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June 22, 1976 

Morton M. Hligennan, M.D. 
D i r e c t =  
Cancer Research and Treatment. Center 
The Universi ty  of New Mexico 
900 Famino D e  Salud, NE 
Albuquerque, New Mexico 87131 

D e a r  Doctor Kligerman: 

to consider a protocol  describing Pion Meson therapy of 
skin nodules i n  selected pa t i en t s .  

The last  Human Studies  C o m m i t t e e  m e t  on June 11 th  

A p p r o v a l  is hereby granted t o  proceed w i t h  the pro- 
t o c o l  descr ib ing  Pion therapy of skin nodules i n  select- 
ed p a t i e n t s .  
s t u d i e s  the L?SL Human Studies  Commit tee  has elected t o  
approve the s k i n  nodule protocol  s epa ra t e ly  and w i l l  
consider  the  s o l i d  tumor protocol  a t  a l a t e r  date. T h e  
following modif icat ions are suggested to avoid ambiguity 
i n  the protocol  and i n  the consent for :  

I n  order  to expedite i n i t i a t i o n  of these 

1. Revised Pion dosage and schedule are to  be included 
i n  a rev ised  protocol. 

2. I n  paragraph 11.2 of the pro tocol  omit the first sen- 
tence,  "Autopsies w i l l  be performed on a l l  s tud ied  
pa t i en t s " .  

3. Consent form should be revised t o  the  first person 
throughout as i n  Items 2B and C. 

4. The committee f e l t  t h a t  a p a t i e n t  c o s t  statement s h i -  
lar t o  t h a t  i n  t h e  previous consent form during the  first 
Pion s tudy should be included. A suggested inc lus ion  
might be, "The c o s t  of your t r anspor t a t ion  to  and from 
Albuquerque; tests performed at CTRC t o  eva lua te  your 
condi t ion before  treatment; t r anspor t a t ion  to  and from 
Los Alamos; room and board w h i l e  a t  Los Alamos receiv- 
ing t reatment  and other medical expenses r e s u l t i n g  from 
rad ia t ion  t reatment  at Los Alamos w i l l  be borne by CTRC 
research  funds". 
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Page Two 

Mrton M. Kligenaan, M.D. 

June 22, 1976 

We trurrt that this approval W i l l  enable you to ex- 
p d i t a  w h a t  we consider a nost worthwhile program and that 
the minor modifications may m e e t  w i t h  your approval. 

Rohrtr-Grier, M.D. 

RSG: h 

Robert Dinegar 

h 

David Law, M.D. 

Margaret Browne 

Harry Schulte 

Paul Lee, M . D .  
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Protocol for E m  B.diobfolo(yy Studiw of 
Pi M u o n  Radiation Thmrrrpy 8t  

University of New Mexico/Los Alamoa Sciantif ic Laborntw 
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Morton H. Kligen;un, M.D.,  Dirrctor 
Cancer Research and Treatment Center 

University of New Mexico 
Albuquerque- New Mexico 87131 
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w i. noarmdomizad pilot  i t d y  t o  .valuate tirmue 8nd tumor 
response to pian t 8 d h t h u 8 p y  in a vide variety of hwrn tumor sites, a l l  sf. 
vhich will be biopmy-pm,  locally adv.ncsd or recurrmnt s o l i d  t11100r8. Thk 
8tudy of local and regioual t u o r  control as w a l l  aa tirrue tolerances will -. 
b8 t h e  pr- 808l of this protocol. Mdft5Md tnlu8bXe Information w i l l  bef  
m e d  rrg8diag treatment plmning, patioat met- and innobi l i+r t ion,  ammaim- 
-t Of t-ue inhosolpn.3tfe6, and other technical 8.p.cts of pion thu8py. 

Patiants w d l l  be a l i g i b l e  if they are not undargoing chaoehtrrpy 0'1 b e  
not raceivod prrpioru rrdiotherrpy to  the area and have a life expectancy:of - - .. ' - _  - 
at larst three pDnths. 

2.0 Introduction e Objectives 

. '  _. 

. 

--< 
. -  . . . . .  -. -- . f 

.- 
. . I  .. . -  -- . . -  .. 

During tha p i l o t  phue of pion r8di&herrgp, experienca vi11 be rought in 

utabli.hiPg techniques of troatPrat, nomd t f . 8 ~  tol.t.lrce and tumor- :'- := 
reap- to pion beau  b8fore ptoceedbg t o  m e d  vhrsr III t r t k .  . 

There patient8 may h v e  tumors of a vide variaty of sites provided they 
are l oca l ly  advanced t o  the extent tha t  comnntiarul radiotherapy would 
have l f t t l e  or M chance of controlling the tumor. 

;:' 
patimtr with locally advanced and/or twurreat PIOplIIII to .id i n  ,< 

- 

- -  - - - -  . .  
P 8 t i m t s  with radiosensit ive leaions, widrsprud art88tues. previoua 
radiotherapy t o  the area, or undergoing concurrent chemotherapy would 
be crcluded. 

The objactivee of the study are: 

Patients  must be between the ages of 18 and 75. . 
- .  

- I  

1. To mvaluate tumor response. . .  

2. 

3- 

To 8tudy l o c a l  aud r e g i d  control of tumor. 

To evaIuate normal t i s s u e  rupcmsa and tolermce t o  large 
f i e l d  multi-fraction pion therapy. 

. -  

4. TO evaluate w o r t a n t  arrpects of tnataneat planni ig  and 
technical upects of delivering the radirtion in an attempt 
to muimize the therapeutic r a t i o  by mininizing the normdL 
tissue volume t o  be i n a d b t s d .  

- - _ .  . 
3.0 Elinibuity of Patients -c - -  - 

3.1 Conditions of e l ig ib i l i ty .  The following conditions must be met: 
before a patirnt-&n be 8dmi t t ed .b  the study: 

- ., 1- BSop8y-prwen d i g a 8 n c y .  

2. L o c a y  advanced or recurrent cancer. 
' .  

3. Patient age between 18 and 75. 
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3. Littl. or no chance of control with conventional radiotherapy. 
. .  

- 4 . *  3 .2  Conditions of 5nelipibil l ty - .  

2, Previous radiotherapy t o  aftc. .- . . . . -  _. 

b I. Modarrts t o  hi@ c h c e  of control by other trtstmt m o d J i t i n . s  
2 

t .  
.. 
. .  

& 

3. Ongoing chaw therapy. 

4. 
. .. . . .. 

Life oxpectmcy learn than three months o r  Kuoofsky s t a t u  _- c _ -  Of b.8 thn 60%. 

5. Active uncontrollable infect+op in area of irradiation. '  
: .. . 

4.. 
2 .  

3%- 
6. M a d i d ,  p o y c h o l o g i d  or other contrdnd5c8tion t o  proposed .--.- tru-t. ..- . ,.r - 

- 
4.0 Treatment .. . 

. -  4.1 Prettutmmt evaluation. 
8t the University of New Medco Cancer Buamrch md Trutment Center (am) 
or by the referring phydcian at 8110th- i n s t i t u t i o n ,  v i t h  findings Vtti f icd 
and studiao augmmted 88 required by the  CRTC study ten. The evi l tut ion 

P r e t r m m u t  evaluation will'bc p e r f o n d  -- - 

w i l l  include: 

1. Medical xistory. - .  

2. Phyaicpl Exuaination. 

3. hbor8torp taste. 

8.  CBc (including d i f f e ren t i a l )  
b. P l a t e l e t  count 
C. Urinrlyaia 
d. Serum Chamistry P ro f i l e  
a. O t h e r s  as hrdicated 

Cheat X-Ray 8ud others  a8 indicated, pa r t i cu la r ly  if 
tumor is in close pro-ty t o  bone. 

Staging procedures as indicated with careful  mpping and 
clipping of tumor where possible. 

4. 

5. 

4.2 Admission t o  a t u e .  Any patient who meets the  tequlred e l i g i b i l i t y  and 
pretreatment avalur*?on criteria w i l l  be admitted t o  the protocol far pion 
radiotherapy a t  LAMPF. The following records w i l l  be gener8tcd by the study team 
m d  par t i c ipa t ing  in s t i t u t ions  for storage, r e t r i eva l  and analyais at the CRTC 
study center  i n  Albuquerque: 

-3- 
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5.0 

6.0 

. - , -  - . .: . .  . .  
. . . . . . . . . .  .:.. _ _  . .  . . . . . . . . .  

. . . . . .  :\ . - -  . .  
..,. .I 

: . . - .. . . .  
. .  . r  . . .  . . .  . .  . . .  . . .  - .  

. -  
. .  

. ,. - . ' .  . - . . .  .: 

. .  .' . 
2. Pretreatme evaluation form. This fora, documu¶tlng the 

. &tory sud pbyslcal iaform8tl&, Irboratory test8 and apcci.l . 
otudi.8 Including surgery, w l l l  be submitted on those patImtqT< 
&erred for t r e a w n t  . 

' 

. .  . .  - . . . .  
. . .  ':.. . .  . . 
: & - - .. ~ 

.. 3. Study entrance form (patient -me, address, irfcrriPg hst%cUtiqP,' ... - . . .  .. ~ .* . . .  .- 
. . . . . . .  f '  . r ---. , :.- 

4. Patient COOIIent form . . . .  . 

. .  .. 
. . . _ .  

. . .  . -  .+-. 
. . _  

. . .  ....... 
refarring phpic-n, etc.) 

. . .  . .  -_. . . _ .  .. . _ _  -- . 
. J  -. .- . 

f. - ..-. -7' 
4 . - - .+.. * .. I 

- -  4.3 Trmament aupUcatian. All patient. vill receive nonrandomlzed * ' . - 
pion therapy 8t tho -ton P. hdersoa  Wson Physic8 F 8 d l i t y  (LAHPP) - - '- . 
in Loa AUaos. 
vi tb  u r l i a r  u r h l  a d  human t a ~ t a  vill be appliad. I n i t t a l l y ,  mufti- 
fraction pion trutmenf (five days ST -&) for three t o  s i r  weeks wil l  
be utilhed with a +.diOb~Olog~ul  .quivJsnt of conventionrl x-ray doses 
for s i n d l u  frrctianrtian 8ch.ru lurr 40 pmrcrat. 

m k  prtirntll reaivtng p h  IrrrdZatbU to the up. anatomic site. -em 
w i l l  vav, depending 00 the  u u t o a p i u l  mite t o  be i r radiated,  and no singl t  
nuwricrl vilurr can be uaigned for ill sites. 

S i n g l e  or wrltl-port technlquos vill br u t i l i z e d  to mitimiza the tunrot/ 
no& tissue d0.e r a t i o  according to  t he  a s u t d c  rite. 
sat-up and Imobilizatioa devices vfll be developed. 
w i l l  Include use of bnd-prepared plana as w e l l  am development of computer- 
produced isodose dist r ibut ionr .  
for t faous infionogeneities v i l l b a  accarplicrhcd. 
Wa8ure-t Vill be r~cc?mplilrhed where feasible. 
acuta m d  k t e  reactions vi11 be documented. 

. -  For pion therapy, a =fat7 factor based on results - -  
.- . --. :;-c. Thr8a doms MY be 

dtered suba8qurnt to Ob8~.r9rtfo~k of radbtioa a f fac t a  ia a m i n i m u m  o& I - - .  

- 

* -  
6 .  

Appropriate 
Trutment planaiag 

Where po8siblt, 88seesmcnt and cumpansation 
In vivo dosimetric 
Recording and scoring of 

. -  - I . 
i . . . .  . - .  

, .  Endpoints -. ~. ., 

1. 

2. 

3. 

4. 

- -  - Tumor ragrmsaion loul and regional tumor control  

Evduation of tlseur tolerancar for pion radlothcr8py 

. 

Q u l l t y  d length of surdval 

hdeqtucy of tumor localization, treatment planning, and inhomogeneity 
comction .. - . . . .  . . . . . . .  

. - ~. . _. - - .  . -  - -  
Statistical Conrideratlons 

This will be a nonrandomftad pflot study. 
with various tumor primrrits u n t i l  su f f i c i en t  infornution on rerponsc 
and techniques of treatment planning has been accumulated t o  bcgln 
randomizad trials. 

Patients  villbe entered 
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7.0 P o 8 t - I m d k t i o a  Evil~ation 

7.1 Foll0w-u~ plaa urd schdulea. The r d e r r i a g  phymicion d l 1  be 
encouraged to  aee the  pa t ien t  in accordance with his custorary uchedulc. 

q e  pat ien t  u t l l  be seen at the cancer b u u c b  and Treatarcnt Center a t  
POnthlY ht.rval8 during the first year, &-annually for  the next tvo -. 
mr8 md m l l y  thereafter. If tho p a t b n t  cannot return t o  the  CRTCf 
ha w i l l  be a r m  by a r d i o t h e r 8 p i r t  repremating the nearest participa~ng 
f r u t i t u t i o n  t o  the patiantor home town, os a r r r o p n t s  will be made t o  
have hin rrrrtrud at mothe r  hoapi ta l  by h i 8  pr ivate  physician and ,a rep&% 
of tN. -ti- submitted to the CBTC. 

7.2 Poll- inforarrtion. The f o l l d n g  information w i l l  be recorded - 
On the fouOUwp form 8t u c h  visit: 

.. - -. 

. -  
- <  

- -  
- -  .- 1. Brief interprl hhtory related t o  discanc . -  

- .  Siz. 
8. -gat, blood pramsurr - -  

d. Rmgms8ion of p8lpable or v i s i b l e  tuaor - - .  

. -. 
. .\--- 2. phpricrl examination: 

-- . 
b. T e q u a t u r e  
C. Appropriate upact8 Of phyric.1 =8&8t iUZl  . 

a. 

3. Laboratory tu ts  and routine x-rays; appropriate a tudier  
88 indicated. 

4. Specific di rgnos t ic  atudies, or studies which gave t he  most 
reliable information regarding the i n i t i a l  extent  of tumor 
W i l l  be repeated 8t periodic intervals.  . .  

5. Conpl iu t ions  of treatment 

6. &cordhg and 8corbg of h t c r u c t l o n a  and pathologic studies 
by rm-biopsy/autopsy M indicited. 

8.0 Addition81 Therapy 

Clinical evidence of lack of tuwr control ahould be documented by 
biopsy if posaible. If such evidence L equivocal, re-exploration sbould 
be encour8g.d if tha patient i r  a good mrgicd crmdid8te, u n t i l  such t h e  
as a pat te rn  of recurrence I 8  established and docmented. 
that surgery or biopsy i s  performed, the oxcisad &8ue o r  biopry epmcben 
mhould be carefu l ly  e&ed by tha study pathologbt vith aeslstanct from 
the hvohmd r8df.tion oncologist. If t he  pri8.rg tu- I 8  not controlled, 
rub8aquent therapy should proceed a t  the di8cratim of the patiant'a 
respansibla physician. The pat ient  or physician all not i fy  the invert lg . tor  
of any treatment i n s t i t u t e d  th8t has not been prescribed by t he  investigator. 

In the event 
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Parmmters t o  b8 recorded throughout the  study include: . .  . , . .  . .  
. _. 

.. .- , 

. I  8.  De8r.e m d  time of regression and regrowth - . .  

c. Amas.rmt of long-term radi.tion effect8 * -  

- h  
. -  --- - .  

- . '4.  . . -  . -b. A86en8ment of acute radiat ion e f f e c t s  - -- - ... . . .  
a ..+ 1 .  -.. 

. _. . .- .a .- . - .  - .  . .. .. , . _ .  . -- .. - .  . . - .. . .  
10.0 P8thOlOa 

10.1 In i t ia l  mmdcal (biopsy) rpeefams. B1op.y .prciP.ns will be ' - 
rrrratnld by pathologist8 8t the p a r t i d p 8 t i n g  f r u t i t u t i o n s  to  confirm : 
t h m  dhponi.. 

Copien of the report8 from the 8tudy p a t h o M i 8 t r  Will be forrnrded t o  

. 
Bepre8eatativa 8Uden d copies of biopsy report8 

be 8ubd t t ed  t o  the study canter fa revleu by the study pathologist& L' 

. d the r e f e h g  &/or follow-up phyaiciur. - - . _  - .. . 
c -  

-. 10.2 Subnequrmt m u r i d  apeciorru. 
.prtodul 8 i t u  will be rrrriavi by p a t h o l o w t n  a t  t he  par t ic ipa t ing  
h s t i t u t i c m  *era surgery van parformad. Appxoprirtr microscopic s t l d r r  - * 

Amy tlaaur 1urg5ully r-md *om . + . -<-.- -- 
. -  urd pathological raportn vill ba forwarded t o  the rtudy center  for review 

10.3 Autopsies. Autopsies are strongly urged on a l l  study prtfcnts by . - .  

.. .. by the study pathologists. ., -. -_ . 
p8thologis ts  8t the pa r t i c ip r t ing  instftution8. Po8t-mortem 6tudles 
should includa 8 description of i r r r d b t e d  tfr8ue8 urd t he  character 
and extent  of persis tent ,  recurrent  or ~netaatat ic  tunor. 
reports and representative microscopic el idea will be forvardcd t o  the 
study center for r e v i e w  by the atudy p8thOlOgi8t8. 

Autopsy 

- -  
11.0 Records 

ltra Cbpi.6 of u c h  mtudy form mu8t be admi t ted  t o  thc  study center. 
hll be recorded on standard form8 to be 8upplimd to par t ic ipa t ing  iastitrrrions 
for stot8ge ratrirvdl, and 8n8ly8i. 8t the  8tudy canter: 

D8t8 

Photocopy of pat ien t  consent form 
- .  b. Patient eligibility form 

c. Pretreatment a v a l w t i o n  form 

do Study antrance form 

e. R8dbtion treatment 8unrm8rY. A d8Uy schedule of pion thertpy . 

- .  . .  
T 

. -  

be prtp8rtd a t  LAWF. Thf. report -1 also include an 
end of trmtmant examination t o  include weight, per t inent  
general physical examination, perforaaanca rtoeus, current  
mdicatlons,  and, i f  possible, an a s s e s s l ~ ~ n t  of tumor rcsponee. 

.. 
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g. Patholow forma (see Section 10.0) 

... . , 

The necesmaq 8tudy formm to support dat8 collection and p r r 8 l p i r  are 
cutrsptly being dasigued under tbe dirrctfon a€ the menior mtatiotic- 
88irigned tp the atudy tmm. The forma w i l l  be precoded to  faCllifSte 
computerized data analysis . 

12.0 Patient  Conment and Peer Judwnt  

All fP.tftutioPrl, Food m d  Drug Mdnimfration, and N a t i 6  clncsr 
fortituta regul.tionr requiring submimmion to the i n r t i t u f b f d  
experfmantation h t t e e  and the uae of procedures for o b t a h b g  and. 

. recordlag i n f o m d  consent w i l l  be f o l l d  A.patient m8y bs removed 
from the study if the study is not 59 tbe bert.intercst of the patient. 
A patient may vi thdrav voluntarily from the study a t  any timrc, an w i l l  
be indicated in the consent form. 

c -  

.- 
- 

e .  .. . 

-. 
. . : 4 

- .  
. .  

. .  + 
? '  .. ' 
I .  

.* c .  . 

. .  

. .  . .  

. .  
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Ilnivermie of NN Huico  

Albuquerque, New Mexico 

PATIENT Co#SERf p(R PABTICrpATION 

.- Ibt PION PBOMCOL FOR EuluN CANCERS 

PATIENT'S NAME: 

.- 
ADDRESS: 

HOSPITAL/CIJNIC : 

HOSPITAI&LRIIC I . D .  NUMBER: 

. . .  . 

---. . . .* 

SOCIAL SEcmITY NUMBER: 

1. I, , luraby agree t o  

par t i c ipa t e  as a pa t i an t  l a  8 ruearch projact €or treatment of 
cancer vith p i  -on rldktion therapy ruing equipment at the 
C l i n t o n  P. -on Mason Facilltlam in Loa Ab-, N w  Mexico, 
which w i l l  be conducted by Dr. Morton M. KUgerrm 0% tbt 
Principal  Invutigator, and ruch q ' U 1 ' A e d  u n i s t m t s  ae h e  
m y  C u d  .pd m l w .  
be under the  d i r e c t  supemision of the attending phpeiclan 
appointed by Dr. Kligernun a t  a l l  t h e m  durhg the course of 
the research.) 

The proce~durcrr t o  be performed on mm have been peroonrlly described 
t o  me by Dr. 
a8 follaw8: 

(1 undustand th8t these ollSiStaIlt8 will 

2. 
, md I fully understand them to be 

If you ch-c t o  en te r  the study 8ad the phyaicil u 8 m i n 8 t l o n  
and tests show you are eligible, you must agree t o  spend the 
raquired B u n t  of tjme ta LOB f o r  trentment. You must 
also ageec to  return t o  the U.N.M. Cancer Research and Trcat- 
wnt Centar fo r  the required follow-up. examhatlons. 

You will racaiva p i  meson radiation treatments a t  the 
Los Alamoa Sc ien t i f i c  Laboratory, Clinton P. Anderson Meson 

8. 

b. 



CI 

d. 

e* 

f .  

.- 
- .  
_. . . -  . .  

. _  
_ .  . L .  

Phymim F . c i l i t y ,  f o r  8 period of 
Truanmnts vill be g ivm each day, Monday through 
Friday, t o  appropriate portions o f  the body. 

Sundrrd preparatory procedures my be involved, iacludhg ---- . 4  . 
dirlplortic x-ray pictures and n u c l u r  medicine laofope scans. 
mu8 vill be 8 pr+-irradi.tioa ilia- exercbe u i t h w t  

a 5 -  
and t o  ascertain that radiat ion dura& trutamt will be 

I -  

md f-1. d e v i c u  mup be used for poaitlorring. 

The tru-ts w i l l  be adda5stu.d in the mmtrr damonsttatcd 
t o  yau dadag tha pre8l-t exucimr. 

You win be  
done in the treatment room; hmavu,  the trmatmexlt personnel 
can virv you at all t ime6  m;cl~d-circuit T.V., and two-way 
-1- conv.rsation i. possible mp t ims vi. irrtercm equip- 
P.nt, A nux8e i. stationed iprp.dktrlg outside the  treatPlqrt - .  >\- . 

You VU be u h d  t o  par t i c ipa t e  in 8 variety of standard 
medfcrl tuta in the p o r t - i n a d k t l o n  period: t h u c  w i l l  . 
mamure the progress and aff icrcy of the treatment. 

mila you u c  taking p u t  in the s&y, your pwsic ian  
S.8 P t f l l  rupaDBlble for your treatment and can ch8ngc 
your treatment o r  remove you frcm the study a t  any time 
if he b d i e v u  i t  t o  be  in your b u t  h t e r t e t .  
being f. h b  prima- concern. 
kr Loa Alamor, your trartrnrnt will be -ad 19 close 
cooperatim with pour physician, although he m8y not be 
adnrinbtering the treatmnnt -elf. 

weclrs .  

- 
adoiaisturiog radi.t$on t o  f-he you uith th8 process 

' I  _. drlivued t o  appzoprirte ryiolu of ]rae body. P l u t i c  - * .- - ,- - 

Tbera w i l l  be no 
p . i n  or 8.aution from the bemm duriag treatment. - --. I- 

. +:-- . *  . - 

. A  .* 
- -  

c . - 
-a - 
-..- .- -- . .  

t -  -,- - "  . .  
room and i n  rvdlabla u neded. .. . .  . .  

- -  
- .  

Tour w i l l -  
If you are r 8 c c i . g  treatment 

3. Dr. h. i n f d  1y of the p o t a r t i d  . 
baref lu  t o  me d t o  othms he anticipates will ruult from th8 
research In which I ham agreed to p a r t i d p a t e .  
t8dlothcrspy may be more e f fec t ive  in treating pst ients  who require 
more than standard therapy. 

The p i  pc1l00 

.. ' 

4. Dr. h.o explained and d l c u a s e d  the possible * 

aide effect. and rhks t o  m e  u follows: 

We do not  have cmpletc information OB the incidence d exact 
m t u r e  of the dfacorpfarts and rfmka wbicb m y  occur with p i  mmon 
radiotherapy. 
should not  hrve sfgnfficmtly d i f f e ren t  dverae rffrcta than luual 
trartutent and the doaea given you are d u i g n e d  to  minSmize the 
p o r r ~ o ~ l i t p  of excessive discomfort aad risk. Both p i  meson radiation 
and canvantforul radiation could r e s u l t  l a  saaa or a l l  of the follow-'  
ing types of discomfort and risk., depending on the area of treatment. 
(Sea insert appropriate t o  tumor site t o  be treated).  

. .  . .  

PrelirPinary biologlr temt8 ind ic r t r  t ha t  the procedure 

. .  
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5. Dr.  ..as exp1ain.d to mm that there are . 
alternative choices of treatment open t o  pc and has dcrcribed 
tbm 88 f D U W 6 :  

a. Surgery 

---. ’ b. Chemotherapy - -notherapy . .-. 

6. 

1. 

8. 

9.  

c. Convmt iod  Rndiotherrpy 

D r  . 
I ppisht w i 8 h  to make a t  m y  tj.ma during the couraa of the research. 

h a m  offered t o  amsuer any inquiries 

lo gurrrukteem ar 8smur8nces h8ve bean givur t o  me or anyone 
regarding the trufmmt 1 may rrcrive or the results that may be . 
0btrin.d. 

I understand t h i t  while taking part in the study, 
D r  . 
-Y chmn. my t r e r m t  or remove ma f rom the study at any tlmc, 

L ruporuible for ny treatment and 

if-he b&ves it to be in rpp beat intermat. 

I understand tbt this is not 8 rcleua or waiver of my legal 
rights. a .  

TME: PLACE : DATE: 

WITNESS: sxc#ED : 
Patiant 

WLTIPESS: 
Parent or Legal Guardian When I n d i c a t d  

-. 4 
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The. d i s c d o r t  and r L k  you erperienca .be~aU8. of the radiation 

treatmeaf~ should not be greater  for p i  puoa r a d b t i o n  therapy thm -. 
6 -  - -  for convaxtiocul supervoltage radiation thuapy. 

have complete in forput ion on incrcued rS8k you may encounter wlth  
p i  PII8OP rrdirt- thuapy. s m  of Of the t p p ~  of d l s C O r P f O r t  : . 7 

m d  r h k  axpularced by pat ients  recaiving any type of radiation 
treatments t o  the  pel- include: 

Bmmver, w e  do not 1 

.. 
e -  . -  . -  
. -  - .  - . .  

1. 

. 2. 

3. 

4. 

5.  

6. 

7. 

0. 

9. 

10. 

Damage to  h e  8tosuch m d  d. or Urge inteBtine, 
sucia u acuat ion  or perforition might occur v i th  
p i  won r8dktion therapy, although in practice w i t h  
cowmtionrl a c t e d  beam t r c Y m t  thie h u  not been 
Obsuved. . .  

W d  t o  modu8te  effect. on +ha blood, renulting in a. 
dacrrue in  one o r  more types of blood cells. (Bowever, 
thi. i. muitorad at weekly intervals QT more often when 
rppropripte, so the  condition con be treated promptly.) 

- .  

. - 

. :  - . - 
- - . .  . . -  

. .  . .  . .  

. . -  , 

_ -  
a - -  

L o s s  of ha i r  in the  treatmmt area. 

Skin reaction in the treatment area (for example, redness . 
urd peeling). 

Neurologic eolaplicacion~, such as weakening or paralyeia of 
thr leg8 (although this is r8re in conventlond treatment). 
In more than 50 c m a c u t i v e  CIOU .nrlysed in one study, 
thU8 W U  P O t  P 8 h g h  C8.e Of p 8 r d y S b .  

~ 

P a b  and welling of normal t t 8 u . s  in  the treatment a k .  

Marrhra, po88ibly c o n t o h i n t  blood (usually readfly controlled 
by 8pproximate treatmeat .ad which U B U I L ~ ~ ~  dhappaars at t h e  

Nm8u (3.0 readily controlled by appropriate drugs and/or 

- .  end of the  x-ray treatments). 

by slowing the  r a t e  at which radiation i n  given). 

... 

. -  
Urin8ry complPints, such 88 & more frequent need t o  urinate 
md burning pain vith urination (which. usually disappurs  a t  
the end of kaatment) . 

.. 

. - .  

- .  

m o t e n c e  (40%) 
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Urn do mt h v e  corplata iaform8tion on the r b k  you may encounter 
vith pi -011 radiation thurpy. 
8- or a3l of the typu of discomfort .nd ti.k axpuiraced by pat ients .  
receiving tonvcntioxul types of rdirtioo treatmaat to the pelvis, 
W M c h  include: .. 

Pi mmwa rdbthuapy could reault in 
. - 

- .  

1. .*. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

D-8. to the s t m ~ c h  urd mall or M e  latamthe, such 
u ulcuatfai or perforation-might occur vith p i  M S O ~  

ruiktion therapy, although in p r r c t i a  vith CoDvemtionol 
U f d  b u r  t-flpart tbi. h s  not b u n  obstrocd. 

U t o  m0dU.t. effacts o tha blood, ruulting %a 1 
decrru8 in o m  or =re Qrpu of blood cella. (However, 
Chi. i. monitored at weekly intends or more often when 
appropriate, so the condttion cam be treated ptornptly.) 

LOPS of hair in the traatmant uaa. 

Neurologic - U C 8 t l O Z I . ,  auch as v u k a 1 4  or paralysis of 
the 1-• (although thi. i s  rsre in conventional treatment). 
Xu more th8n 50 coamecutiva cases 8n8lyzad in on8 8fudy, 
there wu Pot a single case of paralysis- 

P& and swell ing of n o d  ti.- In the trutment area. 

Dlarrhu, possibly containing blood (u8it.U~ rudUy 
controlled by appropriate treatment d vhbh usurrlly 
d k 8 p p e u s  at  the end of the =ray trutmcnts). 

N u u u  (91.0 r u d i l y  controlled by approprkta drugs and/or 
by slowing the rate at which radiation is g i v d .  

Urinary empla in t . ,  8Wh ps a more frequtnt naad t o  urinate 
and burn- pain w i t h  urination (vhich u8118lly disappears 
at the a d  of treahuent). 

Menstrual flow atoppnge. 
female patieats who are actively mcnstruatfng. 

T h k  vill almost certainly occur i n  

Vaginal dbcharge. 
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. 1. 

2. 

'3. 

4. 

5.  

6. 

7. 

a. 

9. 

10. 

11. 

-- p i  p1.0 rrdtrtiorr therapy, rl- in prrctice with - - -  
.- convrntiorul extemd. beam trertrmt thir ha8 not been 

obsmrad. 

W d  to poduatr effmct. OII &e blood, ruultiry in 8 
&creme in oam or =re tppu o f  blood cella. 
tbi. i n  m m i t o r d  at womkly incmrwals 01 ron oftm 
vh.n rpgraprkta, 80 the codi t ion c.p be t r u t e d  

-.. . 
. & 

' -  -.- 
(Ewavcr, 

. tt', . - - - -  . 
PrOrpflY. 1 . .  

. .  ..-' ' . . . . .  - . .  _ _  . . 
_ -  -. 

- .  . .  
. . . .  . .  . . . . .  ::. _ *  e.' . .  < ;.' . . .  - .  ... 

. .  
. . . . . .  . .  

. .  
.. - . .  

. . . .  

. . .  
.... 

,._ . ._ 
. -  

. . _ I  - -- 
. _  . . .  

I8wu (-0 Iradily controlled by appr0pri.t. dnws 
&/or by .laring the rate at vhich rdirtian t given). 

. . .  

. . .  
.... 

. . .  
. . -  
. .  - -  

... . . . .  
. -  . .  

. . .  . .  
. . .  . - -  

.. 
The incidrncr of -8 l m  kuom and hu been autablthed in 

convention81 radiation ther8pp a d  surgrry. 
fncreued-or drcrca8ed-i.acidencr of t h u e  OT other affects which 
may occur vlth p i  meem radiotherapy. 

What i. not kaown is the . .  
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-- 1 I A N D N E C K T U M O R  
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f ruPdrr.tmd th8t 8- d h c o l f o r u  (or aide effect.) and riskr 
t o  my h u l t h  &ad well-being m8y be 8mrociated with ng participation. 
Dr . 
thaa as f a l l a r c :  

a 1. U k m :  

. 
h u  d ~ c u s 8 e d  th-e with me and has described 

---. 
- -  . 4  . 

a* 

b. 

C. 

. d. 

e. 

f .  

I- 

h. 

i. 

3.  
IC. 

1. 

m. 

a. 

P.gudle88 of typa of r r d h t i o n  t ru tmen t  urtd. 
8urgary n y  be requirmd after the  radiotherapy 
ruulting in a petament  10.8 of voice. 

tUtd-8  in e wrrtming or paralpair of portions 
of the body (although the incidence is rare). 

The formation of f b t u l a r ,  abnozmal openings, 
vhich'may heal themselves- or may require surgical 
rep&. 

-- . 
The po8Sibfiity of nerve or 8pirul 'cord 

c 

P.in and m w d l i n g  of aormal ttmuer in the treatment 
uu. 

Lass of n o m  bone and muscle t i s sue  in the crutment  
area. -I 

C o v i t i u  in t he  teeth. 
-- 

Temporary or permanent ulcers of the l ining of t he  
mouth or throat. 

Difficulty in euallowing and sore throat. 

- 

Cough. 

D i f f  lculty breathing. 

M l d  t o  d e r a t e  e f f e c t s  on t he  blood result ing i n  
a d e c r e u e  of me o r  more typar of blood cells. 
(Eowevar, t h i s  fa monitored a t  weakly intervals  o r  
more often when appropriate, no the condition can 
be treated promptly. 

Pever . 
Su8ceptibility to  infection. 

Latar devmlopment of cancer of the  thyroid, although 
the incidence is rare. 

2. Discomforts (or a ide  effects)  

8. Skin reaction in t he  treatment area (for example, redness, 
peeling, and potmibility of radiation skin burn, l a t e r  
possibly resul t ing in the development of skin cancer). 
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8 in the upper a i r  and 
. . . .  food pU8.gW. . r ' .  . . . .  - -  

hcumive  Poheure or d 
. .  
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. .  Lams of taste , ( u m d l y  temporary) . .  

' .. , _ _ -  -. . - ' LOBS o f  halr in the treatment area: 
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