000 CGV in 5 t o  6 weeks, t h e n  
i n t r e r o v i t e r y  t r e a t m e n t  w i l l  be a e l l v e r e d .  

L.L12 In t ;aza \ .~!a ;b  ?::aSiat i o n  

f i t h e r  one c r  jnt iara\vi :ar!  aD;:ics:;oqs ma! be 
used t o  d e l i v e r  3OD3 rL) t c  P c i n ?  2 u s i n 2  s tan l la rd  
a r t e r - l s a d i n g  w ~ l i r z : o r s  u i t h  s i e r  and ovo ids .  

W T E :  I f  t h e  e x t e r n a l  t r e a t m e n t  is carr ied  t o  4500 cc 
cGy, t h e  i n t r a c a v i t a r y  dose w i l l  be 3000 cGy 
P o i n t  A dose, i n  o r d e r  t o  b t h i t v e  t h e  p r e -  
scribed 7500 c t y  P o i n t  A dose t o t a l  (combined 
e x t e r n a l  and i n t r a c a v i t a r y  t r e ~ i t m e n t  1. 

L 



R e d a a t i o n  S D U ~ C ~ S  em3loyed 3n these c : in i r a l  t r i a l s  till be 
>-ray ~ e n e r t i t o r s  h i t h  p m d c e  x-ray beams w i t h  the peak 
p>o?07 emro! o f  ii H f V  o r  more, or Cobalt SD x r e d l e t o r s .  
R a d i a t i o n  output  o f  t h e  mi: m u s t  be adeou,a:e t o  permit 
ew loYme- r t  of  a TSD DT 553 o f  83 m. or more. 

I n t r a r a v i t a r y  r a d i e t l m  m a y  be deljvered by r a d i m .  cesium, o r  
cobalt s o u r c e s  i n  s t a i d a r e  or common!? u s e d  w > l i : a t o r s ,  
provided t h a t  eccepiable  r a d i m ,  dosimetry c a n  be detortraned. 
i n t e r s t  i t  161 t w r a 3 \  1s n3t a r r e 9 t a S l e  f o r  ttlis p r o t o c o l .  


