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Study No.: IRB00100923 Emory University IRB 
IRB use only 

You Are Being Asked to Be in a Research Study 

What Is a Research Study? 

Document Approved On: 3/13/2019 

The main purpose of research studies is to gain knowledge. This knowledge may be used to 

help others. Research studies are not intended to benefit you directly, though some might. 

Do I Have to Do This? 

No. Being in this study is entirely your choice. If you decide to join this study, you can 

change your mind later on and withdraw from the research study. 

Taking part in a study is separate from medical care. The decision to join or not join the 

research study will not affect your status as a patient. 

What Is This Document? 

This form is an informed consent document. It will describe the study risks, procedures, and 

any costs to you. 

This form is also a HIPAA Authorization document. It will describe how your health information 

will be used and by whom. 

Signing this form indicates you are willing to take part in the study and allow your health 

information to be used. 

What Should I Do Next? 

1. Read this form, or have it read to you.

2. Make sure the study doctor or study staff explains the study to you.

3. Ask questions (e.g., time commitment, unfamiliar words, specific procedures, etc.)

4. If there will be medical treatment, know which parts are research and which are

standard care.

5. Take time to consider this, and talk about it with your family and friends.

Pl: Nabil Saba, MD 
Protocol#: Winship 4221-17 
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E m or y U ni v er sit y 

C o n s e nt t o b e a R e s e ar c h S u bj e ct / HI P A A A ut h ori z ati o n 
 
 
Titl e : P h a s e II st u d y of I M R T r e-irr a di ati o n wit h c o n c urr e nt / a dj u v a nt ni v ol u m a b i n p ati e nt s wit h l o c or e gi o n all y 
r e c urr e nt or s e c o n d pri m ar y s q u a m o u s c ell c a n c er of t h e h e a d a n d n e c k  
 
Pri n ci p al I n v esti g at or: 
N a bil S a b a, M D 
D e p art m e nt of H e m at ol o g y a n d M e di c al O n c ol o g y 
E m or y U ni v ersit y 
1 3 6 5- C Clift o n R d N E 
Atl a nt a, G e or gi a 3 0 3 2 2 
U nit e d St at es 

 
St u d y- S u p p ort er: 
Brist ol- M y ers S q ui b b 
 
P arti ci p ati n g Sit es :        

S hl o m o K o yf m a n, M D 
D e p art m e nt of R a di ati o n O n c ol o g y  
Cl e v el a n d Cli ni c 
 
St u art W o n g, M D  
D e p art m e nt of M e di ci n e, Di visi o n of H e m at ol o g y a n d M e di c al O n c ol o g y 
M e di c al C oll e g e of Wis c o nsi n  
 
I ntr o d u cti o n 
Y o u ar e b ei n g as k e d t o b e i n a m e di c al r es e ar c h st u d y. T his f or m is d esi g n e d t o t ell y o u e v er yt hi n g y o u n e e d t o t hi n k 
a b o ut b ef or e y o u d e ci d e if y o u w a nt t o b e a p art of t h e st u d y.  It i s e ntir el y y o ur c h oi c e.  If y o u d e ci d e t o t a k e p art, y o u 
c a n c h a n g e y o ur mi n d l at er o n a n d wit h dr a w fr o m t h e r e s e ar c h st u d y.  T h e d e cisi o n t o j oi n or n ot j oi n t h e r es e ar c h 
st u d y will n ot c a us e y o u t o l o s e a n y m e di c al b e n efits.  If y o u d e ci d e n ot t o t a k e p art i n t his st u d y, y o ur d o ct or will 
c o nti n u e t o tr e at y o u. 

 
B ef or e m a ki n g y o ur d e cisi o n: 

  Pl e as e c ar ef ull y r e a d t his f or m or h a v e it r e a d t o y o u 

  Pl e as e list e n t o t h e st u d y d o ct or or st u d y st aff e x pl ai n t h e st u d y t o y o u  

  Pl e as e as k q u esti o ns a b o ut a n yt hi n g t h at is n ot cl e ar 
 
Y o u c a n t a k e a c o p y of t his c o ns e nt f or m, t o k e e p. F e el fr e e t o t a k e y o ur ti m e t hi n ki n g a b o ut w h et h er y o u w o ul d li k e t o 
p arti ci p at e. Y o u m a y wis h t o dis c uss y o ur d e cisi o n wit h f a mil y or fri e n ds. D o n ot si g n t his c o ns e nt f or m u nl ess y o u h a v e 
h a d a c h a n c e t o as k q u esti o ns a n d g et a ns w ers t h at m a k e s e ns e t o y o u.  B y si g ni n g t his f or m y o u will n ot gi v e u p a n y 
l e g al ri g hts. 
 
A d es cri pti o n of t his cli ni c al tri al will b e a v ail a bl e o n htt p:// w w w. Cli ni c al Tri als. g o v, as r e q uir e d b y U. S. l a w. T his W e b si t e 
will n ot i n cl u d e i nf or m ati o n t h at c a n i d e ntif y y o u. At m ost t h e W e b sit e will i n cl u d e a s u m m ar y of t h e r es ults. Y o u c a n 
s e ar c h t his W e b sit e at a n y ti m e. 
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W h at i s t h e p ur p o s e of t hi s st u d y ? 
T h e p ur p o s e of t his st u d y is t o t e st t h e eff e ct of a n i m m u n ot h er a p y dr u g c all e d ni v ol u m a b w h e n a d d e d t o r a di ati o n 
t h er a p y o n c o ntr olli n g y o ur c a n c er. Ni v ol u m a b h as b e e n a p pr o v e d b y t h e F D A i n t h e tr e at m e nt of a d v a n c e d h e a d a n d 
n e c k c a n c er t h at c a n n ot b e c o ntr oll e d wit h r a di ati o n or s ur g er y a n d t h at h as f ail e d t h e st a n d ar d c h e m ot h er a p y us e d t o 
tr e at h e a d a n d n e c k c a n c er. 
T his st u d y is t esti n g ni v ol u m a b i n a diff er e nt sit u ati o n.  Y o ur d o ct ors ar e r e c o m m e n di n g r e p e at r a di ati o n f or y o ur c a n c er.  
Oft e n t his is gi v e n as t h e o nl y tr e at m e nt.  I n t his tri al w e will b e c o m bi ni n g ni v ol u m a b wit h r a di ati o n t h er a p y t o tr e at 
y o ur c a n c er a n d w e will gi v e y o u ni v ol u m a b f or a t ot al of o n e y e ar aft er fi nis hi n g r a di ati o n t h er a p y. T his st u d y will t e st 
w h et h er ni v ol u m a b c a n h el p tr e at y o ur c a n c er m or e eff e cti v el y a n d r e d u c e t h e c h a n c e of y o ur c a n c er c o mi n g b a c k 
c o m p ar e d t o o ur pri or c ur e r at e s wit h r a di ati o n al o n e.  W hil e ni v ol u m a b is F D A a p pr o v e d f or t h e tr e at m e nt of h e a d a n d 
n e c k c a n c er, it h as n ot b e e n us e d i n p ati e nts w h o n e e d r e p e at e d r a di ati o n t o tr e at h e a d a n d n e c k c a n c er (li k e y o urs elf).  
W e t h er ef or e d o n ot k n o w w h at eff e ct, if a n y, ni v ol u m a b will h a v e o n r e d u ci n g t h e c h a n c e of y o ur dis e as e c o mi n g b a c k.   
 
W h at will I b e a s k e d t o d o ? 
T h er e ar e t hr e e p eri o ds t o t h e st u d y: s cr e e ni n g, tr e at m e nt, a n d f oll o w- u p p eri o ds.  
 
S cr e e ni n g P eri o d 
T his p eri o d m a y i n cl u d e m or e t h a n o n e st u d y visit f or v ari o us pr o c e d ur es. At t h e S cr e e ni n g Visit y o u will b e as k e d t o 
r e a d a n d si g n t his i nf or m e d c o ns e nt b ef or e a n y st u d y r el at e d pr o c e d ur es t h at ar e n ot st a n d ar d of c ar e ar e p erf or m e d. It 
is y o ur ri g ht as a s u bj e ct t o h a v e t h e st u d y f ull y e x pl ai n e d t o y o u a n d y o u c a n as k t h at y o ur st u d y d o ct or e x pl ai n or g o 
o v er a n y p arts of t his i nf or m e d c o ns e nt t h at y o u d o n ot u n d erst a n d. 
 
T h e f oll o wi n g t ests a n d pr o c e d ur es will b e p erf or m e d b y t h e st u d y st aff t o d et er mi n e if y o u q u alif y t o p arti ci p at e i n t his 
st u d y. U nl ess ot h er wis e st at e d, t h e s e e x a m s, t e sts, or pr o c e d ur es ar e p art of r e g ul ar c a n c er c ar e a n d m a y b e d o n e e v e n 
if y o u d o n ot j oi n t h e st u d y. 
 

1-  R e vi e w of y o ur m e di c al hist or y. 
2-  R e vi e w of m e di c ati o ns y o u ar e c urr e ntl y t a ki n g a n d h a v e t a k e n i n t h e p ast i n cl u di n g h er b al m e di c ati o ns. 
3-  A p h y si c al e x a mi n ati o n i n cl u di n g m e as ur e m e nt of y o ur h ei g ht, w ei g ht a n d vit al si g ns (t e m p er at ur e, bl o o d 

pr ess ur e, a n d h e art r at e). 
4-  Y o u will b e as k e d a b o ut t h e s y m pt o m s y o u ar e h a vi n g fr o m y o ur dis e as e, t his pr o c e d ur e is als o c all e d 

d et er mi n ati o n of y o ur p erf or m a n c e st at us. 
5-  C oll e cti o n of y o ur bl o o d f or l a b or at or y t ests w hi c h m e as ur e y o ur bl o o d c h e mistr y, i n cl u di n g ki d n e y a n d li v er 

f u n cti o n, c o u nt y o ur r e d a n d w hit e bl o o d c ells a n d pl at el et s, a n d c h e c k f or P T/ P T T/I N R. Y o ur t u m or m a y b e 
t e st e d f or h u m a n p a pill o m a vir us ( H P V) if n ot k n o w n d e p e n di n g o n t h e l o c ati o n of y o ur ori gi n al t u m or.  

6-  A bl o o d t e st f or r es e ar c h p ur p o s es will als o b e o bt ai n e d b ef or e tr e at m e nt st arts. 
7-  If y o u h a v e h a d a t u m or bi o ps y/ c a n c er s ur g er y i n t h e p ast, y o ur st u d y d o ct or will r e q u est t h e ori gi n al s a m pl es 

fr o m t h e m e di c al f a cilit y w h er e it w as d o n e. I n or d er t o p arti ci p at e i n t his st u d y, y o u m ust pr o vi d e y o ur 
p er missi o n t o o bt ai n t h es e ori gi n al s a m pl es a n d all o w y o ur st u d y d o ct or t o s e n d t h e m t o a l a b or at or y f or 
r es e ar c h t e sti n g. If n o bi o ps y w as p erf or m e d aft er y o ur c a n c er c a m e b a c k y o u will as k e d t o h a v e a bi o ps y 
p erf or m e d of y o ur t u m or or o n e of its m et ast ati c l y m p h n o d es; if n e e d e d, t his bi o ps y w o ul d b e p erf or m e d f or 
r es e ar c h p ur p o s es o nl y.  

8-  A c o m p ut e d t o m o gr a p h y ( C T) s c a n or P E T s c a n or M RI of h e a d a n d n e c k, br ai n, c h est, a n d all ot h er k n o w n ar e as 
of dis e as e will b e d o n e. T h es e ar e s p e ci al pr o c e d ur es w hi c h us e X-r a ys (i n t h e c as e of C T) or m a g n eti c fi el ds (i n 
t h e c as e of M RI) t o cr e at e pi ct ur es of t h e i nsi d e of y o ur b o d y. T h es e pi ct ur es will all o w y o ur d o ct or t o m o nit or 
y o ur dis e as e b ef or e, d uri n g, a n d aft er y o u r e c ei v e r a di ati o n a n d ni v ol u m a b. 

9-  A uri n e or bl o o d pr e g n a n c y t est f or w o m e n of c hil d b e ari n g p ot e nti al m ust b e p erf or m e d b ef or e t h e first d o s e of 
st u d y m e di c ati o n is gi v e n. R es ults of t h e pr e g n a n c y t est m ust b e n e g ati v e f or y o u t o p arti ci p at e i n t his st u d y. 
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1 0 - Y o u will b e as k e d t o a ns w er q u esti o ns t h at ass ess y o ur q u alit y of lif e d uri n g t h e st u d y. T his q u esti o n n air e is f or 
r es e ar c h p ur p o s es o nl y. 

 
A b o ut 5 1 s u bj e cts ar e e x p e ct e d t o p arti ci p at e i n t his st u d y fr o m diff er e nt p arti ci p ati n g i nstit uti o ns. E m or y pl a ns t o e nr oll 
cl o s e t o 2 5 s u bj e ct s. E v e n t h o u g h y o u m a y m e et all t h e crit eri a f or p arti ci p ati o n, it is p ossi bl e t h at y o u will n ot b e 
e nr oll e d i n t his st u d y.  
 
If, b as e d o n t h e r es ults of t h e s cr e e ni n g visit t ests a n d pr o c e d ur es, y o u q u alif y t o p arti ci p at e i n t h e st u d y, y o u will r et ur n 
t o t h e st u d y d o ct or's offi c e f or t h e B as eli n e Visit. 
 
Tr e at m e nt P eri o d 
If y o u q u alif y t o p arti ci p at e i n t h e st u d y b as e d o n t h e r es ults of t h e s cr e e ni n g visit t e sts a n d pr o c e d ur es, y o u will r et ur n 
t o t h e st u d y d o ct or's offi c e/ cli ni c. Y o u will t h e n b e gi n t h er a p y.  
  
Ni v ol u m a b  will b e gi v e n as a n i ntr a v e n o us ( I V) i nf usi o n t h at t a k e s a p pr o xi m at el y h alf a n h o ur ( 30 mi n ut es). I ntr a v e n o us 
i nf usi o n m e a ns t h at t h e dr u g is a d mi nist er e d as a li q ui d s u bst a n c e dir e ctl y i nt o a v ei n. A p u m p will b e us e d f or t h e 
i ntr a v e n o us i nf usi o ns t o e ns ur e t h e c orr e ct a m o u nt of m e di ci n e is gi v e n o v er t h e pr o p er a m o u nt of ti m e. Ni v ol u m a b will 
b e gi v e n e v er y 2 w e e k s st arti n g 2 w e e ks b ef or e r a di ati o n t h er a p y a n d c o nti n u e t o b e gi v e n e v er y 2 w e e k s d uri n g 
r a di ati o n t h er a p y ( w hi c h t a k e s 6. 5 w e e k s).  Aft er y o ur r a di ati o n tr e at m e nt is c o m pl et e d, ni v ol u m a b will b e gi v e n o n c e 
e v er y 4 w e e ks u ntil t h e tr e at m e nt is c o m pl et e d ( 1 y e ar aft er b e gi n ni n g r a di ati o n). T h e ni v ol u m a b d o s e y o u will r e c ei v e 
aft er r a di ati o n tr e at m e nt will b e a hi g h er d o s e t o a c c o u nt f or t h e f a ct t h at ni v ol u m a b will b e gi v e n e v er y 4 w e e ks i nst e a d 
of 2 w e e ks.   
 
R a di ati o n t h er a p y:  will b e gi v e n d ail y e x cl u di n g w e e k e n ds f or a t ot al of si x t o si x a n d a h alf w e e k s.  
 
O n e c y cl e of t h er a p y c o nsists of 4 w e e k s; b ef or e a n d d uri n g r a di ati o n t hi s will c o nsist of 2 i nf usi o ns of ni v ol u m a b. Aft er 
r a di ati o n, o n e c y cl e will b e e q ui v al e nt t o o n e i nf usi o n of ni v ol u m a b e v er y 4 w e e ks. 
 
If y o u e x p eri e n c e a n y c h a n g e s i n y o ur b o d y or d e v el o p a n y n e w or w or s e ni n g si d e eff e ct s d uri n g or aft er t h e i nf u si o n 
y o u s h o ul d i nf or m t h e st u d y d o ct or or n ur s e i m m e di at el y. 
 
D uri n g t h e Tr e at m e nt P eri o d, at t h e b e gi n ni n g a n d e n d of r a di ati o n t h er a p y as w ell as w e e ks 1 8, 3 0 ,  5 2 a n d 1 0 4 of t h e 
st u d y, y o u will b e as k e d q u esti o ns a b o ut y o ur c o n diti o n i n cl u di n g: 
 

1-  H o w y o ur c a n c er is aff e cti n g y o ur d ail y a cti viti es.  
2-  W h at m e di c ati o ns y o u h a v e t a k e n or ar e c urr e ntl y t a ki n g i n cl u di n g h er b al s u p pl e m e nts a n d o v er-t h e- c o u nt er 

m e di ci n es. 
3-  W h at si d e eff e cts y o u h a v e e x p eri e n c e d. D uri n g y o ur cli ni c visits, y o u s h o ul d r e p ort t h e d e v el o p m e nt of a n y n e w 

or w ors e ni n g m e di c al pr o bl e m s ( si n c e y o ur l ast visit) t o t h e st u d y d o ct or or ot h er st u d y p ers o n n el t a ki n g c ar e of 
y o u. 

 
T h e f oll o wi n g pr o c e d ur es/ s a m pl es will b e p erf or m e d a n d/ or c oll e ct e d at 1 or m or e visits: 
 

1-  A bri ef p h y si c al e x a mi n ati o n, i n cl u di n g b o d y w ei g ht a n d e x a mi n ati o n of p erf or m a n c e st at us e v er y 2 w e e ks 
d uri n g r a di ati o n t h er a p y ( o n t h e d a ys y o u r e c ei v e ni v ol u m a b) a n d e v er y 4 w e e ks aft er r a di ati o n is c o m pl et e d 
u ntil fi nis hi n g t h e tr e at m e nt. 

2-  Vit al si g n m e as ur e m e nts ( bl o o d pr ess ur e, h e art r at e, w ei g ht) will b e ass ess e d o n t h e d a y of i nf usi o n. If y o u 
d e v el o p a r e a cti o n d uri n g t h e i nf usi o n, y o u will c o nti n u e t o h a v e y o ur vit al si g ns m e as ur e d u ntil t h e st u d y d o ct or 
d et er mi n es it is n o l o n g er n e c e ss ar y. 
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3-  Bl o o d s a m pl es will b e dr a w n t o ass ess 1 or m or e of t h e f oll o wi n g: 

  Bl o o d c h e mistr y, i n cl u di n g ki d n e y a n d li v er f u n cti o n, r e d a n d w hit e bl o o d c ells a n d pl at el ets c o u nt, a n d 
c o a g ul ati o n t ests ( P T/ P T T/I N R), i n or d er t o m e as ur e t h e eff e ct of ni v ol u m a b o n y o ur i m m u n e s y st e m. T h es e 
t e sts will t a k e pl a c e e v er y 2 w e e k s d uri n g r a di ati o n t h er a p y ( o n t h e d a ys y o u r e c ei v e ni v ol u m a b) a n d e v er y 4 
w e e ks aft er r a di ati o n is c o m pl et e d u ntil fi nis hi n g t h e tr e at m e nt. 

  C ol l e cti o n of bl o o d ( a p pr o xi m at el y 8 ml  e v er y 2 w e e ks d uri n g r a di ati o n t h er a p y a n d at W e e k s 1 8, 3 0 5 2, 1 0 4 
w hi c h e q u als a p pr o xi m at el y 3 t a bl es p o o ns) f or bi o m ar k er t est s ( s u bst a n c es i n y o ur bl o o d s u c h as c ells, 
pr ot ei ns, D N A, R N A, or ot h er m ar k ers). M e as uri n g bi o m ar k ers i n t h e bl o o d c o ul d h el p pr e di ct w h et h er or 
n ot s o m e o n e is li k el y t o b e n efit fr o m t h e dr u g i n c o m bi n ati o n wit h r a di ati o n i n f ut ur e. T h es e bi o m ar k er 
st u di es ar e f or r e s e ar c h p ur p o s es o nl y. 

4-  A C T s c a n or P E T / C T or a n M RI of y o ur n e c k as w ell as a n y ot h er ar e as of dis e as e or p ot e nti al dis e as e s pr e a d will 
b e o bt ai n e d at  w e e k s 1 8, 3 0,5 2  a n d 1 0 4 of y o ur tr e at m e nt, or at a n y ti m e if y o ur dis e as e h as w ors e n e d or y o u 
st o p r e c ei vi n g t h e st u d y tr e at m e nt ( w hi c h e v er o c c urs l at er). 

5-  A n ot h er bi o ps y of y o ur c a n c er (if it is p ersist e nt) will b e o bt ai n e d at t h e e n d of tr e at m e nt if cli ni c all y f e asi bl e. 
T his m a y b e at t h e e n d of t h e o n e y e ar of tr e at m e nt wit h ni v ol u m a b or i n c as e y o ur c a n c er r et ur ns (r el a ps es) 
b ef or e t h e e n d of tr e at m e nt o n t h e st u d y. T h e bi o ps y is f or r es e ar c h p ur p o s es a n d will h el p us u n d erst a n d 
b ett er t h e w a y ni v ol u m a b w or ks wit h r a di ati o n t h er a p y a n d its eff e ct o n y o ur i m m u n e s y st e m ’s a bilit y t o fi g ht 
c a n c er. T h e bi o ps y r es ults will n ot aff e ct t h e w a y y o u ar e tr e at e d b ut m a y i nfl u e n c e tr e at m e nt of f ut ur e 
p ati e nts. 

 
Y o u m a y b e dis c o nti n u e d fr o m r e c ei vi n g st u d y tr e at m e nt b as e d o n y o ur dis e as e ass ess m e nts or if y o u ar e h a vi n g si d e 
eff e cts t h at m a k e y o u u n a bl e t o t ol er at e st u d y t h er a p y. B as e d o n dis c ussi o ns b et w e e n y o u a n d y o ur st u d y d o ct or, y o u 
m a y dis c o nti n u e f or ot h er r e as o ns i n cl u di n g y o ur d e cisi o n t o st o p b ei n g tr e at e d. 
 
F oll o w- u p  P eri o d 
Aft er c o m pl eti n g all st u d y tr e at m e nts or aft er y o u ar e wit h dr a w n fr o m tr e at m e nt, y o u will b e as k e d t o c o nti n u e wit h 
f oll o w- u p visits t o m o nit or f or si d e eff e cts or p ot e nti al b e n efits y o u m a y b e e x p eri e n ci n g fr o m st u d y tr e at m e nt as p er 
o ur us u al c a n c er c ar e. Y o ur t ot al p arti ci p ati o n i n t his st u d y fr o m t h e ti m e y o u h a v e si g n e d t h e i nf or m e d c o ns e nt t o y o ur 
l ast st u d y visit, i n cl u di n g f oll o w- u p visits, will b e a b o ut t w o y e ar s ( d e p e n di n g o n h o w y o ur c a n c er r e s p o n ds t o t h e 
tr e at m e nt a n d h o w w ell y o u t ol er at e t h e tr e at m e nt).  H o w e v er, y o ur d o ct ors will c o nti n u e t o s e e y o u i n f oll o w u p aft er 
t h e c o m pl eti o n of t h e st u d y as p er t h eir n or m al c a n c er c ar e r o uti n e. 
 
H o w will m y m e di ci n e b e pr o vi d e d ?  
T h e m e di ci n e t h at y o u will t a k e will b e dis p e ns e d b y t h e p h ar m a c y a n d d eli v er e d t o t h e pri n ci p al i n v esti g at or or st u d y 
t e a m m e m b er.  T h e pri n ci p al i n v esti g at or or h e alt h c ar e pr o vi d ers o n his/ h er r es e ar c h t e a m will pr o vi d e t h e m e di ci n e t o 
y o u.  If y o u h a v e q u esti o ns a b o ut t h e m e di ci n e, y o u s h o ul d as k t h e pri n ci p al i n v esti g at or or st u d y n urs e.  Y o u m a y als o 
c all t h e p h ar m a c y if y o u h a v e q u esti o ns a b o ut t h e m e di ci n e. T h e n u m b er f or t h e p h ar m a c y is i n cl u d e d o n y o ur m e di ci n e 
p a c k a g e. 
 
W h o o w n s m y st u d y i nf or m ati o n a n d s a m pl e s ? 
If y o u j oi n t his st u d y, y o u will b e d o n ati n g y o ur s a m pl es a n d st u d y i nf or m ati o n.  Y o u will n ot r e c ei v e a n y c o m p e ns ati o n if 
y o ur s a m pl es or i nf or m ati o n ar e us e d t o m a k e a n e w pr o d u ct. If y o u wit h dr a w fr o m t h e st u d y, d at a a n d s a m pl es t h at 
w er e alr e a d y c oll e ct e d will b e  k e pt a n d will still b e us e d f or t his st u d y.  H o w e v er is y o u r e q u est t o d estr o y t h e s e s a m pl es 
w e will d o s o.  
 
W h at ar e t h e p os si bl e ri s ks a n d di s c o mf orts ? 
Tr e at m e nts f or c a n c er oft e n h a v e si d e eff e ct s, i n cl u di n g s o m e t h at ar e lif e-t hr e at e ni n g. T h er e is t h e p o ssi bilit y of d e at h 
o c c urri n g as a r es ult of t hi s tr e at m e nt a n d its si d e eff e cts. T h er e m a y b e a d diti o n al u n k n o w n ris ks fr o m p arti ci p ati n g i n 
t his st u d y a n d r e c ei vi n g Ni v ol u m a b. If y o u e x p eri e n c e s e v er e si d e eff e ct s ass o ci at e d wit h t h e st u d y dr u g, y o ur d o ct or 
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m a y pr es cri b e m e di c ati o ns t o tr e at t h e si d e eff e ct(s), f ut ur e tr e at m e nts m a y b e d el a y e d, or tr e at m e nt m a y b e st o p p e d 
p er m a n e ntl y. A n y si g nifi c a nt n e w fi n di n gs t h at d e v el o p d uri n g t h e c o urs e of t h e r es e ar c h a n d m a y r el at e t o y o ur 
willi n g n ess t o c o nti n u e p arti ci p ati o n will b e pr o vi d e d t o y o u: 
 
Ni v ol u m a b si d e eff e cts: 
Ni v ol u m a b m a y c a us e o n e or m or e of t h e si d e eff e cts list e d b el o w. T his i nf or m ati o n is b as e d o n d at a fr o m c a n c er 
s u bj e cts i n ot h er cli ni c al tri als wit h ni v ol u m a b. I n a d diti o n, t h er e m a y b e si d e eff e ct s t h at ar e n ot y et k n o w n t h at m a y 
o c c ur. Y o u s h o ul d t ell y o ur d o ct or or n urs e ri g ht a w a y a b o ut a n y p o ssi bl e si d e eff e ct s y o u e x p eri e n c e.  

T h e m ost c o m m o n ris k s a n d dis c o mf orts e x p e ct e d ar e ( > or = t o 1 5 %): 

  F ati g u e  
•  R as h 

  A b d o mi n al p ai n    

  I n cr e as e d l e v els of m ar k ers ass o ci at e d wit h li v er f u n cti o n a b n or m aliti es ( al k ali n e p h o s p h at as e, A L T, A S T) 

  I n cr e as e d l e v els of m ar k ers ass o ci at e d wit h p a n cr e as i nfl a m m ati o n ( a m yl as e, li p as e) 

  I n cr e as e d l e v els of m ar k ers ass o ci at e d wit h d e cr e as e d ki d n e y f u n cti o n ( cr e ati ni n e)   

  C hills    

  C o nsti p ati o n    

  C o u g h    

  D e cr e as e d a p p etit e    

  Di arr h e a    

  Dr y m o ut h    

  Dr y s ki n    

  F e v er    

  H e a d a c h e    

  I nfl a m m ati o n of t h e c ol o n    

  I nfl a m m ati o n of t h e m o ut h    

  I nf usi o n r el at e d r e a cti o n    

•  It c hi n g    

•  J oi nt p ai n or stiff n es s    

•  L o ss of c ol or ( pi g m e nt) fr o m ar e as of s ki n    

•  L u n g i nfl a m m ati o n ( p n e u m o nitis - s e e d et ails b el o w)    

•  M us c ul o s k el et al p ai n    

•  N a us e a    

•  S h ort n ess of br e at h    

•  S w elli n g, i n cl u di n g f a c e, ar m s, a n d l e gs    

•  T h yr oi d gl a n d f u n cti o n d e cr e as e d or i n cr e as e d    

•  T h yr oi d sti m ul ati n g h or m o n e i n cr e as e d: l a b t e st r e s ult ass o ci at e d wit h a b n or m al t h yr oi d f u n cti o n    

•  Ti n gli n g, b ur ni n g, n u m b n ess or w e a k n ess, p o ssi bl y i n ar m s, l e gs, h a n ds a n d f e et    
•  V o miti n g  

 
T h e l ess c o m m o n ris k s a n d dis c o mf orts e x p e ct e d ar e ( b et w e e n 5- 1 5 %): 

•  A dr e n al gl a n d f u n cti o n d e cr e as e d    

•  All er gi c r e a cti o n    

•  Bilir u bi n (li v er f u n cti o n bl o o d t est) i n cr e as e d    

•  Br o n c hitis    

•  Cr a ni al n er v e dis or d er  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•  Di a b et es    

•  Di zzi n ess    

•  Dr y e y e    

•  H air l o ss    

•  H e art r at e i n cr e as e d    

•  H e art r h yt h m a b n or m al    

•  Hi g h bl o o d pr ess ur e    

•  Hi v e s    

•  I n cr e as e d bl o o d s u g ar    

•  I nfl a m m ati o n of t h e e y e    
•  I nfl a m m ati o n of t h e h e art or its li ni n g 

•  I nfl a m m ati o n of t h e ki d n e y    

•  I nfl a m m ati o n of t h e p a n cr e as    

•  I nfl a m m ati o n of t h e pit uit ar y gl a n d    

•  I nfl a m m ati o n of t h e st o m a c h    

•  I nfl a m m ati o n of t h e t h yr oi d gl a n d    

•  Li v er i nfl a m m ati o n    

•  L o w bl o o d pr ess ur e    

•  Pit uit ar y gl a n d f u n cti o n d e cr e as e d    

•  P s ori asis: c h ar a ct eri z e d b y p at c h es of a b n or m al, s c al y s ki n    

•  R e d n ess    

•  R e n al f ail ur e    

•  R es pir at or y f ail ur e    

•  S o di u m l e v els i n bl o o d l o w    

•  U p p er r es pir at or y tr a ct i nf e cti o n    

•  V erti g o    

•  Visi o n bl urr e d    
 
R ar e b ut p ossi bl e ris ks i n cl u d e ( < 5 %): 

•  A n a p h yl a cti c r e a cti o n ( s e v er e all er gi c r e a cti o n) 
•  D a m a g e t o t h e pr ot e cti v e c o v eri n g of t h e n er v es i n t h e br ai n a n d s pi n al c or d 
•  Di a b et es c o m pli c ati o ns r e s ulti n g i n e x c es s bl o o d a ci ds a n d di a b eti c c o m a 
•  Er yt h e m a m ultif or m e: s ki n i nfl a m m at or y r e a cti o n 
•  G uill ai n- B arr e s y n dr o m e, a n a ut oi m m u n e dis or d er ass o ci at e d wit h pr o gr essi v e m us cl e w e a k n ess or p ar al ysis 
•  I nfl a m m ati o n of bl o o d v ess els 
•  I nfl a m m ati o n of t h e br ai n, p ot e nti all y lif e-t hr e at e ni n g or f at al 
•  L u n g i nfiltr at e s, ass o ci at e d wit h i nf e cti o n or i nfl a m m ati o n 
•  M us cl e i nfl a m m ati o n 
•  M y ast h e ni c s y n dr o m e ( n e ur ol o gi c s y n dr o m e c h ar a ct eri z e d b y m us cl e w e a k n ess) i n cl u di n g m y ast h e ni a gr a vis, a 

n er v e dis e as e t h at m a y c a us e w e a k n ess of e y e, f a c e, br e at hi n g, a n d s w all o wi n g m us cl es.  
•  P ol y m y al gi a r h e u m ati c a, a n i nfl a m m at or y dis or d er c a usi n g m us cl e p ai n a n d stiff n ess 
•  R h a b d o m y ol y sis: m us cl e fi b er r el e as e d i nt o t h e bl o o d str e a m w hi c h c o ul d d a m a g e y o ur ki d n e y s 
•  R o s a c e a: a c n e-li k e s ki n c o n diti o n r e s ulti n g i n r e d n ess of f a c e    
•  S ar c oi d o sis, a dis e as e i n v ol vi n g a b n or m al c oll e cti o ns of i nfl a m m at or y c ells ( gr a n ul o m as) i n or g a ns s u c h as l u n gs, 

s ki n, a n d l y m p h n o d es  
•  St e v e ns J o h ns o n s y n dr o m e: i nfl a m m at or y dis or d er of s ki n a n d m u c o us m e m br a n es, r es ulti n g i n blist eri n g a n d 

s h e d di n g of s ki n 
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•  T o xi c e pi d er m al n e cr ol y sis: a p ot e nti all y f at al dis e as e c h ar a ct eri z e d b y blist eri n g a n d p e eli n g of t h e t o p l a y er of 
s ki n r e s e m bli n g a s e v er e b ur n  

•  Histi o c yti c n e cr oti zi n g l y m p h a d e nitis or Ki k u c hi l y m p h a d e nitis: dis or d er of t h e  l y m p h n o d es w hi c h c a us es t h e 
l y m p h n o d es t o b e c o m e e nl ar g e d, i nfl a m e d a n d p ai nf ul, c o m m o nl y aff e cti n g l y m p h n o d es of t h e n e c k a n d 
p o ssi bl y ass o ci at e d wit h f e v er or m us cl e a n d j oi nt p ai ns.  

•  L u n g i nfl a m m ati o n ( p n e u m o nitis):  T his a d v er s e eff e ct h as b e e n r e p ort e d i nfr e q u e ntl y i n p ati e nts tr e at e d wit h 
ni v ol u m a b. W hil e m a n y p ati e nts wit h x-r a y or C T a b n or m aliti es h a v e n ot d e v el o p e d a n y s y m pt o m s, s o m e 
p ati e nts h a v e d e v el o p e d mil d t o s e v er e s y m pt o ms a n d i n r ar e c as es, d e at h h as o c c urr e d as a r e s ult of t h eir l u n g 
i nfl a m m ati o n. Si g ns a n d s y m pt o m s of l u n g i nfl a m m ati o n m a y i n cl u d e diffi c ult y br e at hi n g, p ai n or dis c o mf ort 
w hil e br e at hi n g, c h est p ai n, c o u g h, s h ort n ess of br e at h, i n cr e as e d r at e of br e at hi n g, f e v er, l o w bl o o d o x y g e n 
l e v els, or f ati g u e. Y o ur st u d y d o ct or a n d n urs e will w at c h y o u cl os el y f or c h a n g es i n y o ur a bilit y t o br e at h e a n d 
f or ot h er si g ns or s y m pt o ms t h at mi g ht s h o w y o u ar e d e v el o pi n g t his t y p e of l u n g i nfl a m m ati o n a n d will p erf or m 
r e g ul ar t ests i n cl u di n g p h y si c al e x a m s, m e as ur e m e nt of o x y g e n l e v els t hr o u g h n o n-i n v asi v e t esti n g (i. e., p uls e 
o xi m et er), bl o o d t est s, c h est x- r a y s a n d/ or C T s c a ns.  

•  C o m pli c ati o ns, i n cl u di n g f at al e v e nts, h a v e o c c urr e d i n p ati e nts w h o r e c ei v e d all o g e n ei c h e m at o p oi eti c st e m c ell 
tr a ns pl a nt ( H S C T) b ef or e or aft er ni v ol u m a b. C o m pli c ati o ns, i n cl u di n g r ej e cti o n, h a v e als o b e e n r e p ort e d i n 
p ati e nts w h o h a v e r e c ei v e d a n or g a n or tiss u e tr a ns pl a nt.  

•  Tr e at m e nt wit h ni v ol u m a b m a y i n cr e as e t h e ris k of t h e or g a n or tiss u e tr a ns pl a nt. Pl e as e i nf or m y o ur st u d y 
d o ct or or n urs e A T O N C E if y o u e x p eri e n c e a n y of t h e f oll o wi n g:  

o  A n y n e w or i n cr e as e d s h ort n ess of br e at h;  
o  A n y n e w or i n cr e as e d c h est p ai n;  
o  A n y n e w or i n cr e as e d p ai n/ diffi c ult y w hil e br e at hi n g; 
o  A n y n e w or i n cr e as e d c o u g h or a n y si g nifi c a nt c h a n g e i n y o ur t y p e of c o u g h; f or e x a m pl e a n y n e w or 

i n cr e as e d m u c o us or bl o o d i n y o ur c o u g h; 
o  A n y f e v er, f ati g u e, or ot h er s y m pt o m s t h at o c c ur at t h e s a m e ti m e as a n y c h a n g es t o y o ur br e at hi n g or 

ot h er l u n g s y m pt o m s.  
•  If y o u st art t o d e v el o p s y m pt o m s, y o ur st u d y d o ct or will as k y o u t o r et ur n t o t h e cli ni c f or a d diti o n al t est s, w hi c h 

c o ul d i n cl u d e a p h y si c al e x a m, m e as ur e m e nt of o x y g e n l e v els, bl o o d t est s, c h est x-r a ys, a n d/ or C T s c a ns. Y o u will 
b e m o nit or e d v er y cl o s el y f or c h a n g es i n y o ur o v er all l u n g s y m pt o m s, m o nit ori n g m a y r e q uir e h o s pit ali z ati o n. 
Y o u m a y r e q uir e s p e cifi c tr e at m e nt i n or d er t o c o ntr ol p n e u m o nitis. Y o u m a y als o b e s e e n b y a s p e ci al d o ct or 
c all e d a p ul m o n ol o gist, w h o h as s p e ci al tr ai ni n g t o b e a n e x p ert i n h o w y o ur l u n gs w or k.  
Pr ol o n g e d tr e at m e nt wit h m e di ci n es t h at s u p pr ess i nfl a m m ati o n, s o m eti m es n e e d e d t o m a n a g e t h e si d e eff e ct s 
of ni v ol u m a b tr e at m e nt, m a y l o w er y o ur b o d y’s a bilit y t o fi g ht off c ert ai n i nf e cti o ns (i. e., o p p ort u nisti c 
i nf e cti o ns). T h es e i nf e cti o ns m a y r e q uir e tr e at m e nt wit h a nti bi oti c or a ntif u n g al m e di c ati o ns a n d m a y b e f at al.  
 

R a di ati o n Ri s k s 
Ris ks a n d si d e eff e ct s r el at e d t o t h e r a di ati o n i n cl u d e t h o s e w hi c h ar e: 
 
Li k el y ( 2 0 % or gr e at er of t h e ti m e) 

  Dr y m o ut h 

  L o ss of t ast e b u ds 

  T hi c k s ali v a 

  A s ki n b ur n t h at l o o ks li k e a s u n b ur n 

  F ati g u e 

  P ai n r e q uiri n g n u m bi n g or p ai n m e di ci n e 
 
L ess Li k el y ( o c c ur s 1 0- 2 0 % of t h e ti m e) 

  U n a bl e t o e at r e q uiri n g a f e e di n g t u b e 
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  I V fl ui ds f or d e h y dr ati o n 

  S c ar tiss u e i n n e c k 

  Diffi c ult y o p e ni n g y o ur m o ut h 

  S w all o wi n g diffi c ult y wit h bi g bit es a n d dr y f o o d 
 
R ar e b ut s eri o us ( 2- 1 0 % of t h e ti m e) 

  Bl e e di n g or C ar oti d bl o w o ut –  l e a k y bl o o d v ess el i n y o ur n e c k t h at c a n bl e e d.  A c ar oti d bl o w o ut c a n b e f at al. 

  I nf e cti o n 

  N o n h e ali n g w o u n d 

  M a n di bl e n e cr o sis –  t h e j a w b o n e g ets w e a k or fr a ct ur es 

  T e et h d a m a g e/l o ss 

  P er m a n e nt f e e di n g t u b e 

  P er m a n e nt br e at hi n g t u b e 

  D e at h 

  R a di ati o n i n d u c e d c a n c er 
 
I n a d diti o n t o r a di ati o n t h er a p y y o u m a y r e c ei v e a d diti o n al r a di ati o n fr o m di a g n osti c pr o c e d ur es t o e v al u at e y o ur 
c o n diti o n. T h e pri n ci p al ris k ass o ci at e d wit h a r a di ati o n d o s e is t h e p o ssi bilit y of d e v el o pi n g a r a di ati o n-i n d u c e d c a n c er 
l at er i n lif e. H o w e v er, t h e a d diti o n al ris k of r a di ati o n-i n d u c e d c a n c er fr o m t h es e di a g n o sti c pr o c e d ur es is l o w c o m p ar e d 
t o t h e ris ks fr o m t h e r a di ati o n t h er a p y.          
 
Ot h er Ri s k s 
Si d e eff e cts ass o ci at e d wit h bl o o d dr a ws or us e of a n I V c at h et er m a y i n cl u d e i nf e cti o n, f ai nti n g, br uisi n g, r e d n ess, 
dis c o mf ort, or bl e e di n g at t h e n e e dl e p u n ct ur e sit e. 
 
Ris ks a n d si d e eff e ct s ass o ci at e d wit h a bi o ps y d e p e n d o n t h e t y p e of bi o ps y d o n e. A c or e n e e dl e bi o ps y m a y c a us e p ai n 
at t h e i ns erti o n sit e, s o m e s w elli n g, or s o m e br uisi n g ar o u n d t h e i ns erti o n sit e. A s ur gi c al bi o ps y m a y c a us e p ai n or 
br uisi n g at t h e i n cisi o n sit e, a p o ssi bl e r e a cti o n t o a n est h esi a or n u m bi n g a g e nts, irrit ati o n fr o m stit c h es or st a pl es, a n d 
t h e p o ssi bilit y of i nf e cti o n. 
 
M RI  
M RI e x a m s us e p o w erf ul m a g n et s t o cr e at e i m a g es of t h e b o d y. I n a d diti o n t o t h e p o ssi bl e r e a cti o ns t o c o ntr ast 
m at eri als, y o u m a y f e el cl a ustr o p h o bi c w hil e i n t h e m a g n et, a n d will h e ar l o u d b e e pi n g or h a m m eri n g n ois es. If y o u h a v e 
t att o o s or a n y m et al it e m s i n y o ur b o d y s u c h as i m pl a nts, p a c e m a k ers, cli ps or s hr a p n el, w e will d o s p e ci al s cr e e ni n g t o 
m a k e s ur e y o ur M RI s c a n is d o n e s af el y. 
 
C o ntr a st A g e nts 
Y o ur C T or M RI pr o c e d ur e m a y r e q uir e t h e us e of a c o ntr ast a g e nt, w hi c h is a s u bst a n c e t h at h el ps t h e r a di ol o gist 
i nt er pr et t h e i m a g es. T h e c o ntr ast a g e nt will b e i nj e ct e d b y eit h er a h a n d‐ h el d n e e dl e or a m a c hi n e t h at d o es t h e 
i nj e cti o n. M o st c o ntr ast a g e nts st a y i n y o ur b o d y f or o nl y a f e w mi n ut e s, b ut s o m e of t h e m c a n r e m ai n f or a f e w h o urs 
or d a ys wit h o ut a n y h ar m t o y o u or a n y o n e n e ar y o u. C o ntr ast a g e nts ar e g e n er all y q uit e s af e, b ut a n y i nj e cti o n i n v ol v es 
s o m e ris ks. T h e i nj e cti o n c o ul d h ar m a n er v e, art er y or v ei n, or c a us e i nf e cti o n. T h e c o ntr ast a g e nt c o ul d aff e ct ki d n e y 
f u n cti o n or c a us e a n all er gi c r e a cti o n, t h o u g h t h es e o ut c o m e s ar e r ar e. T h e c o ntr ast a g e nt c o ul d als o l e a k fr o m y o ur 
v ei ns a littl e, c a usi n g s w elli n g a n d dis c o mf ort, w hi c h is t y pi c all y tr e at e d wit h i c e p a c ks. 
 
P E T  
If y o u r e c ei v e a P E T s c a n, a s m all a m o u nt of r a di o a cti v e m at eri al will b e i nj e ct e d b y eit h er a h a n d- h el d n e e dl e or a 
m a c hi n e. S u c h i nj e cti o ns ar e g e n er all y q uit e s af e, b ut a n y i nj e cti o n i n v ol v es s o m e ris ks. T h e i nj e cti o n c o ul d h ar m a 



St u d y N o.: I R B 0 0 1 0 0 9 2 3 E m or y U ni v e r sit y I R B  
I R B u s e o nl y 

D o c u m e nt A p pr o v e d O n: 3/ 1 3 / 2 0 1 9 
 

 

PI: N a bil S a b a, M D P a g e 1 0  of 1 6  V er si o n D at e : 1 1/ 1 3/ 2 0 1 8 
Pr ot o c ol #: Wi ns hi p 4 2 2 1- 1 7   I R B F or m 0 4 1 5 2 0 1 6 

 

n er v e, art er y or v ei n, or c a us e i nf e cti o n. T h e r a di o a cti v e m at eri al c o ul d als o l e a k fr o m y o ur v ei ns a littl e, c a usi n g s w elli n g 
a n d dis c o mf ort. Aft er i nj e cti o n a n d a w aiti n g p eri o d f or t h e dr u g t o cir c ul at e wit hi n y o ur b o d y, y o u will b e as k e d t o li e 
v er y still f or s e v er al mi n ut es w hil e t h e s c a n t a k es pl a c e. 
 
T h er e m a y b e a d diti o n al ris ks or si d e eff e cts w hi c h ar e u n k n o w n at t his ti m e. Y o ur c o n diti o n m a y n ot g et b ett er or m a y 
b e c o m e w ors e w hil e y o u ar e i n t his st u d y. C ert ai n dr u gs m a y i n cr e as e t h e s e v erit y of t h es e si d e eff e cts if t a k e n d uri n g 
t h e st u d y. As k y o ur st u d y d o ct or f or a f ull list of pr o hi bit e d m e di c ati o ns. 
 
If y o u ar e a w o m a n: t o pr ot e ct a g ai nst p o ssi bl e si d e eff e ct s of t h e st u d y dr u g, w o m e n w h o ar e pr e g n a nt or n ursi n g a 
c hil d m a y n ot t a k e p art i n t his st u d y . If y o u b e c o m e pr e g n a nt, t h er e m a y b e ris ks t o y o u, t h e e m br y o, or f et us. T h es e 
ris ks ar e n ot y et k n o w n. If y o u ar e a w o m a n of c hil d b e ari n g a bilit y, y o u a n d t h e st u d y d o ct or m ust a gr e e o n a m et h o d of 
birt h c o ntr ol t o us e t hr o u g h o ut t h e st u d y.  If y o u t hi n k t h at y o u h a v e g ott e n pr e g n a nt d uri n g t h e st u d y, y o u m ust t ell t h e 
st u d y d o ct or i m m e di at el y.  Pr e g n a nt w o m e n will b e t a k e n o ut of t h e st u d y. 
 
If y o u ar e a m a n: t h e eff e ct of t h e st u d y dr u g o n s p er m is n ot k n o w n.  T o pr ot e ct a g ai nst p o ssi bl e si d e eff e cts, if y o u ar e 
a m a n y o u s h o ul d n ot g et a s e x u al p art n er pr e g n a nt w hil e t a ki n g t h e st u d y dr u g a n d f or 3 1 w e e k s aft er t h e l ast d o s e.  
Y o u a n d t h e st u d y d o ct or s h o ul d a gr e e o n a m et h o d of birt h c o ntr ol t o us e t hr o u g h o ut t h e st u d y. 
 
It is p o ssi bl e t h at t h e r e s e ar c h ers will l e ar n s o m et hi n g n e w d uri n g t h e st u d y a b o ut t h e ris ks of b ei n g i n it.  If t his 
h a p p e ns, t h e y will t ell y o u a b o ut it. T h e n y o u c a n d e ci d e if y o u w a nt t o c o nti n u e t o b e i n t his st u d y or n ot.  Y o u m a y b e 
as k e d t o si g n a n e w c o ns e nt f or m t h at i n cl u d es t h e n e w i nf or m ati o n if y o u d e ci d e t o st a y i n t h e st u d y. 

 
Will I b e n efit dir e ctl y fr o m t h e st u d y ?  
T his st u d y is n ot d esi g n e d t o b e n efit y o u dir e ctl y. Ni v ol u m a b is a n a p pr o v e d t h er a p y f or y o ur c a n c er a n d is 
r e c o m m e n d e d b y tr e at m e nt g ui d eli n es a n d is a wi d el y us e d st a n d ar d t h er a p y f or h e a d a n d n e c k c a n c er.  H o w e v er, it h as 
n ot b e e n us e d i n c o m bi n ati o n wit h r e p e at r a di ati o n b ef or e.  It m a y or m a y n ot h el p t h e r a di ati o n w or k b ett er at h el pi n g 
kill y o ur c a n c er a n d pr e v e nti n g it fr o m c o mi n g b a c k.  Y o u m a y or m a y n ot d eri v e a n y b e n efit fr o m p arti ci p ati n g i n t h e 
st u d y.  Y o ur p arti ci p ati o n i n t h e st u d y will t e a c h us a b o ut t his tr e at m e nt a n d w h at w e l e ar n m a y h el p ot h er p ati e nts wit h 
h e a d a n d n e c k c a n c er i n t h e f ut ur e.  

Will I b e c o m p e n s at e d f or m y ti m e a n d eff ort ? 

Y o u will n ot b e off er e d c o m p e ns ati o n f or b ei n g i n t his st u d y.   

W h at ar e m y ot h er o pti o ns ? 

If y o u d e ci d e n ot t o e nt er t his st u d y, t h er e is c ar e a v ail a bl e t o y o u o utsi d e of t his r es e ar c h st u d y.  Ot h er tr e at m e nts 
a v ail a bl e f or y o ur c o n diti o n i n cl u d e 

1-  G etti n g tr e at m e nt or c ar e f or y o ur c a n c er wit h o ut b ei n g i n a st u d y.  T his c a n i n cl u d e g etti n g r a di ati o n o n its o w n 
or g etti n g r a di ati o n wit h a n ot h er m e di c ati o n c o m bi n ati o n. 

2-  T a ki n g p art i n a n ot h er st u d y of a n i n v esti g ati o n al dr u g 
3-  G etti n g s u p p orti v e tr e at m e nt o nl y wit h o ut a n y c a n c er dir e ct e d t h er a p y. 

 
T al k t o y o ur d o ct or a b o ut y o ur c h oi c es b ef or e y o u d e ci d e if y o u will t a k e p art i n t his st u d y.  
 
T a ki n g p art i n t his st u d y, h o w e v er, m a y m a k e y o u u n a bl e t o p arti ci p at e i n s o m e ot h er r es e ar c h st u di es, if t h e y e x cl u d e 
p e o pl e w h o h a v e t a k e n c ert ai n tr e at m e nts.  Y o u s h o ul d dis c uss t his wit h t h e r es e ar c h ers if y o u h a v e c o n c er ns. Y o u m a y 
wis h t o r e s e ar c h ot h er st u d y o pti o ns at w e bsit es li k e cli ni c altri als. g o v a n d R es e ar c h M at c h. or g. 
 
H o w will y o u pr ot e ct m y pri v at e i nf or m ati o n t h at y o u c oll e ct i n t hi s st u d y ? 
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W h e n e v er p o ssi bl e, a st u d y n u m b er, r at h er t h a n y o ur n a m e, will b e us e d o n st u d y r e c or ds.  Y o ur n a m e a n d ot h er 
i d e ntif yi n g i nf or m ati o n will n ot a p p e ar w h e n w e pr es e nt or p u blis h t h e st u d y r e s ults. 
 
St u d y r e c or ds c a n b e o p e n e d b y c o urt or d er.  T h e y als o m a y b e pr o vi d e d i n r e s p o ns e t o a s u b p o e n a or a r e q u est f or t h e 
pr o d u cti o n of d o c u m e nts.  
 
St ori n g a n d S h ari n g y o ur I nf or m ati o n  
Y o ur s a m pl es, g e n o mi c d at a a n d h e alt h i nf or m ati o n will b e st or e d a n d s h ar e d wit h ot h er r e s e ar c h ers. T h e s a m pl es a n d 
i nf or m ati o n will b e a v ail a bl e f or a n y r es e ar c h q u esti o n, s u c h as r es e ar c h t o u n d erst a n d w h at c a us es c ert ai n dis e as es (f or 
e x a m pl e h e art dis e as e, c a n c er, or ps y c hi atri c dis or d ers), d e v el o p m e nt of n e w s ci e ntifi c m et h o ds, or t h e st u d y of w h er e 
diff er e nt gr o u ps of p e o pl e m a y h a v e c o m e fr o m.  

 
M e di c al R e c or d 
If y o u h a v e b e e n a n E m or y H e alt h c ar e p ati e nt b ef or e, t h e n y o u alr e a d y h a v e a n E m or y H e alt h c ar e m e di c al r e c or d.  If 
y o u h a v e n e v er b e e n a n E m or y H e alt h c ar e p ati e nt, y o u d o n ot h a v e o n e.   A n E m or y H e alt h c ar e m e di c al r e c or d will b e 
m a d e f or y o u if a n E m or y pr o vi d er or f a cilit y gi v es y o u a n y s er vi c es or pr o c e d ur es f or t his st u d y.   
 
C o pi es of t h e c o ns e nt f or m/ HI P A A a ut h ori z ati o n t h at y o u si g n will b e p ut i n a n y E m or y H e alt h c ar e m e di c al r e c or d y o u 
h a v e n o w or a n y ti m e d uri n g t h e st u d y.   
 
E m or y H e alt h c ar e m a y cr e at e st u d y i nf or m ati o n a b o ut y o u t h at c a n h el p wit h y o ur c ar e.  F or e x a m pl e, t h e r es ults of 
st u d y t est s or pr o c e d ur es.  T h es e st u d y r es ults will b e p ut i n y o ur E m or y H e alt h c ar e m e di c al r e c or d. A n y o n e w h o h as 
a c c e ss t o y o ur m e di c al r e c or ds will b e a bl e t o h a v e a c c es s t o all t h e st u d y i nf or m ati o n pl a c e d t h er e.  T h e c o nfi d e nti alit y 
of t h e st u d y i nf or m ati o n i n y o ur m e di c al r e c or d will b e pr ot e ct e d b y l a ws li k e t h e HI P A A pri v a c y r ul e.  St at e a n d f e d er al 
l a ws m a y n ot pr ot e ct t h e r es e ar c h i nf or m ati o n fr o m dis cl o s ur e.  
 
T h e r es ults of s o m e st u d y t est s a n d pr o c e d ur es will b e us e d o nl y f or r es e ar c h p ur p o s es a n d will n ot  b e pl a c e d i n y o ur 
m e di c al r e c or d.   F or t his st u d y, t h os e it e m s i n cl u d e:  

  R es ults of bi o m ar k er st u di es o n bl o o d a n d bi o ps y s a m pl es 
 
T e sts a n d pr o c e d ur es d o n e at n o n- E m or y pl a c es m a y n ot b e c o m e p art of y o ur E m or y m e di c al r e c or d. Als o, if y o u d e ci d e 
t o b e i n t his st u d y, it is u p t o y o u t o l et y o ur ot h er h e alt h pr o vi d ers k n o w.  
 
I n C a s e of I nj ur y 
If y o u g et ill or i nj ur e d fr o m b ei n g i n t h e st u d y, E m or y will h el p y o u g et m e di c al tr e at m e nt.   E m or y a n d t h e st u d y 
s u p p ort er h a v e n ot, h o w e v er, s et asi d e a n y m o n e y t o p a y y o u or t o p a y f or t his m e di c al tr e at m e nt. T h e o nl y e x c e pti o n is 
if it is pr o v e n t h at y o ur i nj ur y or ill n ess is dir e ctl y c a us e d b y t h e n e gli g e n c e of a n E m or y or st u d y s u p p ort er e m pl o y e e.  
“ N e gli g e n c e ” is t h e f ail ur e t o f oll o w a st a n d ar d d ut y of c ar e.  

If y o u b e c o m e ill or i nj ur e d fr o m b ei n g i n t his st u d y, y o ur i ns ur er will b e bill e d f or y o ur tr e at m e nt c o sts.  If y o u d o n ot 
h a v e i ns ur a n c e, or if y o ur i ns ur er d o es n ot p a y, t h e n y o u will h a v e t o p a y t h es e c o sts.   

If y o u b eli e v e y o u h a v e b e c o m e ill or i nj ur e d fr o m t his r es e ar c h, y o u s h o ul d c o nt a ct Dr. S a b a at t el e p h o n e n u m b er 
. Y o u s h o ul d als o l et a n y h e alt h c ar e pr o vi d er w h o tr e ats y o u k n o w t h at y o u ar e i n a r es e ar c h st u d y.  

C o st s  
T h e st u d y s u p p ort er will p a y f or c ert ai n it e m s a n d s er vi c es t h at y o u m a y r e c ei v e if y o u t a k e p art i n t his st u d y.    
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Y o u will h a v e t o p a y f or t h e it e m s or s er vi c es f or w hi c h t h e st u d y s p o ns or d o es n ot p a y. T h e s u p p ort er will n ot p a y f or 
y o ur r e g ul ar m e di c al c ar e. If y o u h a v e i ns ur a n c e, E m or y will s u b mit cl ai m s t o y o ur i ns ur a n c e f or it e m s a n d s er vi c es t h at 
t h e s p o ns or d o es n ot c o v er.  E m or y will s e n d i n o nl y t h o s e cl ai ms f or it e m s a n d s er vi c es t h at it r e as o n a bl y b eli e v es y o ur 
i ns ur a n c e will p a y a n d t h at t h e s p o ns or h as n ot p ai d.  

 
T h e a ct u al a m o u nt t h at y o u h a v e t o p a y d e p e n ds o n w h et h er or n ot y o u h a v e h e alt h i ns ur a n c e a n d w h et h er or n ot t h at 
i ns ur a n c e will p a y f or a n y r es e ar c h st u d y c o sts. G e n er all y, i ns ur a n c e c o m p a ni es will n ot p a y f or it e m s a n d s er vi c es t h at 
ar e r e q uir e d j ust f or a r es e ar c h st u d y. S o m e i ns ur a n c e c o m p a ni es will n ot p a y f or r e g ul ar m e di c al tr e at m e nt or 
tr e at m e nt f or c o m pli c ati o ns if y o u ar e i n a st u d y.  H o w m u c h y o u will h a v e t o p a y f or a n y c o- p a y m e nts, d e d u cti bl e s or 
c o -i ns ur a n c e d e p e n ds o n y o ur pl a n.  E m or y a n d t h e s u p p ort er will n ot p a y f or t h es e c o sts.  

 
It is a g o o d i d e a t o c o nt a ct y o ur i ns ur a n c e pr o vi d er a n d t ell t h e m y o u w a nt t o b e i n t his r es e ar c h st u d y.  As k t h e m w h at 
t h e y will p a y f or a n d w h at t h e y will n ot p a y f or.  Y o u c a n als o as k t h e st u d y t e a m f or h el p i n fi g uri n g o ut w h at y o u will 
h a v e t o p a y.  
 
If y o u d o n ot h a v e i ns ur a n c e, E m or y will r e vi e w y o ur c as e as p art of its pr o gr a m f or l o w-i n c o m e p ati e nt c ar e.  T h e 
st a n d ar d p oli ci es of t h at pr o gr a m will a p pl y.  T h e pr o gr a m will fi g ur e o ut if y o u h a v e t o p a y a n y c o sts f or t a ki n g p art i n 
t h e st u d y a n d w h at t h os e c o sts will b e. 
 
Wit h dr a w al fr o m t h e St u d y 
Y o ur p arti ci p ati o n i n t his st u d y is e ntir el y v ol u nt ar y. It is u p t o y o u t o d e ci d e w h et h er t o t a k e p art or n ot. E v e n if y o u d o 
d e ci d e t o t a k e p art, y o u ar e fr e e t o p arti all y or c o m pl et el y e n d y o ur p arti ci p ati o n i n t h e st u d y. A n e x a m pl e of p arti all y 
e n di n g y o ur p arti ci p ati o n w o ul d b e t o dis c o nti n u e o nl y y o ur r e c ei vi n g of st u d y tr e at m e nts. Y o u m a y c o m pl et el y or 
p arti all y e n d y o ur p arti ci p ati o n at a n y ti m e wit h o ut gi vi n g a r e as o n. T his will n ot aff e ct y o ur f ut ur e m e di c al c ar e i n a n y 
w a y. Y o u m a y d e ci d e n ot t o p arti ci p at e or t o p arti ci p at e a n d l at er q uit t h e st u d y wit h o ut p e n alt y or l oss of b e n efits t o 
w hi c h y o u ar e ot h er wis e e ntitl e d. 
 
Pl e as e n ot e t h at a n y i nf or m ati o n c oll e ct e d b ef or e y o u wit h dr a w will b e k e pt a n d us e d t o c o m pl et e t h e r es e ar c h.  
 
If y o u d e ci d e t o st o p st u d y tr e at m e nts, y o ur st u d y d o ct or will n ot pr es u m e t h at y o u h a v e wit h dr a w n fr o m t h e st u d y, b ut 
will ass u m e t h at y o u will c o nti n u e t o p arti ci p at e i n a n y f oll o w- u p a cti viti es. If y o u d o n ot w a nt t o p arti ci p at e i n a n y or all 
f oll o w- u p a cti viti es, y o u s h o ul d i nf or m y o ur st u d y d o ct or. F or y o ur s af et y, h o w e v er, y o u s h o ul d c o nsi d er t h e st u d y 
d o ct or’s a d vi c e a b o ut h o w t o g o off t h e st u d y tr e at m e nt.   
 
T h e r es e ar c h ers als o h a v e t h e ri g ht t o st o p y o ur p arti ci p ati o n i n t his st u d y wit h o ut y o ur c o ns e nt f or a n y r e as o n, es p e ci all y if 
t h e y b eli e v e it is i n y o ur b est i nt er est or if y o u w er e t o o bj e ct t o a n y f ut ur e c h a n g es t h at m a y b e m a d e i n t h e st u d y pl a n. 
 

A ut h ori z ati o n t o U s e a n d Di s cl o s e Pr ot e ct e d H e alt h I nf or m ati o n  

 
T h e pri v a c y of y o ur h e alt h i nf or m ati o n is i m p ort a nt t o us.  W e c all y o ur h e alt h i nf or m ati o n t h at i d e ntifi es y o u, y o ur 
“ pr ot e ct e d h e alt h i nf or m ati o n ” or “ P HI. ”  T o pr ot e ct y o ur P HI, w e will f oll o w f e d er al a n d st at e pri v a c y l a ws, i n cl u di n g t h e 
H e alt h I ns ur a n c e P ort a bilit y a n d A c c o u nt a bilit y A ct a n d r e g ul ati o ns ( HI P A A).  W e r ef er t o all of t h es e l a ws as t h e “ Pri v a c y 
R ul es. ”  H er e w e l et y o u k n o w h o w w e will u s e a n d dis cl o s e y o ur P HI f or t h e m ai n st u d y a n d f or a n y o pti o n al st u di es i n 
w hi c h y o u m a y c h o o s e t o p arti ci p at e. 
 
M ai n St u d y 
 

P HI t h at Will b e Us e d / Di s cl o s e d:   
T h e P HI t h at w e will us e or s h ar e f or t his r es e ar c h st u d y i n cl u d es: 
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  I nf or m ati o n s u c h as y o ur n a m e, a d dr ess, c o nt a ct d et ails, d at e of birt h, r a c e, et h ni c ori gi n, a n d y o ur lif e 
h a bits. 

  M e di c al i nf or m ati o n a b o ut y o u i n cl u di n g y o ur m e di c al hist or y a n d pr es e nt/ p ast m e di c ati o ns. 

  R es ults of e x a m s, pr o c e d ur es a n d t est s y o u h a v e b ef or e a n d d uri n g t h e st u d y. 

  L a b or at or y t est r es ults. 
 
P ur p o s e s f or W hi c h Y o ur P HI Will b e U s e d / Di s cl o s e d: 
W e will us e a n d s h ar e y o ur P HI f or t h e c o n d u ct a n d o v ersi g ht of t h e r e s e ar c h st u d y.  W e will us e a n d s h ar e y o ur 
P HI t o pr o vi d e y o u wit h st u d y r el at e d tr e at m e nt a n d f or p a y m e nt f or s u c h tr e at m e nt.  W e will als o us e a n d 
s h ar e y o ur P HI t o c o n d u ct n or m al b usi n ess o p er ati o ns.  W e m a y s h ar e y o ur P HI wit h ot h er p e o pl e a n d pl a c es 
t h at h el p us c o n d u ct or c arr y o ut t h e st u d y, s u c h as l a b or at ori es, d at a m a n a g e m e nt c e nt ers, d at a m o nit ors, 
c o ntr a ct r es e ar c h or g a ni z ati o ns, I nstit uti o n al R e vi e w B o ar ds (I R Bs) a n d ot h er st u d y sit es. If y o u l e a v e t h e st u d y, 
w e m a y us e y o ur P HI t o d et er mi n e y o ur h e alt h, vit al st at us or c o nt a ct i nf or m ati o n. W e will us e a n d dis cl o s e y o ur 
P HI f or t h e a d mi nistr ati o n a n d p a y m e nt of a n y c o sts r el ati n g t o s u bj e ct i nj ur y fr o m t h e st u d y.   
 
U s e a n d Di s cl o s ur e of Y o ur I nf or m ati o n T h at i s R e q uir e d b y L a w :   
W e will us e a n d dis cl o s e y o ur P HI w h e n w e ar e r e q uir e d t o d o s o b y l a w. T his i n cl u d es l a ws t h at r e q uir e us t o 
r e p ort c hil d a b us e or a b us e of el d erl y or dis a bl e d a d ults. W e will als o c o m pl y wit h l e g al r e q u ests or or d ers t h at 
r e q uir e us t o dis cl o s e y o ur P HI. T h es e i n cl u d e s u b p o e n as or c o urt or d ers.   
 
A ut h ori z ati o n t o U s e P HI i s R e q uir e d t o P arti ci p at e : 
B y si g ni n g t his f or m, y o u gi v e us p er missi o n t o us e a n d s h ar e y o ur P HI as d es cri b e d i n t his d o c u m e nt. Y o u d o n ot 
h a v e t o si g n t his f or m t o a ut h ori z e t h e us e a n d dis cl os ur e of y o ur P HI.  If y o u d o n ot si g n t his f or m, t h e n y o u m a y 
n ot p arti ci p at e i n t h e r e s e ar c h st u d y or r e c ei v e r e s e ar c h-r el at e d tr e at m e nt.  Y o u m a y still r e c ei v e n o n-r es e ar c h 
r el at e d tr e at m e nt.   
 
P e o pl e W h o  will Us e / Di s cl o s e Y o ur P HI: 
T h e f oll o wi n g p e o pl e a n d gr o u ps will us e a n d dis cl o s e y o ur P HI i n c o n n e cti o n wit h t h e r es e ar c h st u d y: 
 

  T h e Pri n ci p al I n v esti g at or a n d t h e r e s e ar c h st aff will us e a n d dis cl o s e y o ur P HI t o c o n d u ct t h e st u d y a n d 
gi v e y o u st u d y r el at e d tr e at m e nt. 

  E m or y m a y us e a n d dis cl o s e y o ur P HI t o g et p a y m e nt f or st u d y r el at e d tr e at m e nt a n d t o r u n n or m al 
b usi n ess o p er ati o ns.  

  T h e Pri n ci p al I n v esti g at or a n d r e s e ar c h st aff will s h ar e y o ur P HI wit h ot h er p e o pl e a n d gr o u ps t o h el p 
c o n d u ct t h e st u d y or t o pr o vi d e o v ersi g ht f or t h e st u d y. 

  T h e r es e ar c h t e a m a n d t h e S p o ns or m a y us e a n d dis cl o s e y o ur P HI, i n cl u di n g dis cl o s ur e t o i ns ur a n c e 
c arri ers t o a d mi nist er p a y m e nt f or s u bj e ct i nj ur y.  

  T h e f oll o wi n g p e o pl e a n d gr o u ps will us e y o ur P HI t o m a k e s ur e t h e r es e ar c h is d o n e c orr e ctl y a n d 
s af el y: 

o  E m or y, Cl e v el a n d Cli ni c, a n d U ni v ersit y of Wis c o nsi n offi c es t h at ar e p art of t h e H u m a n R es e ar c h 
P arti ci p a nt Pr ot e cti o n Pr o gr a m a n d t h o s e t h at ar e  i n v ol v e d i n st u d y a d mi nistr ati o n a n d billi n g.  
T h es e i n cl u d e t h e E m or y I R B, t h e E m or y R es e ar c h a n d H e alt h c ar e C o m pli a n c e Offi c es, t h e 
E m or y Offi c e f or Cli ni c al R es e ar c h, t h e E m or y Cli ni c al Tri als A u dit & C o m pli a n c e Offi c e, t h e 
E m or y R a di ati o n S af et y C o m mitt e e, a n d si mil ar offi c es at t h e Cl e v el a n d Cli ni c a n d U ni v ersit y of 
Wis c o nsi n .  

o  G o v er n m e nt a g e n ci es t h at r e g ul at e t h e r es e ar c h i n cl u di n g:  F o o d a n d Dr u g A d mi nistr ati o n. 
o  P u bli c h e alt h a g e n ci es. 
o  R es e ar c h m o nit ors a n d r e vi e w er. 
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o  A c cr e dit ati o n a g e n ci es. 
o  St u d y-s u p p ort er: Brist ol- M y ers S q ui b b 

  S o m eti m es a Pri n ci p al I n v esti g at or or ot h er r es e ar c h er m o v es t o a diff er e nt i nstit uti o n. If t his h a p p e ns, 
y o ur P HI m a y b e s h ar e d wit h t h at n e w i nstit uti o n a n d t h eir o v ersi g ht offi c es. P HI will b e s h ar e d s e c ur el y 
a n d u n d er a l e g al a gr e e m e nt t o e ns ur e it c o nti n u es t o b e us e d u n d er t h e t er m s of t his c o ns e nt a n d 
HI P A A a ut h ori z ati o n. 

 
O pti o n al St u d y: C o n s e nt t o A d diti o n al T u m or Bi o p s y f or r e s e ar c h p ur p o s e s :  

 
A ut h ori z ati o n f or T hi s U s e of P HI i s R e q uir e d t o P arti ci p at e i n O pti o n al St u d y, b ut N ot i n M ai n St u d y : 
Y o u d o n ot h a v e t o a ut h oriz e t h e us e a n d dis cl o s ur e of y o ur P HI f or t h e o pti o n al st u d y.  If y o u d o n ot a ut h ori z e 
t h e us e a n d dis cl o s ur e of y o ur P HI f or t h e o pti o n al st u d y, t h e n y o u m a y n ot p arti ci p at e i n t h e o pti o n al r es e ar c h 
st u d y, b ut y o u c a n still b e i n t h e m ai n r e s e ar c h st u d y.    

 
E x pir ati o n of Y o ur A ut h oriz ati o n 
Y o ur P HI will b e us e d u ntil t his r e s e ar c h st u d y e n ds. 
 
R e v o ki n g Y o ur A ut h oriz ati o n 
If y o u si g n t his f or m, at a n y ti m e l at er y o u m a y r e v o k e (t a k e b a c k) y o ur p er missi o n t o us e y o ur i nf or m ati o n.  If y o u w a nt 
t o d o t his, y o u m ust c o nt a ct t h e st u d y t e a m at: 
 
N a bil S a b a, M D 
D e p art m e nt of H e m at ol o g y a n d M e di c al O n c ol o g y 
E m or y U ni v ersit y 
1 3 6 5- C Clift o n R d N E 
Atl a nt a, G e or gi a 3 0 3 2 2 
U nit e d St at es 
 
At t h at p oi nt, t h e r es e ar c h ers w o ul d n ot c oll e ct a n y m or e of y o ur P HI.  B ut t h e y m a y us e or dis cl o s e t h e i nf or m ati o n y o u 
alr e a d y g a v e t h e m s o t h e y c a n f oll o w t h e l a w, pr ot e ct y o ur s af et y, or m a k e s ur e t h at t h e st u d y w as d o n e pr o p erl y a n d 
t h e d at a is c orr e ct.  If y o u r e v o k e y o ur a ut h ori z ati o n y o u will n ot b e a bl e t o st a y i n t h e st u d y.  
 
Ot h er It e m s Y o u S h o ul d K n o w a b o ut Y o ur Pri v a c y 
N ot all p e o pl e a n d e ntiti es ar e c o v er e d b y t h e Pri v a c y R ul es.  HI P A A o nl y a p pli es t o h e alt h c ar e pr o vi d ers, h e alt h c ar e 
p a y ers, a n d h e alt h c ar e cl e ari n g h o us es.  If w e dis cl o s e y o ur i nf or m ati o n t o p e o pl e w h o ar e n ot c o v er e d b y t h e Pri v a c y 
R ul es, i n cl u di n g HI P A A, t h e n y o ur i nf or m ati o n w o n’t b e pr ot e ct e d b y t h e Pri v a c y R ul es.  P e o pl e w h o d o n ot h a v e t o 
f oll o w t h e Pri v a c y r ul es c a n us e or dis cl o s e y o ur i nf or m ati o n wit h ot h ers wit h o ut y o ur p er missi o n if t h e y ar e all o w e d t o 
d o s o b y t h e l a ws t h at c o v er t h e m.   
 
T o m ai nt ai n t h e i nt e grit y of t his r es e ar c h st u d y, y o u g e n er all y will n ot h a v e a c c ess t o y o ur P HI r el at e d t o t his r es e ar c h 
u ntil t h e st u d y is c o m pl et e.  W h e n t h e st u d y e n ds, a n d at y o ur r e q u est, y o u g e n er all y will h a v e a c c ess t o y o ur P HI t h at 
w e m ai nt ai n i n a d esi g n at e d r e c or d s et.  A d esi g n at e d r e c or d s et is d at a t h at i n cl u d es m e di c al i nf or m ati o n or billi n g 
r e c or ds t h at y o ur h e alt h c ar e pr o vi d ers us e t o m a k e d e cisi o ns a b o ut y o u. If it is n e c e ss ar y f or y o ur h e alt h c ar e, y o ur 
h e alt h i nf or m ati o n will b e pr o vi d e d t o y o ur d o ct or.  
 
W e m a y r e m o v e i d e ntif yi n g i nf or m ati o n fr o m y o ur P HI.  O n c e w e d o t his, t h e r e m ai ni n g i nf or m ati o n will n ot b e s u bj e ct 
t o t h e Pri v a c y R ul es.  I nf or m ati o n wit h o ut i d e ntifi ers m a y b e us e d or dis cl os e d wit h ot h er p e o pl e or or g a ni z ati o ns f or 
p ur p o s es b esi d es t his st u d y.   
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C o nt a ct I nf or m ati o n  
C o nt a ct Dr. S a b a ( at E m or y) at t el e p h o n e n u m b er  or Dr K o yf m a n ( at t h e Cl e v el a n d Cli ni c) at : 

  if y o u h a v e a n y q u esti o ns a b o ut t his st u d y or y o ur p art i n it,   

  if y o u f e el y o u h a v e h a d a r es e ar c h-r el at e d i nj ur y or a b a d r e a cti o n t o t h e st u d y dr u g, or 

  if y o u h a v e q u esti o ns, c o n c er ns or c o m pl ai nts a b o ut t h e r es e arc h  
 
C o nt a ct t h e E m or y I nstit uti o n al R e vi e w B o ar d at : 

  if y o u h a v e q u esti o ns a b o ut y o ur ri g hts as a r es e ar c h p arti ci p a nt. 

  if y o u h a v e q u esti o ns, c o n c er ns or c o m pl ai nts a b o ut t h e r es e ar c h. 

  Y o u m a y als o l et t h e I R B k n o w a b o ut y o ur e x p eri e n c e as a r es e ar c h p arti ci p a nt t hr o u g h o ur R es e ar c h P arti ci p a nt 
S ur v e y at htt p:// w w w.s ur v e y m o n k e y. c o m/s/ 6 Z D M W 7 5 . 

 
 
  

http://www.surveymonkey.com/s/6ZDMW75
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C o n s e nt a n d A ut h oriz ati o n 
C o n s e nt t o A d diti o n al T u m or Bi o p s y f or r e s e ar c h p ur p o s e s ( O pti o n al) 
Si g ni n g b el o w i n di c at es t h at y o u h a v e b e e n i nf or m e d a b o ut t h e p o ssi bilit y of a n a d diti o n al t u m or bi o ps y t o b e d o n e f or 
t his r e s e ar c h st u d y eit h er b ef or e y o u st art tr e at m e nt o n t his st u d y or i n t h e e v e nt t h at y o ur t u m or f ails t o dis a p p e ar or 
c o m es b a c k d uri n g or aft er tr e at m e nt.  Y o u d o n ot h a v e t o c o ns e nt t o t his a d diti o n al bi o ps y t o p arti ci p at e i n t his st u d y.    
 
W o ul d y o u li k e t o p arti ci p at e i n t his o pti o n al p art of t his st u d y w h er e b y y o u all o w r es e ar c h ers t o t a k e a n a d diti o n al 
s a m pl e of y o ur t u m or eit h er b ef or e tr e at m e nt or if t h e t u m ors f ails t o dis a p p e ar or gr o ws b a c k f or a d diti o n al r es e ar c h 
st u d y ? 
 
Pl e as e m ar k o n e: 
 
_ _ _ _ _ _ _ Y es - I a gr e e t o all o w a n a d diti o n al t u m or bi o ps y t o b e d o n e f or r es e ar c h p ur p o s es if as k e d b y m y st u d y d o ct ors 
 
_ _ _ _ _ _ _   N o - I d o n ot a gr e e t o all o w a n a d diti o n al t u m or bi o ps y t o b e d o n e f or r es e ar c h p ur p o s es if as k e d b y m y st u d y 
d o ct ors 
 
 

T O B E FI L L E D O U T B Y S U BJ E C T O N L Y 
Pl e as e pri nt  y o ur n a m e, si g n , a n d d at e  b el o w if y o u a gr e e t o b e i n t h e m ai n st u d y. B y si g ni n g t his c o ns e nt a n d 
a ut h oriz ati o n f or m, y o u will n ot gi v e u p a n y of y o ur l e g al ri g hts. W e will gi v e y o u a c o p y of t h e si g n e d f or m t o k e e p. 
 
  
N a m e of S u bj e ct  
 
      _ _ _ _: _ _ _ _  a m / p m 
Si g n at ur e of S u bj e ct ( 1 8 or ol d er a n d a bl e t o c o n s e nt)   D at e    Ti m e        ( pl e a s e cir cl e) 
 
 

T O B E FI L L E D O U T B Y S T U D Y T E A M O N L Y  
 
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 
N a m e of P ers o n C o n d u cti n g I nf or m e d C o n s e nt Di s c u ssi o n 
 
      _ _ _ _: _ _ _ _  a m / p m 
Si g n at ur e of P ers o n C o n d u cti n g I nf or m e d   D at e    Ti m e       ( pl e a s e cir cl e) 
C o n s e nt Di s c us si o n 
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