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INTRODUCTION
You are invited to be in a research study. Research studies are designed to gain scientific 
knowledge that may help other people in the future. You are being asked to take part in this 
study because you have cancer that has spread to the bone causing pain. Your participation is 
voluntary. Please take your time in making your decision as to whether or not you wish to 
participate. Ask your study doctor or the study staff to explain any words or information 
contained in this informed consent document that you do not understand. You may also discuss 
the study with your friends and family.

WHY IS THIS STUDY BEING DONE?
Patients who receive a single fraction (dose) of radiation therapy to treat bone metastasis get 
effective control of pain.  However, some patients require a second treatment at some point in the 
future.  The purpose of this research study is to find out what effects (good and bad) immediate 
treatment with a second fraction (dose) of radiation therapy has on you and your condition.

HOW MANY PEOPLE WILL TAKE PART IN THE STUDY?
102 people will take part in this study.  This study is only being done at the Comprehensive 
Cancer Center of Wake Forest University (CCCWFU). 

WHAT IS INVOLVED IN THE STUDY?
As part of this study, you’ll receive radiation therapy that is standard treatment for palliation of 
cancer that has spread to the bone causing pain.  You will be randomized into one of the study 
groups described below. Randomization means that you are put into a group by chance. It is like 
flipping a coin. You will have an equal chance of being placed in either group.  Both groups will 
receive one fraction of radiation therapy, but one of the groups will receive a second fraction 3-7 
days later.  

You will be “randomized” into one of the study groups described below. Randomization 
means that you are put into a group by chance. A computer program will place you in one of the 
study groups. Neither you nor your doctor can choose the group you will be in. You will have an 
equal chance of being in either group.  
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If y o u a r e i n g r o u p 1, y o u will r e c ei v e o n e fr a cti o n of r a di ati o n t h er a p y. B ef or e r e c ei vi n g a 
tr e at m e nt, y o u will h a v e a tr e at m e nt pl a n ni n g s essi o n. A c o m p ut er- assist e d tr e at m e nt will b e 
d esi g n e d a n d a r a di ati o n d os e will b e w or k e d o ut f or y o u. T h e s essi o n will l ast a b o ut 6 0 mi n ut es. 
Wit hi n a f e w d a ys f oll o wi n g y o ur tr e at m e nt pl a n ni n g s essi o n, y o u will r e c ei v e o n e r a di ati o n 
tr e at m e nt t o t h e b o n e c a usi n g p ai n. T his tr e at m e nt will l ast a b o ut 3 0 mi n ut es. Y o ur d o ct or m a y 
gi v e y o u p ai n m e di c ati o n b ef or e t h e pl a n ni n g s essi o n a n d/ or t h e r a di ati o n tr e at m e nt t o d e cr e as e 
a n y dis c o mf ort y o u m a y h a v e d u e t o t h e ti m e s p e nt i n e a c h s essi o n. Y o ur d o ct or als o m a y gi v e 
y o u m e di ci n e t o d e cr e as e a n y a n xi et y y o u m a y f e el. If t h e p ai n p ersists or r e c urs, t h e s e c o n d 
fr a cti o n of tr e at m e nt c a n b e us e d at s o m e p oi nt i n t h e f ut ur e.

If y o u a r e i n g r o u p 2, y o u will r e c ei v e s e c o n d r a di ati o n tr e at m e nt, j ust li k e t h e first.  T his 
tr e at m e nt will o c c ur wit hi n 3- 7 d a ys of t h e first tr e at m e nt.  

B ef o r e y o u b e gi n t h e st u d y y o u will n e e d t o h a v e t h e f oll o wi n g t o fi n d o ut if y o u c a n b e i n t h e 
st u d y. S o m e of t h es e e x a ms, t ests 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. If y o u h a v e h a d s o m e of t h e m r e c e ntl y, t h e y m a y n ot n e e d t o b e 
r e p e at e d. T his will b e u p t o y o ur st u d y d o ct or. 

  P h ysi c al e x a mi n ati o n, i n cl u di n g a n e ur ol o gi c e x a mi n ati o n ( a n e x a mi n ati o n t o t est t h e 
br ai n a n d n er v o us s yst e m) 

  R a di ol o gi c i m a gi n g ( X-r a y, C T, or M RI) t o c h e c k y o ur b o n es f or fr a ct ur es.

  If y o u ar e f e m al e, y o u will h a v e a bl o o d (s er u m) pr e g n a n c y t est d o n e.

  E v al u ati o n of y o ur a bilit y t o c arr y o ut y o ur d ail y a cti viti es 
  O pti o n al:  Y o u will h a v e 2 t a bl es p o o ns of bl o o d t a k e n fr o m a v ei n i n y o ur ar m f or 
r es e ar c h p ur p os es.

  Y o u will b e as k e d t o c o m pl et e s ur v e ys t h at e v al u at e y o ur q u alit y of lif e a n d ot h er 
o ut c o m es.  

  Y o u will b e as k e d t o i d e ntif y h o w m u c h p ai n y o u ar e h a vi n g b y c h o osi n g a n u m b er 
fr o m 0 ( n o p ai n) t o 1 0 (t h e w orst p ai n i m a gi n a bl e).  T his c o ul d als o b e d o n e o v er t h e 
p h o n e.

  Y o u will b e as k e d w h at ot h er m e di ci n es i n cl u di n g p ai n m e di ci n es, if a n y, y o u ar e 
t a ki n g a n d w h at d os e a n d h o w oft e n y o u t a k e t h e m e di ci n e. 

At e a c h of y o u r t r e at m e nt visits  w e will o nl y c oll e ct y o ur vit al si g ns, c h a n g es i n y o ur w ei g ht, 
c h a n g es t o y o ur m e di c ati o ns, a n d as k a b o ut a n y u n us u al s y m pt o ms y o u m a y b e h a vi n g.  

At o n e a n d t w o m o nt hs aft e r y o u fi nis h t r e at m e nt , w e will c all y o u o n t h e p h o n e a n d as k y o u 
t o i d e ntif y h o w m u c h p ai n y o u ar e h a vi n g b y c h o osi n g a n u m b er fr o m 0 ( n o p ai n) t o 1 0 (t h e 
w orst p ai n i m a gi n a bl e).  W e will als o as k y o u t o t ell us a b o ut c h a n g es t o y o ur m e di c ati o ns a n d 
a n y u n us u al or a d v ers e s y m pt o ms y o u m a y b e e x p eri e n ci n g.

I n t h e f oll o w- u p visits ( 3 a n d 6 m o nt hs aft e r t r e at m e nt) y o u will r e c ei v e t h e f oll o wi n g 
t ests/ q u esti o ns/ pr o c e d ur es t o s e e h o w y o u a n d y o ur c a n c er w er e aff e ct e d b y t h e tr e at m e nt y o u 
r e c ei v e d.  S o m e of t h es e t ests a n d 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. 

  P h ysi c al a n d n e ur ol o gi c al e x a mi n ati o ns 
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  Y o u m a y r e c ei v e r a di ol o gi c i m a gi n g ( X-r a y, C T, or M RI) t o c h e c k y o ur b o n es f or 
fr a ct ur es, if y o ur d o ct or f e els t his is a p pr o pri at e.

  If y o u a gr e e d t o t h e o pti o n al bl o o d dr a w at st u d y e ntr y:  Y o u will h a v e 2 t a bl es p o o ns 
of bl o o d t a k e n fr o m a v ei n i n y o ur ar m f or r es e ar c h p ur p os es ( 3 m o nt h f oll o w- u p o nl y.)

  E v al u ati o n of a n y si d e eff e cts y o u m a y b e e x p eri e n ci n g 
  Y o u als o will b e as k e d a b o ut a n y u n us u al s y m pt o ms y o u m a y b e e x p eri e n ci n g 
  Y o u will b e as k e d t o i d e ntif y h o w m u c h p ai n y o u ar e h a vi n g b y c h o osi n g a n u m b er 
fr o m 0 ( n o p ai n) t o 1 0 (t h e w orst p ai n i m a gi n a bl e). 
  Y o u will b e as k e d w h at ot h er m e di ci n es i n cl u di n g p ai n m e di ci n es, if a n y, y o u ar e 
t a ki n g a n d w h at d os e a n d h o w oft e n y o u t a k e t h e m e di ci n e 
  Y o u will b e as k e d t o c o m pl et e s ur v e ys t h at e v al u at e y o ur q u alit y of lif e a n d ot h er 
o ut c o m es.  

If y o u ar e u n d er g oi n g a n y ot h er c a n c er tr e at m e nts d uri n g y o ur ti m e o n t his st u d y, t his 3- 6 
m o nt h f oll o w u p visit c a n b e d o n e b y y o ur tr e ati n g p h ysi ci a n as st a n d ar d of c ar e.  T h e 
st u d y c o or di n at or or n urs e m a y c all y o u o n t h e p h o n e t o as k y o u a b o ut y o ur p ai n l e v el, 
a d v ers e s y m pt o ms, a n d t h e q u alit y- of-lif e q u esti o n n air es wit hi n 5 d a ys of t his visit.

St or a g e of Bi ol o gi c al Tiss u e
If y o u a gr e e t o p arti ci p at e i n t his st u d y, w e will h a v e 2 t a bl es p o o ns of bl o o d wit h dr a w n fr o m a 
v ei n b ef or e tr e at m e nt a n d a g ai n 3 m o nt hs l at er t o us e f or f ut ur e r es e ar c h. T his is o pti o n al a n d n ot 
a r e q uir e m e nt t o p arti ci p at e i n t h e st u d y. T h e t ot al a m o u nt of bl o o d wit h dr a w n d uri n g t h e st u d y 
will b e a p pr o xi m at el y 4 t a bl es p o o ns. T his s a m pl e will b e k e pt a n d m a y b e us e d i n f ut ur e 
r es e ar c h t o l e ar n m or e a b o ut ot h er dis e as es.  

T h e f ut ur e r es e ar c h m a y i n cl u d e st u d yi n g y o ur g e n eti c i nf or m ati o n. At s o m e p oi nt i n t h e f ut ur e, 
w e m a y b e r e q uir e d t o s h ar e g e n eti c d at a wit h f e d er al r e p osit ori es. T h e N ati o n al I nstit ut es of 
H e alt h ( NI H) a n d ot h er c e ntr al r e p osit ori es h a v e d e v el o p e d s p e ci al d at a (i nf or m ati o n) b a n ks t h at 
c oll e ct t h e r es ults of g e n eti c st u di es, es p e ci all y w h e n t h e r es e ar c h l o o ks at all or l ar g e s e cti o ns of 
i n di vi d u al’s g e n eti c c o d e. T his is oft e n c all e d w h ol e g e n o m e s e q u e n ci n g. G e n o mi c i nf or m ati o n 
r el at es t o t h e str u ct ur e a n d f u n cti o n of all of t h e g e n eti c m at eri al i n t h e b o d y. T h es e c e ntr al b a n ks 
will st or e y o ur g e n eti c i nf or m ati o n a n d gi v e t h e m t o ot h er q u alifi e d a n d a p pr o v e d r es e ar c h ers t o 
d o m or e st u di es. T h e d at a t h at w e s h ar e wit h f e d er al r e p osit ori es will b e c o d e d i n s u c h a w a y t h at 
y o u w o ul d n ot b e a bl e t o b e i d e ntifi e d. W e will n ot s h ar e y o ur n a m e, birt h d at e, or a n y ot h er 
i nf or m ati o n t h at c o ul d dir e ctl y i d e ntif y y o u. T h e li n k t o t h e c o d e w o ul d b e k e pt s e c ur el y at t h e 
W a k e F or est B a ptist H e alt h. E v e n s o, t h er e is a p ossi bilit y t h at w h e n y o ur g e n o mi c i nf or m ati o n 
is c o m bi n e d wit h ot h er i nf or m ati o n a v ail a bl e t o r es e ar c h ers, eit h er n o w or i n t h e f ut ur e, t h e y m a y 
b e a bl e t o i d e ntif y a gr o u p y o u b el o n g t o (li k e a n et h ni c gr o u p or a dis e as e p o p ul ati o n) or, l ess 
li k el y, y o u p ers o n all y. NI H pr o hi bits p e o pl e fr o m tr yi n g t o i d e ntif y i n di vi d u als w h os e g e n o mi c 
i nf or m ati o n is i n a n NI H- d esi g n at e d r e p osit or y. 

W e d o n ot t hi n k t h at t h er e will b e f urt h er ris ks t o y o ur pri v a c y a n d c o nfi d e nti alit y b y s h ari n g 
y o ur g e n eti c i nf or m ati o n wit h t h es e b a n ks. H o w e v er, w e c a n n ot pr e di ct h o w g e n eti c i nf or m ati o n 
will b e us e d i n t h e f ut ur e. T h e g e n eti c d at a c o ul d b e us e d t o st u d y a wi d e v ari et y of dis e as es.
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Y o ur s a m pl e will b e o bt ai n e d i n t h e C C C W F U. T h e s a m pl e will b e st or e d i n t h e C C C W F U a n d 
it will b e gi v e n o nl y t o r es e ar c h ers a p pr o v e d b y Dr. D oris Br o w n.  A n I nstit uti o n al R e vi e w 
B o ar d (I R B) m ust als o a p pr o v e a n y f ut ur e r es e ar c h st u d y usi n g y o ur tiss u e s a m pl e. 

_ _ _ _ Y E S I w o ul d a gr e e t o h a v e bl o o d dr a w n a n d st or e d f or f ut ur e r es e ar c h.
_ _ _ _ N O I d o n ot w a nt t o h a v e bl o o d dr a w n.

Y o ur bl o o d  s a m pl e will b e st or e d wit h a u ni q u e i d e ntifi er a n d will n ot i n cl u d e a n y i d e ntifi a bl e 
i nf or m ati o n a b o ut y o u s u c h as y o ur n a m e, a d dr ess, t el e p h o n e n u m b er, s o ci al s e c urit y n u m b er, 
m e di c al r e c or d n u m b er or a n y of t h e i d e ntifi ers o utli n e d i n t h e HI P A A Pri v a c y R ul e. T h e u ni q u e 
i d e ntifi er will b e a r a n d o ml y assi g n e d n u m b er a n d o nl y t h e pri n ci p al i n v esti g at or will h a v e 
a c c ess t o t h e c o d e t h at li n ks t h e u ni q u e i d e ntifi er t o y o u. Y o ur n a m e, a d dr ess, s o ci al s e c urit y 
n u m b er, et c., will n e v er b e dis cl os e d t o f ut ur e r es e ar c h ers a n d n eit h er will t h e c o d e t h at li n ks 
y o ur i d e ntifi ers t o t h e s a m pl e.

I n t h e f ut ur e, p e o pl e w h o d o r es e ar c h m a y n e e d t o k n o w m or e a b o ut y o ur h e alt h. W hil e t h e st u d y 
i n v esti g at or m a y gi v e r e p orts a b o ut y o ur h e alt h, h e/s h e will N O T b e gi v e n y o ur n a m e, a d dr ess, 
p h o n e n u m b er, or a n y ot h er i d e ntif yi n g i nf or m ati o n a b o ut w h o y o u ar e, u nl ess y o u a gr e e t o b e 
c o nt a ct e d i n t h e f ut ur e.

_ _ _ _ Y E S y o u m a n y c o nt a ct f or f ut ur e r es e ar c h st u di es
_ _ _ _ N O I d o n ot w a nt t o b e c o nt a ct e d r e g ar di n g f ut ur e r es e ar c h st u di es.

H O W L O N G W I L L I B E I N T H E S T U D Y ?
Y o u will b e i n t h e st u d y f or a b o ut 6 m o nt hs, or u ntil t h e st u d y h as c o m pl et e d r e cr uiti n g p ati e nts. 

Y o u c a n st o p p arti ci p ati n g at a n y ti m e. If y o u d e ci d e t o st o p p arti ci p ati n g i n t h e st u d y w e 
e n c o ur a g e y o u t o t al k t o t h e i n v esti g at ors or st u d y st aff first t o l e ar n a b o ut a n y p ot e nti al h e alt h or 
s af et y c o ns e q u e n c es. 

W H A T A R E T H E R I S K S O F T H E S T U D Y ?
Y o u m a y h a v e si d e eff e cts w hil e o n t h e st u d y. E v er y o n e t a ki n g p art i n t h e st u d y will b e w at c h e d 
c ar ef ull y f or a n y si d e eff e cts. H o w e v er, r es e ar c h ers d o n’t k n o w all t h e si d e eff e cts t h at m a y 
h a p p e n. Si d e eff e cts m a y b e mil d or v er y s eri o us. Y o ur h e alt h c ar e t e a m m a y gi v e y o u m e di ci n es 
t o h el p l ess e n si d e eff e cts. M a n y si d e eff e cts g o a w a y s o o n aft er t h e r a di ati o n tr e at m e nt. I n s o m e 
c as es, si d e eff e cts c a n b e s eri o us, l o n g l asti n g, or m a y n e v er g o a w a y. 

Y o u s h o ul d t al k t o y o u r st u d y d o ct o r a b o ut a n y si d e eff e cts t h at y o u h a v e w hil e t a ki n g p a rt 
i n t h e st u d y. 

C o m m o n Si d e Eff e cts, S o m e M a y b e S eri o us
  H air l oss i n t h e tr e at e d ar e a 
  S ki n i n tr e at m e nt ar e a m a y b e c o m e r e d d e n e d, irrit at e d, a n d/ or dr y 
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T h e f oll o wi n g ris ks ar e li k el y if y o u h a v e tr e at m e nt t o t h e b o n es of t h e s pi n e i n t h e n e c k: 
  I nfl a m m ati o n of t h e li ni n g of t h e m o ut h a n d es o p h a g us ( p ass a g e w a y fr o m m o ut h t o 

st o m a c h), w hi c h c a n r es ult i n diffi c ult y s w all o wi n g, a n d if y o u c a n n ot s w all o w w at er, 
d e h y dr ati o n c a n o c c ur ( y o ur b o d y d o es n ot h a v e as m u c h w at er a n d fl ui ds as it s h o ul d) 

  I nfl a m m ati o n of t h e b a c k of t h e t hr o at, w hi c h c a n r es ult i n diffi c ult y s w all o wi n g, a n d 
if y o u c a n n ot s w all o w w at er, d e h y dr ati o n c a n o c c ur 

  I nfl a m m ati o n of t h e p art of t h e air w a y t h at i n cl u d es t h e v o c al c or ds, w hi c h c a n r es ult 
i n h o ars e n ess or l oss of v oi c e 

O c c asi o n Si d e Eff e cts, S o m e M a y b e S eri o us
  Tir e d n ess 
  L o w bl o o d c o u nts, w hi c h c o ul d l e a d t o a n i n cr e as e d ris k of i nf e cti o n, w e a k n ess, a n d/ or 

i n bl e e di n g a n d br uisi n g e asil y 
  If y o u h a v e tr e at m e nt t o t h e a b d o mi n al ar e a, it m a y r es ult i n n a us e a a n d/ or v o miti n g, 

l o os e b o w el m o v e m e nts, or i n cr e as e d fr e q u e n c y of uri n ati o n 

R ar e a n d S eri o us Si d e eff e cts
  Es o p h a g e al fist ul a ( a b n or m al o p e ni n g i n t h e p ass a g e w a y fr o m m o ut h t o st o m a c h) 
  S c arri n g of t h e s m all or l ar g e b o w el, w hi c h c a n r es ult i n a bl o c k a g e i n t h e b o w el t h at 

w o ul d r e q uir e tr e at m e nt 
  Fr a ct ur e of t h e b o n e

 Fr a ct ur es m a y r e q uir e s ur gi c al tr e at m e nt t o pr e v e nt p er m a n e nt dis a bilit y
  T e m p or ar y or p er m a n e nt d a m a g e t o t h e s pi n al c or d, w hi c h c a n r es ult i n: 

 S ki n s e ns ati o ns, s u c h as b ur ni n g, pri c kli n g, it c hi n g, or ti n gli n g 
 M us cl e w e a k n ess c a usi n g i n a bilit y t o w al k ( p ar al ysis) 
 D e cr e as e d a bilit y or l oss of a bilit y t o m o v e a b o d y p art or t o h ol d uri n e or c o ntr ol 

a b o w el m o v e m e nt 

I n a d diti o n, t h er e is a sli g ht ris k of a br e a c h of c o nfi d e nti alit y.  W e will d o o ur b est t o pr ot e ct 
y o ur c o nfi d e nti al i nf or m ati o n.  T h er e als o m a y b e ot h er si d e eff e cts t h at w e c a n n ot pr e di ct. Y o u 
s h o ul d t ell t h e r es e ar c h st aff a b o ut all t h e m e di c ati o ns, vit a mi ns a n d s u p pl e m e nts y o u t a k e a n d 
a n y m e di c al c o n diti o ns y o u h a v e. T his m a y h el p a v oi d si d e eff e cts, i nt er a cti o ns a n d ot h er ris ks.

If y o u p arti ci p at e i n t his st u d y, y o u will b e e x p os e d t o a m o u nts of r a di ati o n a b o v e w h at y o u 
w o ul d n or m all y r e c ei v e i n d ail y lif e. T o b e s ur e t h at y o u d o n ot r e c ei v e a n u n h e alt h y a m o u nt of 
r a di ati o n fr o m y o ur p arti ci p ati o n i n t his st u d y, y o u s h o ul d l et y o ur st u d y d o ct or k n o w if y o u h a v e 
h a d, or ar e g oi n g t o h a v e, a n y ot h er s c a ns or x-r a ys as p art of y o ur m e di c al or d e nt al c ar e. It is 
v er y i m p ort a nt t h at y o u l et y o ur st u d y d o ct or k n o w if y o u alr e a d y ar e p arti ci p ati n g i n, or pl a n t o 
p arti ci p at e i n, a n y ot h er r es e ar c h st u d y t h at i n v ol v es r a di ati o n e x p os ur e. 

T a ki n g p art i n t his r es e ar c h st u d y m a y i n v ol v e pr o vi di n g i nf or m ati o n t h at y o u c o nsi d er 
c o nfi d e nti al or pri v at e.  Eff orts, s u c h as c o di n g r es e ar c h r e c or ds, k e e pi n g r es e ar c h r e c or ds s e c ur e 
a n d all o wi n g o nl y a ut h ori z e d p e o pl e t o h a v e a c c ess t o r es e ar c h r e c or ds, will b e m a d e t o k e e p 

W F U S c h o ol of M e di ci n e 
I n stit uti o n al R e vi e w B o ar d 
I R B N u m b er:I R B 0 0 0 3 7 2 4 8
M e eti n g D at e A p pr o v e d 9/ 2 6/ 2 0 2 4          
V er si o n V ali d U ntil: 9/ 2 5/ 2 0 2 5
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y o ur i nf or m ati o n s af e.

If y o u a gr e e t o p arti ci p at e i n t h e v ol u nt ar y d o n ati o n of bl o o d, y o u m a y e x p eri e n c e dis c o mf ort, 
br uisi n g a n d/ or bl e e di n g w h er e t h e n e e dl e is i ns ert e d. O c c asi o n all y s o m e p e o pl e b e c o m e di z z y 
li g ht h e a d e d or f e el f ai nt. I nf e cti o n m a y o c c ur o n r ar e o c c asi o ns.  Fr e q u e nt d o n ati o n of bl o o d c a n 
r es ult i n l o w ir o n i n y o ur bl o o d (ir o n d efi ci e nt a n e mi a).  

R e pr o d u cti v e Ris ks a n d ot h er Iss u es t o P arti ci p ati n g i n R es e ar c h
D u e t o u n k n o w n ris ks a n d p ot e nti al h ar m t o t h e u n b or n f et us, s e x u all y a cti v e w o m e n of 
c hil d b e ari n g p ot e nti al m ust us e a r eli a bl e m et h o d of birt h c o ntr ol w hil e b ei n g tr e at e d o n t his 
st u d y. R eli a bl e m et h o ds of birt h c o ntr ol ar e: a bsti n e n c e ( n ot h a vi n g s e x), or al c o ntr a c e pti v es, 
i ntr a ut eri n e d e vi c e (I U D), D e p o Pr o v er a, t u b al li g ati o n, or v as e ct o m y of t h e p art n er ( wit h 
c o nfir m e d n e g ati v e s p er m c o u nts) i n a m o n o g a m o us r el ati o ns hi p (s a m e p art n er). A n a c c e pt a bl e, 
alt h o u g h l ess r eli a bl e, m et h o d i n v ol v es t h e c ar ef ul us e of c o n d o ms a n d s p er mi ci d al f o a m or g el 
a n d/ or a c er vi c al c a p or s p o n g e. W e e n c o ur a g e y o u t o dis c uss t his iss u e f urt h er wit h y o ur 
p h ysi ci a ns if y o u h a v e a n y q u esti o ns.

Pr e g n a nt w o m e n ar e e x cl u d e d fr o m p arti ci p ati o n i n t his st u d y. B e c a us e s o m e m et h o ds of birt h 
c o ntr ol ar e n ot 1 0 0 % r eli a bl e, a pr e g n a n c y t est is r e q uir e d at l e ast 1 0 d a ys fr o m y o ur l ast n or m al 
m e nstr u al p eri o d, if y o u ar e a s e x u all y a cti v e w o m a n of c hil d b e ari n g p ot e nti al.

A R E T H E R E B E N E FI T S T O T A KI N G P A R T I N T H E S T U D Y ?
T a ki n g p art i n t his st u d y m a y or m a y n ot m a k e y o ur h e alt h b ett er. W hil e r es e ar c h ers h o p e t h at a 
s e c o n d fr a cti o n of r a di ati o n t h er a p y will r a pi dl y r eli e v es y o ur p ai n a n d f or a l o n g er ti m e t h a n 
st a n d ar d r a di ati o n t h er a p y, t h er e is n o pr o of of t his y et. W e d o k n o w t h at t h e i nf or m ati o n fr o m 
t his st u d y will h el p r es e ar c h ers l e ar n m or e a b o ut t h e eff e cts of r a di ati o n t h er a p y f or t h e tr e at m e nt 
of c a n c er t h at h as s pr e a d t o t h e b o n e. T his i nf or m ati o n c o ul d h el p f ut ur e c a n c er p ati e nts.

W H A T O T H E R C H OI C E S A R E T H E R E ?
Y o u d o n ot h a v e t o b e i n t his st u d y t o r e c ei v e tr e at m e nt. Y o u s h o ul d t al k t o y o ur d o ct or a b o ut all 
t h e c h oi c es y o u h a v e. I nst e a d of b ei n g i n t his st u d y, y o u h a v e t h es e o pti o ns:

  G etti n g r a di ati o n tr e at m e nts wit h o ut b ei n g i n a st u d y 
  T a ki n g p art i n a n ot h er st u d y 
  G etti n g n o tr e at m e nt 

W H A T A B O U T M Y H E A L T H IN F O R M A TI O N ?

I n t his r es e ar c h st u d y, a n y n e w i nf or m ati o n w e c oll e ct fr o m y o u a n d/ or i nf or m ati o n w e g et fr o m 
y o ur m e di c al r e c or ds or ot h er f a ciliti es a b o ut y o ur h e alt h or b e h a vi ors is c o nsi d er e d Pr ot e ct e d 
H e alt h I nf or m ati o n. T h e i nf or m ati o n w e will c oll e ct f or t his r es e ar c h st u d y i n cl u d es: dis e as e 
st at us, m e di c al c o n diti o ns, d e m o gr a p hi cs, p ai n, m e di c ati o ns, r a di ati o n hist or y, c h e m ot h er a p y 
hist or y, q u alit y of lif e, s o ci al s u p p ort, p erf or m a n c e st at us, a n d ot h er i nf or m ati o n.  

W F U S c h o ol of M e di ci n e 
I n stit uti o n al R e vi e w B o ar d 
I R B N u m b er:I R B 0 0 0 3 7 2 4 8
M e eti n g D at e A p pr o v e d 9/ 2 6/ 2 0 2 4          
V er si o n V ali d U ntil: 9/ 2 5/ 2 0 2 5
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If this research study involves the diagnosis or treatment of a medical condition, then Protected 
Health Information collected from you during this study will be placed in your medical record, 
and may be used to help treat you, arrange payment for your care, or assist with Medical Center 
operations. 

We will make every effort to keep your Protected Health Information private. We will store 
records of your Protected Health Information in a cabinet in a locked office or on a password 
protected computer. Only the following people or organizations will be granted access to your 
Protected Health Information:

1) The study investigator and his/her staff, or others at Wake Forest University Health 
Sciences who oversee research

2) Other people or laboratories providing services for this research project on behalf of 
Wake Forest University Health Sciences and Wake Forest University Baptist Medical 
Center 

If required by law or court order, we might also have to share your Protected Health Information 
with a judge, law enforcement officer, government agencies, or others. If your Protected Health 
Information is shared with any of these groups it may no longer be protected by federal or state 
privacy rules.

Any Protected Health Information collected from you in this study that is maintained in the 
research records will be kept for at least six years after the study is finished. At that time any 
research information not already in your medical record will either be destroyed or it will be de-
identified. Any research information entered into your medical record will be kept for as long as 
your medical record is kept by the Medical Center. You will not be able to obtain a copy of your 
Protected Health Information in the research records until all activities in the study are 
completely finished. You can tell Doris Brown, M.D. that you want to take away your 
permission to use and share your Protected Health Information at any time by sending a letter to 
this address:

Doris Brown, M.D.

However, if you take away permission to use your Protected Health Information you will not be 
able to be in the study any longer. We will stop collecting any more information about you, but 
any information we have already collected can still be used for the purposes of the research 
study.

By signing this form you give us permission to use your Protected Health Information for this 
study.

WFU School of Medicine 
Institutional Review Board 
IRB Number:IRB00037248
Meeting Date Approved 9/26/2024          
Version Valid Until: 9/25/2025
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If you choose to participate in this study, your medical record at Wake Forest University Baptist 
Medical Center will indicate that you are enrolled in a clinical trial.  Information about the 
research and any medications or devices you are being given as a participant may also be 
included in your medical record.  This part of the medical record will only be available to people 
who have authorized access to your medical record.  If you are not a patient at this Medical 
Center, a medical record will be created for you anyway to ensure that this important information 
is available to doctors in case of an emergency.

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required 
by U.S. Law.  This website will not include information that can identify you.  At most, the 
website will include a summary of the results.  You can search this Web site at any time. 

Laboratory test results and other medical reports created as a result of your participation in the 
research study may be entered into the computer systems of Wake Forest University Health 
Sciences and North Carolina Baptist Hospital.  These will be kept secure, with access to this 
information limited to individuals with proper authority, but who may not be directly involved 
with this research study.

WHAT ARE THE COSTS?
Taking part in this study may lead to added costs to you or your insurance company. We will 
give you an estimate of what the added cost may be based on your particular situation and 
insurance coverage.

WILL YOU BE PAID FOR PARTICIPATING?
Parking validation will be provided for all study-related visits.

You will receive no payment or other compensation aside from parking validation for taking part 
in this study.

The findings from this research may result in the future development of products that are of 
commercial value. There are no plans to provide you with financial compensation or for you to 
share in any profits if this should occur.

WHO IS SPONSORING THIS STUDY?
This study is being sponsored by Wake Forest University Health Science. 

WHAT HAPPENS IF YOU EXPERIENCE AN INJURY OR ILLNESS AS A 
RESULT OF PARTICIPATING IN THIS STUDY?
Should you experience a physical injury or illness as a direct result of your participation in this 
study, Wake Forest University School of Medicine maintains limited research insurance 
coverage for the usual and customary medical fees for reasonable and necessary treatment of 
such injuries or illnesses. To the extent research insurance coverage is available under this policy 
the reasonable costs of these necessary medical services will be paid, up to a maximum of 
$25,000. Wake Forest University Baptist Medical Center holds the insurance policy for this 

WFU School of Medicine 
Institutional Review Board 
IRB Number:IRB00037248
Meeting Date Approved 9/26/2024          
Version Valid Until: 9/25/2025
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coverage. It provides a maximum of $25,000 coverage for each claim and is limited to a total of 
$250,000 for all claims in any one year. The Wake Forest University School of Medicine, and 
the North Carolina Baptist Hospitals, Incorporated do not assume responsibility to pay for these 
medical services or to provide any other compensation for such injury or illness. Additional 
information may be obtained from the Medical Center’s Director of Risk and Insurance 
Management, at .

If you are injured, the insurer may require information such as your name, social security 
number, and date of birth in order to pay for your care.  This is because the insurer is required by 
law to report any payments made to cover the care of any persons who are members of a 
government insurance plan to the Department of Health and Human Services.

You do not give up any legal rights as a research participant by signing this consent form. For 
more information on medical treatment for research related injuries or to report a study related 
illness, adverse event, or injury you should call Doris Brown, M.D. at 

(after hours number).

WHAT ARE MY RIGHTS AS A RESEARCH STUDY PARTICIPANT?
Taking part in this study is voluntary. You may choose not to take part or you may leave the 
study at any time. Refusing to participate or leaving the study will not result in any penalty or 
loss of benefits to which you are entitled. If you decide to stop participating in the study we 
encourage you to talk to the investigators or study staff first to learn about any potential health or 
safety consequences. The investigators also have the right to stop your participation in the study 
at any time. This could be because it is in your best medical interest, your condition worsened, 
new information becomes available, you had an unexpected reaction, you failed to follow 
instructions, or because the entire study has been stopped. 

You will be given any new information we become aware of that would affect your willingness 
to continue to participate in the study.

WHOM DO I CALL IF I HAVE QUESTIONS OR PROBLEMS?
For questions about the study or in the event of a research-related injury, contact the study 
investigator, Doris Brown, M.D. at  after hours).

The Institutional Review Board (IRB) is a group of people who review the research to protect 
your rights. If you have a question about your rights as a research participant, or you would like 
to discuss problems or concerns, have questions or want to offer input, or you want to obtain 
additional information, you should contact the Chairman of the IRB at .

You will be given a copy of this signed consent form. 

WFU School of Medicine 
Institutional Review Board 
IRB Number:IRB00037248
Meeting Date Approved 9/26/2024          
Version Valid Until: 9/25/2025
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SIGNATURES

I agree to take part in this study. I authorize the use and disclosure of my health information as 
described in this consent and authorization form.  If I have not already received a copy of the 
Privacy Notice, I may request one or one will be made available to me.  I have had a chance to 
ask questions about being in this study and have those questions answered.   By signing this 
consent and authorization form, I am not releasing or agreeing to release the investigator, the 
sponsor, the institution or its agents from liability for negligence.

Subject Name (Printed):_____________________________

Subject Signature: _________________________________ Date: ________Time:_______ am pm 

Person Obtaining Consent:___________________________ Date:_________ Time:________ am pm

    

WFU School of Medicine 
Institutional Review Board 
IRB Number:IRB00037248
Meeting Date Approved 9/26/2024          
Version Valid Until: 9/25/2025
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