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Neutrons : 

Neutrons : 

Neutrons : 

1400 rad ( S e a t t l e )  
i n  7 f r a t t l o n s  over 4 
weeks 

1600 rad ( S e a t t l e )  
i n  a f r a m o n s  over 4 
weeks 

1800 rad ( S e a t t l e )  
i n  9 f r a H o n s  over 5 
weeks 



1.0 INTRODUCTION 
1.1 Rationale 

Malignant melanoma i s  a tumor t h o u g h t  t o  be "radioresistant" 
1 by most r a d i a t i o n  oncologists. I n  a recent prospective study 

"Radiotherapy of Mal i g n a n t  Me1 anoma," Hebermal z and Fi  scher 
(1976) have shown t h a t  s k i n  metastases do  not  respond t o  
fractionation schemes w i t h  i n d i v i d u a l  doses smaller t h a n  500 
rad regardless o f  the s ize  of the t o t a l  dose.2 Cell survival 
curves obtained i n  vitro from melanoma ce l l s  derived from 
three human m a l i g n a n t  melanomas (Barranco e t  a l . ,  1971) and 
rat melanoma (Dewey, 1971) all  showed a large shoulder before 
becoming exponential. These curves indicate t h a t  the c e l l s  
had a large capacity t o  accumulate and repair sublethal 
r a d i a t i o n  damage, a n d  m i g h t  explain t h e  reputed 
radioresistance o f  some me1 anomas t o  fractionated regimes of 
r a d i a t i o n  therapy (Hornsey, 1972) .1 '3'4 There are other 
examples of m a l i g n a n t  melanoma ce l l s  grown i n  v i t ro  which d o  
not show such large shoulders on the i r  survival curves a f t e r  
p h o t o n  i r r a d i a t i o n  (Malaise e t  a1 ., 1975).5 Such v a r i a t i o n  
between m a l i g n a n t  melanoma c e l l  l i n e s  may be a f a c t o r  
contributing t o  the v a r i a t i o n  i n  r a d i a t i o n  response seen i n  
t h e  human disease. Combined d a t a  from clinical  t r i a l s  from 
Yale, the Melbourne Clinic, and the United Kingdom showed t h a t  
t h e  response t o  f r a c t i o n  s i z e s  of 400-800 r a d  was 
significantly better ( p  a b o u t  0.01) t h a n  t o  fraction sizes of 
200-299 rad.6 These resul ts  are consistant w i t h  the view t h a t  
t h e  r ad io res i s t ance  f requent ly  observed i n  t he  cl  in ica l  
si tuation 'may be due t o  the large capacity of melanoma ce l l s  
t o  accumulate and repair r a d i a t i o n  damage. 

T h i s  protocol study i s  confined to  metastatic or locally 
recurrent malignant melanoma i n  skin, subcutaneous t issues ,  or 
peripheral  lymphatics. 'Pa t ien ts  who  a r e  undergoing 

1.2 General Outline 
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concomitant chemotherapy o r  imnunotherapy are  no t  e l  i g i b l  e f o r  
t h i s  study; however, pa t i en ts  who a f t e r  complet ing t h e  course 
o f  planned rad ia t i on ,  subsequently rece ive  chemotherapy f o r  
progressing disease w i l l  cont inue t o  be fol lowed. 

The th ree  treatment regimes are  designed t o  d e l i v e r  increas ing 

doses of rad ia t i on .  Ten pa t i en ts  w i l l  be entered on treatment 

R1 and response recorded. I f  no adverse normal t i s s u e  e f f e c t s  

are seen the dose w i l l  be increased t o  t reatment 82. I f  no 
adverse normal t i s s u e  e f f e c t s  a re  seen a f t e r  t e n  pa t i en ts  have 

been t rea ted  on treatment t 2 ,  t h e  dose w i l l  be escalated t o  
t reatment b 3 .  

2.0 OBJECTIVES 

The o b j e c t i v e  o f  t h i s  study i s  t o  evaluate the  dose response ra tes  
o f  fas t  neutron beam te le therapy  f o r  metas ta t i c  m a l  ignant  me1 anoma 

by eva lua t ing  the  fo l low ing :  
2.1 Degree and r a t e  o f  tumor regression. 

2.2 Time t o  onset o f  l o c a l  tumor regrowth ( i f  any) and r a t e  o f  
regrowth . 

2.3 Time o f  onset and eva lua t ion  o f  s e v e r i t y  o f  r a d i a t i o n  i n j u r y  
t o  surrounding normal t i ssue.  

3.0 PATIENT SELECTION 
3.1 E l i g i b i l i t y  C r i t e r i a  

3.1.1 Pat ien ts  w i t h  h i s t o l o g i c  evidence o f  mal ignant 

melanma metas ta t i c  o r  recur ren t  i n  t h e  sk in ,  
subcutaneous t i  s u e s ,  o r  per iphera l  lymphat ics.  

3.1.2 Pat ien ts  w i thout  any previous r a d i a t i o n  therapy t o  
t h e  area t o  be t reated.  

3.1.3 Pat ien ts  w i t h  measurable disease. 
3.1.4 Pat ien ts  must s ign  an informed consent form 

i n d i c a t i n g  they  are  aware o f  t h e  i n v e s t i g a t i o n a l  
nature o f  t h e  study (See Appendix I V ) .  

0 0  I b o 2 3  
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3.2 Ine l ig ib i l i ty  Cri ter ia  
3.2.1 

3.2.2 Age > 75 years. 
3.2.3 

Patients w i t h  Karnofsky s ta tus  < 50 (See Appendix 
1). 

Patients for whom the required v i s i t s  t o  the neutron 
f a c i l i t y  would be logis t ical ly  impossible. 
Patients for  whom follow-up i s  unlikely. 3.2.4 

4.0 PRETREATMENT EVALUATION 
4.1 History and physical examination. 

4.1.1 General condition assessment u s i n g  Karnofsky 
scale (Appendix I ) .  
Accurate measurement i n  maximum dimension and a t  
r ight angles t o  t h i s  of  the lesion t o  be treated. 
If  there are multiple lesions w i t h i n  the anticipated 
treatment f i e l d ,  the s ize  o f  the the reference 
lesion must be measured and reported a t  each 
assessment time. 

4.1.2 

4.2 General evaluation. 
4.2.1 CBC 
4.2.2 S M A l 2  
4.2.3 Chest X-ray 

4.3.1 
4.3.2 Liver scan i f  abnormal 1 iver function. 
4.3.3 Lymphangiography where appropriate. 
4.3.4 

4.3 Optional studies (highly desirable).  
Biopsy o f  lesion to  be treated. 

CT scan i f  needed to  evaluate tumor extent. 

5.0 REGISTRATION 
5.1 Patients are t o  be registered for this study by calling RTOG 

0 0  I b o 2 4  

Headquarters (215) 574-3191 between 9:00 a.m. and 5:OO p.m. 
(Eastern Time) exclusive of weekends or holidays. 
will give the following information: 

The ca l l e r  

Protocol Name 
Insti tution Referring Patient 
Neutron Facil i t y  



Physic ian 's  Name 

P a t i e n t ' s  Name 
Size o f  Tumor t o  be I r r a d i a t e d  

o r  > 6 cm) 
(-0 - < 3 cm, > 3 - < 6 cm, 

A p r o j e c t  case number and the  cur ren t  dose l e v e l  w i l l  be 

assigned and confirmed by m a i l .  

The th ree  treatment arms o f  t h i s  study are designed t o  study 

var ious doses o f  f a s t  neutron r a d i a t i o n  therapy.6 Pat ien ts  

w i t h  m u l t i p l e  les ions  w i l l  have the  l a rges t  l e s i o n  treated. 
5.2.1 Treatment Arms 

5.2 Treatment Assignment 

1) Fast neutron i r r a d i a t i o n  (1400 i n  7 
f r a c t i o n s  over 4 weeks); 

2)  Fast neutron i r r a d i a t i o n  (1600 rad,. i n  8 
f r a c t i o n s  over 4 weeks); 

3) Fast neutron i r r a d i a t i o n  (1800 i n  9 
f r a c t i o n s  over 5 weeks). 

6.0 RADIATION THERAPY . 6.1 I n  most pa t i en ts  a -s ing le  f i e l d  w i l l  be used t o  t r e a t  t he  

'3 les ions. However, r a d i a t i o n  therapy technique w i l l  v a r y  
I n  selected cases, depending on the  area t o  be t reated.  

m u l t i p l e  p o r t a l s  may be used t o  d e l i v e r  t h e  requi red dose. 
Dose v a r i a t i o n  i n  the  t a r g e t  volune must be l ess  than 10%. 

7.0 DRUG THERAPY 
Does not  apply t o  t h i s  study. 

8.0 SURGERY 
Ila Does not  apply t o  t h i s  study. 
W 

9.0 OTHER THERAPY 
h 

UI 
Iv Does not  apply t o  t h i s  study. 

1 0 . 0 PATHOLOGY 

Central pathology review w i l l  not be required. 

A 



11.0 STUDY PARAMETERS 

Parameter 

Performance s ta tus  
Measurement 1 es ion 
Chest x- ray 
Biopsy o f  l e s i o n  
L i v e r  scan 
Lymphangiogram 

Tissue Reaction Grade 

b 

Weekly 
C 

Pretreatment Dur ing Treatment Each Follow-up 
X X X 

X X X 

X a  

X a  

Xa  

Xa 

X x(See Appendix I 1  & I 

a. As ind icated.  

b. Tumor s ize;  measure maximum dimension and dimension a t  r i g h t  

angl es 
Monthly f o r  6 months, then every two months f o r  18 months, then 

every 3 months through year  5. 
c .  

11.1 Endpoints of Study 
11.1.1 Objec t ive  tumor response. A t  each eva lua t ion  time, 

t h e  l e s i o n  should be measured i n  t h e  maximum 
dimension and dimensions a t  r i g h t  angles t o  it. 

Response w i l l  be scored as fo l l ows :  
1+ (25%) regress ion i n  area 

2+ (50%) regress ion i n  area 
3+ (75%) regress ion i n  area 
4+ (100%) regress ion i n  area 
Durat ion o f  response w i l l  be determined from the  day 
o f  r e g i s t r a t i o n  t o  t h e  da te  o f  l o c a l  regrowth 
{ increase from previous assessment) of tumor. 

11.1.3 Acute and l a t e  normal t i s s u e  reac t ions  should be 
recorded on t he  scale o u t l i n e d  i n  Appendix I1 & 111. 

11.1.4 Measurement o f  tumor s i z e  w i l l  be made weekly du r ing  
t reatment  and a t  each fo l low-up according t o  sec t ion  

11.0. 

11.1.2 

5 



12.0 DATA COLLECTION 
12.1 Forms 

On-study / I n i t i a l  Eva lua t ion  
D i  agram o f  1 es ion 

Wi th in  1 week o f  r e g i s t r a t i o n .  

1 

Treatment Form 

F011 OW- UP FO ~III 

Death Form 

Upon completion o f  t reatment.  

S ix  weeks f o l l o w i n g  comnence- 
ment o f  t reatment and 
monthly f o r  t h e  f i r s t  6 
months, then every 2 months 
through t h e  second year, 
then every 3 months through 
t h e  f i f t h  year. 

Upon death o f  pa t i en t .  

STATISTICAL CONSIDER TIONS 
The pr imary purpose o f  t h i s  study i s  t o  i n v e s t i g a t e  t h e  response and 

compl icat ion ra tes  a t  t h e  var ious  t reatment dose l e v e l s  under study. 
With standard therapy, t h e  propor t ion  o f  p a t i e n t s  who experience a 
complete response i s  no more than 10%. 
an t i c ipa ted  i f  i n  any o f  t h e  t reatment groups two o r  more o f  t h e  ten  

pa t i en ts  have a complete response and prov id ing  no severe 
compl icat ions are  observed. 

These c r i t e r i a  prov ide a 91% chance o f  accept ing neutrons f o r  

f u r t h e r  study i f  t h e  response r a t e  a t  any one dose l e v e l  i s  35% and 

a 26% chance o f  f u r t h e r  t e s t i n g  o f  a p a r t i c u l a r  dose l e v e l  i f  t h e  
response r a t e  i s  no b e t t e r  than convent ional  therapy. Fur ther ,  we 
have a 65% chance o f  seeing any compl icat ion which occurs one t ime 
ou t  o f  ten. 
power o f  t h e  experiment w i l l  be increased. 

Fur ther  neutron s tud ies  are  

I f  any two o f  t h e  dose l e v e l s  can be combined, t h e  

14.0 ADDITIONAL TREATMENT 
Therapy i s  administered as d e t a i l e d  i n  Sect ion 6.0. 

therapy s h a l l  proceed a t  t h e  d i s c r e t i o n  o f  t h e  p a t i e n t ' s  r e f e r r i n g  
physician. 
performed should be docunented i n  t h e  p a t i e n t ' s  fo l low-up records. 

Subsequent 

Ind i ca t i ons  f o r  subsequent therapy and the  therapy 
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APPENDIX I 
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KARNOFSKY PERFORMANCE SCALE 

Normal; no complaints; no evidence o f  disease. 
Able t o  carry on nonnal act ivi ty;  minor signs or symptoms of 
disease. 
Normal act ivi ty  w i t h  e f for t ;  some sign or symptoms o f  disease. 
Cares for s e l f ,  unable t o  carry on nonnal act ivi ty  or do 
active work. 
Requires occasional assistance, b u t  i s  able t o  care for most 
personal needs 
Requires considerable assistance and frequent medical care. 
Di sabl ed; requires speci a1 care and assi stance. 
Severely d isab led ;  hospital ization i s  indicated, a1 though 
dea th  not imninent. 
Very sick; hospitalization necessary; active suppor t  treatment 
i s necessary 
Moribund; fa ta l  process progressing rapidly. 
Dead 

a 



APPENDIX I 1  

SKIN REACTIONS 

EARLY - 

Dry Desquamation Moist Desquamation Pigmentation 

0 No Vi s i  bl e Reaction 

I Follicular Focal Focal F o l 1  icul ar 

2 Faint Confl uent one-thj r d  Confl uent one-thi r d  Peripheral 

3 Dull Confluent up t o  half Confluent up t o  half Light 

4 Bright Confluent more t h a n  Confluent more t h a n  Mod era t e 
ha1 f ha1 f 

5 Dusky Whole f i e ld  I Whole f ie ld  Oar k 

n 



Appendix I11 

51 i gh t  atrophy Patchy atrophy k r k e d  atrophy 
P i p e n t a t i o n  change W e r a t e  te lang iec t r s ia  Gross t e l  angicctasi a 
Some h a l r  l oss  Total h a i r  l oss  

51 i gh t  i ndu ra t i on  Moderate f i b r o s i s  bu t  Severe indurat ion and loss 
( f i b r o s i s )  and loss of asyrnpt Dnrti c ' o f  subcutaneous t i ssue  
subcutanmiis f a t  S l l gh t  f i e l d  contracture F i e l d  contracture 

(< 101 l i n e a r  reduction) > 101 l i n e a r  measurment 

S l i g h t  atrophy and noderate atrophy and Marked atrophy wi th  
dryness t e l  angi ec t a s  i a c m p l  ete dryness 

L i t t l e  mucus Severe t e l  angiectasia 

S l i g h t  dryness o f  mouth Moderate dryness Complete dryness 
Good response on Poor response on No response on 
s t  imul a t  i o n  s t i m l a t i o n  st imul i t i o n  

' M i l d  C ' H e m i t t e ' s  Severe L 'Hermi t te 's  Objective neurological 
i syndrome syndrome f i nd ings  a t  o r  below 

cord level t reated 

RTOG/EORTC Late Radiation Morbidity Scoring Scheme 
Organ/Xssue 0 1 Miid 2 Moderate 3 Severe 4 Life Threatening 5' 

Ulcerat ion 

Necrosis 

Ulcerat i on 

Necrosis 

Mono o r  para 
qu rd r i  p l  egi a 

URCUTANCOUS 

As ynp tma t i c ca tarac t 
Minor corneal u l ce ra t i on  
o r  k e r a t i t i s  

YUCOUS 
3iMRRANES I 

Panopht halmi t i s SymptcNtic cataract  Severe k e r a t i t i s  
Modcrate corneal u l ce ra t i on  Severe ret inopathy o r  61 indness 
Minor ret inopathy o r  detachnent 
qlaucoma Severe g l a u c a a  

SAL I VARY 
GLANDS 

None 

None 

None 

None 

None 

None 

None 

None 

SPINAL COR0 1 

~ 

Moderate s p v t a n a t l c  Severe s y m p t m t i c  Severe respi ra tory  A s y m p t m t i c  o r  m i l d  
symptoms ( d r y  cough) f i b r o s i s  o r  pnemon i t f s  f i b r o s i s  o r  pnemon i t i s  1 nsu f f  i c  iency 
51 i g h t  radiographic (severe cough) Low grade Dense radiographic Changes Continuous Oxygen 

fever. Patchy r d i o -  Assisted v e n t i l a t i o n  appearances 
graphic appearances 

Asymptomatic o r  m i l d  Mdera te  angina o f  e f f o r t  Severe angina Tamponade 
M l l d  p e r i c a r d i t i s  Pe r i ca rd ia l  e f fus ion  Severe heart f a i l u r e  SymPtar 

Transient I wave N o m 1  heart s i ze  Cons t r i c t i ve  p e r i c a r d i t i s  Scverc cons t r i c t i ve  
invers ion and S T  changes Pers is tent  abnOrmdl1 t y  noderate heart - f a i l u re  p e r i c a r d i t i s  
Sinus tachycardia > 110 T wave and S f  Changes Cardiac enlargement 
( a t  r e s t )  Lcr MIS EKG abnormali t ies 

Mi ld f i b r o s i s  Unable t o  take s o l i d  food Severe f i b r o s i s  Necrosis 
S l i g h t  d i f f i c u l t y  i n  n o m l l y  Able t o  swallow Pcrforat i on, F i  s t  ul a 
rwal lowing sol i d s  S~rllo*iq S m i - S O l  i d  food only l i q u i d s  
No pa in  on swallowing 

N i l d  d iar rhea M e r a t e  d iar rhea and c o l i c  Obstruction o r  bleeding Necrosis 
M i l d  cramplng. Rotel 
movement < 5 times da i l y .  da i l y .  Excessive rec ta l  
51 i g h t  r e c t a l  discharge 
o r  b leeding bleeding 

dyspepsi a Some abnormal l i v e r  i n s u f f  ic iency Hepatic coma or  
51 i g h t l y  abnonnal 1 i v e r  f unc t i on  t e s t s  L i v e r  func t i on  t e s t s  Encephal o w t h y  
func t i on  Scrun albunin n o m 1  gross ly  abnom1 

Lou a lbunin 
E d n a  o r  asc i tes 

O l l a t a t l o n  m y  be ind icated M y  have pain on swallowing 
D i  1 a t r t  i o n  requi red 

80-1 w m n t  > 5 t imes requ i r i ng  surgery Per forat ion,  F i s t u l a  

rmcus o r  i n t e r m i t t e n t  

M I  1 d 1 assi tude, nausea Moderate symptoms Disabl ing h c p d t i t i c  NeCroSlS 

Pers is tent  moderate Severe a1 buninur ia  M a l  I gnant hypertension Transient a lbuninur ia  
No hypertenston n lb rn inu r ia  ( 2 1 )  Severe hypertension Uremic coma 
M i l d  inprimtent renal, M i l d  hypertension. WO Pers is tent  anemia ( <  1 0 4 )  Urea > 100 mgS 
func t i  on re la ted  anemia. Moderate Severe renal f a i l u r e  
Urea 25-35 rcJr i m p r i n c n t  renal f unc t i on  Urea > 60 mq2 

Urea > 36-60 q% . Creat in ine > 4.0 mgX Creat in ine 1.5-2.0 ncJx 
Creat in ine Clearance > 751 Creat in ine 2.5-4.0 ngX 

Creat in ine C1 earrnce (50-74s) 

51 i g h t  ep i the l  t a l  atrophy Moderate frequency Severe frequency 8 dysuria Necrosis 
Q n e r a l  1 md t e l  rng i K t a l i  8 Contracted 61 adder Minor te lang iec tas ia  

(microscopic h m t  u r  i a )  I n te rm i t ten t  macroscopic te langiectas ia  (o f ten  with (capacity < 100 cc)  
hematuria petechiae).. Frequent Severe hemorrhagic 

Creatinine Clearance < 50% 

Severe general i r e d  

h m t u r i a .  Reduction i n  c y s t i t i s  

A s p p t a n r t  i c  Moderate pa in  o r  tenderness Severe pain o r  tenderness Necrosis 
No prowth re ta rda t i on  RetardJtiOn o f  growth Compl e t c  w r e s t  bone growth Spontaneous f racture 
Reduced bane densi tv  l r r e a u l a r  bone sc leros is  Dense bone sc leros is  
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APPENDIX I V  

Sample Consent Form* 

Purpose and Bene f i t s  

A new form o f  r a d i a t i o n  (neutron beam) has been developed which 
t h e o r e t i c a l l y  should be more e f f e c t i v e  than convent ional  (photon) 
i r r a d i a t i o n  f o r  c e r t a i n  types of tumors., The purpose o f  t h i s  study i s  
t o  determine t h e  e f fec t i veness  o f  i r r a d i a t i n g  metas ta t i c  mal ignant 
melanoma w i t h  the  neutron beam. It i s  no t  known a t  t h i s  t ime  i f  t h e  
neutron beam treatment w i l l  be more e f f e c t i v e  than conventional photon 
i r r a d i a t i o n .  We are j o i n i n g  w i t h  o ther  physic ians i n  the  country  t o  
study t h i s  problem. 
study w i l l  be t rea ted  w i t h  conventional photon i r r a d i a t i o n .  

Pat ien ts  who decide no t  t o  p a r t i c i p a t e  i n  t h i s  

Procedures 

If you decide t o  p a r t i c i p a t e  i n  the  study, you w i l l  be assigned t o  one 
of the  f o l l o w i n g  th ree  treatments. The treatment you are assigned w i l l  
depend on how many p a t i e n t s  have been entered on t h i s  protocol  before 
your assignment. 

A. Seven treatments o f  experimental neutron i r r a d i a t i o n ,  tw ice  a week, 

B. Eight  t reatments o f  experimental neutron i r r a d i a t i o n ,  tw ice  a week, 

over f o u r  weeks. 

over f o u r  weeks. 

C. Nine treatments o f  experimental neutron i r r a d i a t i o n ,  tw ice  a week, 

Rout ine fo l low-up, a t  i n t e r v a l s  determined by your  physic ian,  w i l l  be 
scheduled a t  t h e  completion o f  therapy t d  f o l l o w  t h e  r e s u l t s  o f  your  
t reatment.  Protocol  assessments w i l l  be made every month f o r  6 months, 
every 2 months f o r  18 months, and every 3 months therea f te r .  Follow-up 
sessions w i l l  cons is t  o f  measurement o f  tumor s ize  and an assessment o f  
s k i n  reac t ions  and any o ther  symptoms. Photographs may be taken o f  t h e  
t rea ted  area t o  docunent s k i n  react ions.  The p a t i e n t ' s  medical records 
w i l l  be used i n  t h i s  study; a copy o f  t h e  rad iotherapy record w i l l  be 
submitted t o  study headquarters. 

over f i v e  weeks. 

r"r 

Risks .II\. 

Q " -  

The s ide e f f e c t s  o f  r a d i a t i o n  therapy may inc lude s k i n  reac t ions  i n  the  
t rea ted  area such as redness, dryness anU/or peeling. 
i r r a d i a t i o n  i s  experimetnal so not  a l l  poss ib le  s ide  e f f e c t s  are known. 
However, neutrons i n t e r a c t  more s t rong ly  wi th non- tmor  t i ssues  than do 
photons and s ide  e f f e c t s  may inc lude  scar r ing  o f  f a t t y  t i s s u e  and 
neuro log ic  damage. 
may be more severe than those from conventional photon i r r a d i a t i o n .  

W 
sv Neutron beam 

The s ide  e f f e c t s  f rom t h e  neturon beam i r r a d i a t i o n  

*Sample consent form submitted by Study Chairman 
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Other Information 

The identity of participants will remain confidential w i t h  the following 
except ion: 
wil l  receive the names of subjects and has  the r i g h t  t o  review study 
d a t a  which may contain identifying information.  Controls over access t o  
t h i s  informat ion  have been approved by the National  Cancer Inst i tute .  
You are free t o  withdraw from the study a t  any time w i t h o u t  jeopardizing 
your relationship w i t h  your doctor or your current or future medical 
care. Costs for normal workup,  treatment, and follow-up are billed t o  
the patient; neutron beam treatments will not  be charged t o  you. If  you 
are assigned to  receive t h e  new neutron beam treatment, arrangements may 
be made t o  provide p a r t i a l  support for housing d u r i n g  the treatment i f  
you l i v e  outside the area. Photographs of  the treatment f ie lds  wi l l  be 
submitted t o  the study headquarters. 
could be identified from these photographs. You may review and destroy 
any photographs t h a t  you f i n d  objectionable. 

The Radiat ion Therapy Oncology Group National Headquarters 

There i s  a possibility t h a t  you 

In  the event of complications, the patient will be assessed i n  Rad ia t ion  
Oncology. The patient 's  care w i l l  be managed by his/her r a d i a t i o n  
oncologist, or i f  appropriate, the patient will be referred t o  another 
physician special is t .  The patient will be responsible for these costs 
w i t h  the following exception: 
f u n d s  for  reimbursing the patient for medical expenses a r i s ing  from 
direct  complication of  neutron i r r a d i a t i o n .  We will cover such expenses 
to  the extent provided by the g r a n t .  

The neutron study g r a n t  contains sane 

However, these moneys are limited 
ven patient will receive a and we cannot guarantee t h a t  any g 

reimbursement. 

Information obtained i n  this study 
i r r a d i a t i o n  t o  determine the value 
Study d a t a  will be retained by the 

will be used t o  evaluate neutron beam 
morbidity, and complication rates. 

investigators indefinitely. 

Investigator 's  Signature Date 

Subject 's Statement 
I voluntarily consent t o  participate i n  this study. I have been given a 
copy of t h i s  consent f o rm and have had the opportunity t o  ask questions. 

S i g n a t  ur  e of Sub j ec t Signature of Subject Advocate 

Date Date 

Relationship (Relative, Close 
Friend, or someone who knows subject well) 
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