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INFORMATION TO PARTICIPANTS

NAME OF STUDY: A PHASE 1, RANDOMIZED, PLACEBO-
CONTROLLED, DOSE- RANGING STUDY TO
EVALUATE THE SAFETY AND
IMMUNOGENICITY OF VAL-181388 IN
HEALTHY ADULTS IN A NON-ENDEMIC
CHIKUNGUNYA REGION

STUDY NUMBER: VAL-181388-P101

STUDY SPONSOR: Moderna Therapeutics, Inc.
320 Bent Street
Cambridge, MA 02141

STUDY DOCTOR (INVESTIGATOR):
Optimal Research
15201 Shady Grove Road,  Suite 202,
Rockville, Maryland 20850

 (24 hour)
INVESTIGATIONAL REVIEW BOARD (IRB) Schulman IRB

4445 Lake Forest Drive
Suite 300
Cincinnati, OH 45242

Why are you receiving this information?
You are being asked to consider whether you would like to participate in a clinical research study.  The
following information describes the study and your role as a possible participant.  Please read this information
carefully and do not hesitate to ask your study doctor any questions to ensure that you are able to make an
informed decision as to whether to participate.

What is the purpose of this clinical research study?
Chikungunya virus infection causes chikungunya and results from a bite of an infected mosquito, characterized
by a rapid onset of fever, rash, myalgia, and debilitating joint pain (polyarthralgia). It is rarely fatal, but
neurological conditions such as Guillain Barre syndrome and chronic arthritis have been increasingly
recognized. Currently there are no effective therapies or approved vaccines to treat or prevent chikungunya, and
effective mosquito control has proven challenging, even in higher income countries. Therefore, there is a need
for a safe and effective preventative vaccine.

The investigational study product, the messenger RNA (mRNA)-based vaccine (in this document referred to
hereafter as “VAL-181388”) is being developed for prevention of disease associated with chikungunya infection.

NCT #: NCT03325075
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The purpose of the VAL-181388-P101 study is to evaluate the safety and immunogenicity of VAL-181388, a
vaccine against chikungunya, in healthy adult subjects in a region not common to (non-endemic) chikungunya.
The primary objective is to characterize the safety profile of VAL-181388 versus placebo. The study will also
evaluate immunogenicity (the body’s immune response) by assessing serum neutralizing antibody (immune
reaction) titers and serum binding antibody titers to CHIKV proteins. Blood samples will be collected for these
tests at planned intervals after administration of the investigational study product VAL-181388 or placebo.  You
will not be informed of your immunogenicity status at the end of this study.

An investigational drug is one that is not approved by the United States Food and Drug Administration (FDA).
In this clinical trial, the investigational drug, VAL-181388, will be administered to humans for the first
time. If you receive active study drug and not placebo (a medically inactive substance), you will receive a
vaccine against Chikungunya, but you might not have a medical benefit from it.

It is expected that approximately 60 subjects will be enrolled in this study.

What procedures are involved?
If you decide to participate in this study, you will be asked to make a total of 10-13 visits to the study site over
the next 13 months and will have 10 phone contacts over about 14 months. Each vaccination visit will take about
90 -120 minutes, each follow-up clinic visit will take about 60-90 minutes, and each phone contact will take
about 15 minutes. There will be a total of 20-23 visits (clinic and phone contacts) as part of your participation in
the trial.

The study will be done in 2 parts: dose escalation = Part A; and a one-year follow-up period= Part B.  If you are
eligible for the study and willing to participate, you will participate in both parts of the study. Subjects who meet
the criteria for study entry will be assigned to the current dose cohort and randomly (by chance) assigned to
receive VAL-181388 or placebo (a dummy substance with the appearance identical to that of the study vaccine,
but with no active ingredient).  All doses VAL-181388 and placebo will be administered as an intramuscular
(IM) injection into the deltoid muscle (the shoulder muscle).  All doses will be given on an outpatient basis by
the designated un-blinded (person at study site that knows what treatment you are getting) study site personnel.

If the study is paused for any reason, and there is a delay in giving the 2nd dose of study vaccine (VAL-181388
or placebo), you will be asked to continue with your regularly scheduled visits, except that you will not receive
your 2nd dose. It is possible that you will not be given the 2nd dose at all, depending on how long the pause
continues, but will still continue with all other visits.  If you receive your 2nd dose after a pause, you may need to
repeat at least one of these visits.  If this does happen, your study doctor and nurse will give you details on what
visits will need to be repeated at that time.  You will be compensated for any repeated visits per the
reimbursement schedule.
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P art A ( D os e Es c al ati o n)
I n P art A, t hr e e c o h ort s ( gr o u ps) will b e e nr oll e d s e q u e nti all y, st arti n g wit h 2 5 u g. D os e es c al ati o n t o t h e n e xt
tr e at m e nt ar m ( 5 0 or 1 0 0 µ g) will o c c ur aft er t h e bli n d e d (tr e at m e nt of e a c h s u bj e ct is k e pt hi d d e n) S af et y
M o nit ori n g C o m mitt e e ( S M C) h as c o nfir m e d t h at it is s af e t o pr o c e e d t o t h e n e xt d os e.

A t ot al of 6 0 s u bj e cts will r e c ei v e o n e of t h e f oll o wi n g tr e at m e nt s b as e d o n t h e c o h ort i n w hi c h i s e nr olli n g a n d
t h e tr e at m e nt t o w hi c h t h e y ar e ra n d o ml y assi g n e d ( 3: 1 r ati o or 3 c h a n c es t o g et st u d y pr o d u ct t o 1 c h a n c e of
g etti n g pl a c e b o):

 C o h ort 1 ( 2 0 s u bj e ct s): 2 5 µ g V A L -1 8 1 3 8 8 or pl a c e b o a d mi ni st er e d o n D a ys 0 a n d 2 8.
 C o h ort 2 ( 2 0 s u bj e ct s): 5 0 µ g V A L -1 8 1 3 8 8 or pl a c e b o a d mi ni st er e d o n D a ys 0 a n d 2 8.
 C o h ort 3 ( 2 0 s u bj e ct s): 1 0 0 µ g V A L -1 8 1 3 8 8 or pl a c e b o a d mi ni st er e d o n D a ys 0 a n d 2 8.

E a c h c o h ort i n P art A will b e s plit i nt o a s e nti n el s af et y gr o u p a n d F oll o w u p gr o u p t o e ns ur e s u bj e ct s af et y.

S e nti n el S af et y Gr o u p
T h e fir st f o ur ( 4) s u bj e ct s at t e a c h d os e l e v el ( s e nti n el s af et y gr o u p) will b e r a n d o ml y assi g n e d t o V A L -1 8 1 3 8 8
or pl a c e b o i n a 3: 1 r ati o ( 3 s u bj e cts r e c ei vi n g V A L -1 8 1 3 8 8 a n d 1 s u bj e ct r e c ei vi n g pl a c e b o). T h e I nt er n al S af et y
T e a m (I S T) will r e vi e w bli n d e d s af et y d at a t hr o u g h at l e ast 7 d a ys aft er v a c ci n ati o n t o c o nfir m t h at it is s af e t o
pr o c e e d. T h e r e m ai ni n g 1 6 s u bj e cts i n t h e c o h ort will al s o b e r a n d o mi z e d t o a 3: 1 r ati o t o c o m pl et e t h e c o h ort.

P art B ( F oll o w -u p)
Aft er c o m pl eti n g P art A, s u bj e ct s will b e a ut o m ati c all y e nr oll e d i nt o P art B, a c o nti n u e d bli n d e d f oll o w u p
p eri o d ( o n e y e ar fr o m d at e of s e c o n d i nj e cti o n) t o m o nit or f or l o n g er -t er m s af et y a n d i m m u n e p er si st e n c e.
S af et y c o nt a ct will o c c ur b y t el e m e di ci n e ( e g, t el e p h o n e, t e xt, i nt er n et) e v er y 2 8 d a ys, a n d bl o o d s a m pl es f or
i m m u n e p er sist e n c e will b e c oll e ct e d fr o m e a c h s u bj e ct o n D a ys 1 9 6 a n d 3 9 2 ( d a ys r el ati v e t o fir st v a c ci n ati o n)
of t h e st u d y.

Aft er V a c ci n ati o ns
Aft er v a c ci n ati o n, y o u will b e k e pt u n d er m e di c al s u p er vi si o n f or a mi ni m u m of 6 0 mi n ut es b ef or e l e a vi n g t h e
st u d y sit e. Y o u will r e c ei v e a r ul er, a n d a t h er m o m et er.  Y o ur t e m p er at ur e s h o ul d b e t a k e n at t h e s a m e ti m e
( pr ef er a bl y i n t h e e v e ni n g) f or t h e fir st 7 d a ys a n d at a n y ot h er ti m e y o u f e el t h at y o u ar e f e v eri s h. F or t h e first 7
d a ys aft er e a c h v a c ci n ati o n, y o u will al s o b e r e q u est e d t o m e as ur e d ail y t h e i nt e nsit y of a n y r e a cti o ns at t h e
i nj e cti o n sit e a n d pr o vi d e i nf or m ati o n o n a list of g e n er al s y m pt o ms t h at ar e c o m m o nl y o bs er v e d wit h v a c ci n es.
T o c oll e ct t his i nf or m ati o n, y o u will b e gi v e n a M e m or y ai d.  A m e m or y ai d i s a p a p er di ar y w hi c h will h el p y o u
i n r e c or di n g p ossi bl e a d v ers e e v e nts a n d m e di c ati o ns t h at will t h e n b e r e vi e w e d wit h t h e st u d y st aff at y o ur n e xt
vi sit.  Y o u will al s o b e pr o vi d e d wit h M e m or y Ai ds t o h el p y o u t o r e m e m b er t o writ e d o w n a n y a d v er s e e v e nts
t h at h a p p e n e d t o y o u b et w e e n t h e cli ni c vi sit s a n d t h e s af et y p h o n e c all s. Y o u will b e tr ai n e d b y t h e sit e st aff o n
h o w t o c o m pl et e t h es e st u d y t o ol s.
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W h at is t o b e d o n e d u ri n g cli ni c visits f o r t h e P A R T A ?
S cr e e ni n g Vi sit
Y o ur p er s o n al d at a s u c h as a g e, w ei g ht, h ei g ht, g e n d er a n d m e di c al hist or y will b e ass ess e d a n d t h e f oll o wi n g
ass ess m e nt s a n d pr o c e d ur es will b e p erf or m e d:

 If y o u a gr e e t o p arti ci p at e i n t his st u d y, y o u will b e r e q uir e d t o si g n t hi s I nf or m e d C o ns e nt F or m
 P h ysi c al e x a mi n ati o n
 M e as ur e m e nt of vit al si g ns (i n cl u di n g bl o o d pr ess ur e, p ul s e, b o d y t e m p er at ur e a n d r es pir at or y r at e)
 Bl o o d s a m pl es will b e t a k e n f or s af et y l a b or at or y (i n cl u di n g c o a g ul ati o n, t est f or h e p atiti s a n d HI V).

T h e st u d y d o ct or m a y b e r e q uir e d b y l a w t o r e p ort t h e r es ults of t h es e t est s t o t h e l o c al h e alt h a ut h orit y.
 C oll e cti o n of a uri n e s a m pl e f or s af et y l a b or at or y t est s, dr u g s cr e e ni n g a n d a pr e g n a n c y t est f or w o m e n.)
 R e vi e w of c urr e nt m e di c ati o ns y o u ar e t a ki n g.

Aft e r t his t h e I n v esti g at o r will ass ess y o u r eli gi bilit y f o r t hi s cli ni c al t ri al .

St u d y Visit 1 (I n -cli ni c vi sit, fir st v a c ci n ati o n)
Y o u will c o m e t o t h e st u d y sit e o n st u d y vi sit D a y 1. Aft er t h e st u d y d o ct or h as h a d a c h a n c e t o r e vi e w y o ur
m e di c al hi st or y a n d l a b or at or y r e p ort s fr o m t h e s cr e e ni n g vi sit a n d c o nfir m y o u ar e still eli gi bl e t o p arti ci p at e i n
t h e st u d y, y o u t o r e c ei v e a n i nj e cti o n of t h e i n v esti g ati o n al m e di ci n al pr o d u ct or pl a c e b o. Y o u will b e o bs er v e d
f or at l e ast 6 0 mi n ut es f oll o wi n g e a c h v a c ci n ati o n.
T h e f oll o wi n g ass ess m e nt s a n d pr o c e d ur es will b e p erf or m e d:

 P h ysi c al e x a mi n ati o n ( s y m pt o m -dir e ct e d)
 Bl o o d s a m pl es will b e t a k e n f or s af et y l a b or at or y

 If y o u ar e f e m al e a n d of c hil d b e ari n g p ot e nti al, a pr e g n a n c y t est will al s o b e p erf or m e d. Y o u will n ot b e

a bl e t o t a k e p art i n t hi s st u d y if y o u ar e pr e g n a nt, br e ast -f e e di n g or pl a n t o b e c o m e pr e g n a nt d uri n g t h e
c o ur s e of t h e st u d y. If y o u ar e a p ost -m e n o p a us al w o m a n, a h or m o n e bl o o d t est m a y b e p erf or m e d t o
c o nfir m y o ur p ost -m e n o p a us al st at us.

 Y o u wil l b e assi g n e d t o a s p e cifi c tr e at m e nt gr o u p o n D a y 0 (r a n d o mi z ati o n)
 I nj e cti o n of t h e i n v esti g ati o n al m e di ci n al pr o d u ct or pl a c e b o
 Bl o o d s a m pl es will b e t a k e n t o m e as ur e h o w y o ur i m m u n e s yst e m r e a ct s t o t h e v a c ci n e
 M e as ur e m e nt of vit al si g ns (i n cl u di n g bl o o d pr ess ur e, p ul s e, b o d y t e m p er at ur e a n d r es pir at or y r at e)
 Y o u will b e pr o vi d e d a p a p er M e m or y ai d a n d a r ul er a n d will b e i nstr u ct e d o n its us e
 Y o u will b e as k e d t o r et ur n wit h t h e di ar y 2 8 d a ys p ost v a c ci n ati o n ( St u d y Visit 4)
 R e c or di n g of di s c o mf ort a n d c o n c o mit a nt m e di c ati o n

F u rt h e r visit s t o t h e st u d y c e nt e r:

St u d y Visit 1 a a n d 1 b (i n -cli ni c vi sit) — s e nti n el s af et y gr o u p O N L Y
O n D a ys 1 a n d 2 ( 1 a n d 2 d a ys p ost v a c ci n ati o n), s af et y c o h ort s u bj e cts will r et ur n t o t h e st u d y c e nt er a n d t h e
f oll o wi n g ass ess m e nt s a n d pr o c e d ur es will b e p erf or m e d:

 Vit al s (t e m p er at ur e, bl o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d.
 Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will r e c ei v e d.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e d i c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.
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St u d y Visit 2 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 7 d a ys aft er Vi sit 1 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 T h e st u d y d o ct or will p erf or m a p h ysi c al e x a m.
 Vit al s (t e m p er at ur e, b l o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d.
 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will b e r e vi e w e d.

St u d y Visit 3 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 1 7 d a ys aft er Vi sit 1 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

St u d y Visit 3 a (i n -cli ni c vi sit) – s e nti n el s af et y gr o u p O N L Y
T hi s vi sit will o c c ur a b o ut 2 1 d a ys aft er Vi sit 1 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 T h e st u d y d o ct or will p erf or m a p h ysi c al e x a m.
 Vit al s (t e m p er at ur e, bl o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d.
 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will b e r e vi e w e d.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

St u d y Visit 4 (i n -cli ni c al visit; s e c o n d v a c ci n ati o n)
T hi s vi sit will o c c ur a b o ut 2 8 d a ys aft er Vi sit 1 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 If y o u ar e f e m al e a n d of c hil d b e ari n g p ot e nti al, a pr e g n a n c y t es t will al s o b e p erf or m e d. Y o u will n ot b e

a bl e t o t a k e p art i n t hi s st u d y if y o u ar e pr e g n a nt.
 T h e st u d y d o ct or will p erf or m a p h ysi c al e x a m.
 Vit al s (t e m p er at ur e, bl o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d b ef or e a n d aft er

y o ur v a c ci n ati o n.
 Y o u will r e c ei v e y o ur s e c o n d v a c ci n ati o n . Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will b e

r e vi e w e d a n d c oll e ct e d.
 Y o u will b e pr o vi d e d wit h a n e w m e m or y ai d t o t a k e h o m e a n d r e c or d a n y c h a n g es i n h e alt h f or t h e n e xt

2 8 d a ys.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.
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St u d y Visit 5 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 7 d a ys aft er St u d y Vi sit 4 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 T h e st u d y d o ct or will p erf or m a p h ysi c al e x a m.
 Vit al s (t e m p er at ur e, bl o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d.
 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will b e r e vi e w e d.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

St u d y Visit 6 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 1 7 d a ys aft er St u d y Vi sit 4 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

St u d y Visit 7 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 2 8 d a ys aft er St u d y Vi sit 4 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 T h e st u d y d o ct or will p erf or m a p h ysi c al e x a m.
 Vit al s (t e m p er at ur e, bl o o d pr ess ur e, h e art r at e a n d r es pir at or y r at e) will als o b e c oll e ct e d.
 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 Y o ur m e m or y ai d pr o vi d e d d uri n g y o ur l ast vi sit will b e r e vi e w e d.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

W h at is t o b e d o n e d u ri n g cli ni c visits f o r t h e P A R T B ?
St u d y Visit s 8 -1 1 a n d Visits 1 3 -1 8 ( p h o n e c o nt a cts)
E a c h s af et y c o nt a ct i n P art B will o c c ur b y t el e m e di ci n e ( e. g., t el e p h o n e, t e xt, i nt er n et). T h es e p h o n e c o nt a ct s
will o c c ur at a b o ut 5 6, 8 4, 1 1 2, 1 4 0, 1 9 6, 2 2 4, 2 5 2, 2 8 0, 3 0 8 a n d 3 3 6 d a ys aft er St u d y Visit 4. T h e c all will t a k e
a b o ut 1 0 mi n ut es a n d i n cl u d e t h e f oll o wi n g:

 T h e st u d y st aff will as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e t h e l ast
vi sit.
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St u d y Visit 1 2 (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 1 6 8 d a ys aft er St u d y Visit 4 a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c ati o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

St u d y Visit 1 8/ E n d of St u d y (i n -cli ni c vi sit)
T hi s vi sit will o c c ur a b o ut 3 6 4 d a ys af t er Vi sit 4 ( d a y of s e c o n d d os e of v a c ci n e or pl a c e b o), or if y o u d e ci d e t o
di s c o nti n u e fr o m t h e st u d y e arl y a n d will i n cl u d e t h e f oll o wi n g pr o c e d ur es:

 Bl o o d s a m pl es will b e c oll e ct e d f or l a bs.
 T h e st u d y st aff will als o as k y o u a b o ut y o ur c urr e nt m e di c at i o ns a n d a n y c h a n g es i n y o ur h e alt h si n c e

t h e l ast vi sit.

If y o u ar e n ot f a mili ar wit h a n y of t h es e pr o c e d ur es, pl e as e as k y o ur st u d y d o ct or t o e x pl ai n h o w t h e y ar e
p erf or m e d.

H o w will bl o o d s a m pl es b e h a n dl e d ?
Bl o o d s a m pl es c oll e ct e d d uri n g t h e c o ur s e of t his cli ni c al tri al will b e s e nt t o t h e S p o ns or or e xt er n al l a b or at ori es
f or f urt h er t esti n g ( ki d n e y, li v er, h e m at ol o g y a n d c h e mi str y ass ess m e nts). E x c ess s er u m will b e r et ai n e d a n d
m a y b e us e d f or f ut ur e r es e ar c h t o i n v esti g at e i m m u n e r es p o ns es, a cti v a ti o n of a d diti o n al T-c ell r es p o ns es, or t o
ai d i n t h e f urt h er d e v el o p m e nt of ass a ys t o b ett er d efi n e t h e i m m u n e r es p o ns e.  Y o u will gi v e a s e p ar at e
si g n at ur e t o c o ns e nt f or y o ur s a m pl es t o b e us e d i n f or f ut ur e r es e ar c h.  T h er e will al s o b e s a m pl es t a k e n t h at
will b e t est e d dir e ctl y at t h e st u d y sit e. L a b r e p ort s fr o m t h e c oll e ct e d s a m pl es will b e pr o vi d e d t o t h e st u d y
d o ct or f or r e vi e w a n d f urt h er f oll o w -u p if n e e d e d. T h e S p o ns or as w ell as t hir d p arti es t h at ar e w or ki n g wit h t h e
S p o ns or will i n v esti g at e y o ur s a m pl es o nl y f or t h e p ur p os es s p e cifi e d i n t hi s cli ni c al tri al.

HI V a n d H e p atiti s T esti n g
Wit h t h e p arti ci p ati o n i n t his cli ni c al tri al y o u will b e as k e d t o gi v e y o ur c o ns e nt t o a bl o o d t est f or HI V t est,
H e p atiti s B t est, a n d H e p atiti s C t est d uri n g t h e S cr e e ni n g Vi sit.  T h e I n v esti g at or or a m e di c al d esi g n e e will
i nf or m y o u a b o ut t h e fi n di n g i n a c o nfi d e nti al, p er s o n al c o n v er s ati o n.  Y o ur p arti ci p ati o n i n t h e cli ni c al tri al i s
o nl y p ossi bl e i n t h e c as e of a n e g ati v e r es ult of t h e HI V t est a n d f or t h e h e p atiti s t est s.  P ositi v e HI V a n d
H e p atiti s ( B a n d C) t est r es ults m a y b e r e p ort a bl e t o l o c al h e alt h a ut h oriti es a c c or di n g t o l o c al l a ws.
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W h at a r e t h e ti m e p oi nts f o r bl o o d s a m pli n g ?
Bl o o d s a m pl es i n P art A a n d P art B will b e c oll e ct e d at f oll o wi n g t i m e p oi nt s f or

P a rt A
D a y 0 - C oll e cti o n of s a m pl e b ef or e d osi n g
D a ys 7, 1 7, 2 8, 3 5, 4 5 a n d 5 6; a n d D a y 2 1 f or s e nti n el s af et y gr o u p o nl y

A d diti o n al bl o o d s a m pl es t a k e n at t h e f oll o wi n g ti m e p oi nts f or

P a rt B :
D a y 1 9 6 a n d D a y 3 9 2

A b o ut a t ot al of 2 1 5. 5 m L ( a b o ut 1 5 t a bl es p o o ns) of bl o o d will b e c oll e ct e d d uri n g t h e e ntir e c o ur s e of t h e st u d y.

W h at is e x p e ct e d f r o m y o u ?
W h e n d e ci di n g w h et h er t o p arti ci p at e, c o nsi d er w h et h er y o u ar e a bl e a n d willi n g:

 T o f oll o w t h e st u d y r ul es
 T o c o m mit t h e ti m e r e q uir e d t o k e e p a p p oi nt m e nt s
 T o t ell t h e st u d y d o ct or tr ut hf ull y a b o ut y o ur c o m pl et e m e di c al hi st or y
 T o r e p ort a n y n e w pr o bl e ms, ill n ess es, or c h a n g es i n m e di c ati o n d uri n g t h e st u d y
 R e c or d y o ur t e m p er at ur e o n c e p er d a y usi n g t h e t h er m o m et er gi v e n t o y o u a n d r e c or d y o ur t e m p er at ur e

i n t h e M e m or y ai d ( pr ef er a bl y at s a m e ti m e i n t h e e v e ni n g) of e a c h d a y f or 7 d a ys aft er i nj e cti o n. If
s e v er al m e as ur e m e nt s ar e t a k e n o n t h e s a m e d a y, y o u s h o ul d r e c or d t h e hi g h est t e m p er at ur e i n t h e
M e m or y ai d. If y o u’r e f e v eri s h at a n y ti m e wit hi n 2 8 d a ys aft er a n y v a c ci n e i nj e cti o n, y o u will r e c or d
y o ur t e m p er at ur e.

 M e as ur e a n y i nj e cti o n sit e r e a cti o ns d ail y usi n g t h e r ul er gi v e n t o y o u a n d R e c or d i n t h e M e m or y Ai d
a n y i nj e cti o n sit e r e a cti o n ( c h a n g es i n si z e) a n d a n y m e di c al c o n diti o ns t h at m a y o c c ur f oll o wi n g a n y
v a c ci n e i nj e cti o ns, i n cl u di n g a li st of e v e nt s c o m m o nl y s e e n wit h v a c ci n es t o r e c or d d ail y f or t h e fir st 7
d a ys. Y o u will al s o h a v e t o r e c or d a n y tr e at m e nt s t h at y o u h a v e t a k e n d uri n g t h e st u d y a n d a n y m e di c al
c o n diti o ns fr o m D a y 0 t o t h e n e xt s c h e d ul e d vi sit at D a y 2 8 ( P art A) or t hr o u g h D a y 3 9 2 ( P art B).

W h at will h a p p e n at t h e e n d of t h e st u d y ?
Aft er t h e e n d of st u d y vi sit, y o ur st u d y d o ct or will d e ci d e w h at m e di c al tr e at m e nt y o u s h o ul d r e c ei v e, if a n y; y o u
will b e di s c h ar g e d fr o m t h e st u d y at t h e dis cr eti o n of t h e st u d y d o ct or

W h at a r e t h e p ot e nti al ris k s a n d dis c o mf o rts ?
T h e i n v esti g ati o n al pr o d u ct V A L -1 8 1 3 8 8 i s b ei n g t est e d f or t h e fir st ti m e i n h u m a ns. T h er ef or e, p ossi bl e si d e
eff e cts of t h e v a c ci n e ar e n ot f ull y k n o w n. I n t h e pr e -cli ni c al a ni m al st u di es wit h a si mil ar m R N A -b as e d v a c ci n e
t ar g eti n g a n ot h er vir us, t h er e w as s o m e mi cr os c o pi c d a m a g e s e e n i n t h e li v er s of a ni m al s w h o r e c ei v e d t h e
v a c ci n e.  T h es e c h a n g es w er e mi ni m al a n d w er e s e e n wit h d os es t h at ar e m u c h hi g h er t h a n t h e d os es t h at y o u
c o ul d r e c ei v e. I n t w o o n g oi n g h u m a n st u di es, wit h si mil ar m R N A -b as e d v a c ci n es, s o m e c h a n g es i n li v er bl o o d
t est s w er e o bs er v e d. T h es e c h a n g es r et ur n e d t o n or m al o n t h eir o w n a n d w er e n ot ass o ci at e d wit h a n y
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s y m pt o ms.  If y o ur li v er bl o o d t est r es ult s ar e a b n or m al at s cr e e ni n g, y o u will n ot b e all o w e d t o p arti ci p at e i n t h e
st u d y. Y o u will b e m o nit or e d f or t h e ri s ks a n d si d e eff e ct s t hr o u g h o ut y o ur p arti ci p ati o n i n t h e st u d y.  Y o u
s h o ul d c o nt a ct t h e st u d y d o ct or if y o u t hi n k y o u ar e h a vi n g si d e eff e ct s or e x p eri e n ci n g a c h a n g e i n y o ur m e di c al
c o n diti o n.

F oll o wi n g i nj e ct a bl e v a c ci n es, r e d n ess, s w elli n g, p ai n, t e n d er n ess, a n d/ or f e v er, m a y o c c ur. T h e s e r e a cti o ns
n or m all y l ast n o m or e t h a n 4 8 h o urs. Ot h er p ossi bl e r e a cti o ns, w hi c h ar e al s o us u all y t e m p or ar y, i n cl u d e f e v er,
f ati g u e, c hill s, h e a d a c h e, m us cl e p ai n, a n d j oi nt p ai n.   Bl o o d dr a wi n g m a y b e ass o ci at e d wit h t e m p or ar y
di s c o mf ort, li g ht -h e a d e d n e ss, or a br ui s e at t h e n e e dl e sit e. I nf e cti o n m a y o c c ur at t h e n e e dl e sti c k sit e w h er e
bl o o d i s dr a w n, b ut t his is v er y r ar e.

As wit h a n y v a c ci n e or dr u g, y o u m a y e x p eri e n c e a n all er gi c r e a cti o n or m a y h a v e r e a cti o ns, w hi c h h a v e n ot
b e e n s e e n b ef or e.  If y o u h a v e a v er y s eri o us all er gi c r e a cti o n, y o u m a y b e at ris k of d e at h.  S o m e s y m pt o ms of
all er gi c r e a cti o ns ar e:

 R as h
 W h e e zi n g a n d diffi c ult y br e at hi n g
 Di z zi n ess a n d f ai nti n g
 S w elli n g ar o u n d t h e m o ut h, t hr o at or e y es
 A f ast p uls e
 S w e ati n g

Pl e as e s e e k tr e at m e nt i m m e di at el y a n d t ell t h e st u d y d o ct or a n d st u d y st aff if y o u h a v e a n y of t h es e s y m pt o ms.

A r e t h e r e a n y r e p r o d u cti v e ris k s ?
W o m e n: It i s n ot k n o w n if t h e st u d y tr e at m e nt m a y aff e ct a n u n b or n c hil d or n ur si n g i nf a nt.  F or t hi s r e as o n
f e m al e s u bj ect s m ust b e n o n -pr e g n a nt ( c o nfir m e d b y a n e g ati v e pr e g n a n c y t est at s cr e e ni n g a n d b ef or e d osi n g)
a n d n o n -l a ct ati n g a n d m e et o n e of t h e f oll o wi n g crit eri a:

A) P ost -m e n o p a us al ( d efi n e d as n ot h a vi n g a m e nstr u al c y cl e f or 1 2 c o ns e c uti v e m o nt hs wit h o ut a n
alt er n ati v e m e di c al c a us e or d o c u m e nt e d pl as m a f olli cl e -sti m ul ati n g h or m o n e l e v el i n t h e p ost -
m e n o p a us al r a n g e)

B) S ur gi c all y st eril e [i. e., h yst er e ct o m y ( ut er us r e m o v e d), bil at er al ( b ot h t u b es) t u b al li g ati o n, or bil at er al
o o p h or e ct o m y ( b ot h o v ari es r e m o v e d)). N O T E: pr o c e d ur es a n d l a b or at or y r es ult s m ust b e c o nfir m e d i n
t h e m e di c al r e c or d, b y p h ysi c al e x a mi n ati o n, or b y offi ci al writt e n c o nfir m ati o n of a pr o c e d ur e

C) If of c hil d b e ari n g p ot e nti al, a gr e es t o b e h et er os e x u all y i n a cti v e fr o m at l e ast 2 1 d a ys pri or t o e n r oll m e nt
a n d t hr o u g h 3 m o nt hs aft er t h e fi n al v a c ci n ati o n or a gr e es t o c o nsist e ntl y us e a n y of t h e f oll o wi n g
m et h o ds of c o ntr a c e pti o n fr o m at l e ast 2 1 d a ys pri or t o e nr oll m e nt a n d t hr o u g h 3 m o nt hs aft er t h e fi n al
v a c ci n ati o n: c o n d o ms ( m al e or f e m al e) wit h s p er mi ci d e, di a p hr a g m wit h s p er mi ci d e, c er vi c al c a p wit h
s p er mi ci d e, i ntr a ut eri n e d e vi c e, or al or p at c h c o ntr a c e pti v es, N or pl a nt ®, D e p o -Pr o v er a ®, or ot h er F o o d
a n d Dr u g A d mi ni str ati o n a p pr o v e d c o ntr a c e pti v e m et h o d w hi c h i s d esi g n e d t o pr ot e ct a g ai nst
pr e g n a n c y.

P eri o di c a bsti n e n c e ( e. g., c al e n d ar, o v ul ati o n, s y m pt ot h er m al, p ost o v ul ati o n m et h o ds) a n d wit h dr a w al
ar e n ot a c c e pt a bl e m et h o ds of c o nt r a c e pti o n. Y o u s h o ul d di s c uss wit h t h e st u d y d o ct or y o ur c h os e n
m et h o d of birt h c o ntr ol t o d et er mi n e if it i s a c c e pt a bl e f or y o ur p arti ci p ati o n i n t hi s st u d y.
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Pregnancy: If you become pregnant during your participation in the study, your participation in the study may be
stopped.  However, data information about your pregnancy may be collected.  It is important that you tell the
study doctor immediately if you or your partner becomes pregnant during the study.  The doctor will talk with
you about what you should do.

Men: It is not known if the study treatment may affect your sperm or an unborn child.  For this reason, you must
use an acceptable method of birth control. In addition, you must continue to use contraception methods and
refrain from sperm donation for 90 days after the final vaccination dose.
Periodic abstinence, declaration of abstinence for the duration of the study, and withdrawal are not
acceptable methods of contraception.

What are the advantages and disadvantages of participation in the study?
It is possible that you may not benefit from your participation in this trial. However, by participating in this

study you will be making a contribution towards improving vaccines for adults.

Are there any alternative treatments?
Since this is not a treatment study, your alternative is to not participate.

Will you be informed if new information becomes available during the study?
Your study doctor will inform you in a timely manner of any new information learned during the study that may
affect your willingness to continue your participation.

Who can you contact with further questions?
You may ask questions about this consent form or the study at any time (before or during the course of the
study).  If you have additional questions, or experience a research-related injury, contact the study doctor using
the details provided in the table on the first page of this information sheet.

If you have a complaint or question about your rights as a research subject, you may contact the Schulman IRB
in writing or by phone using the details provided in the table on the first page of this information sheet.  This is a
group of scientific and non-scientific individuals who review research studies with the safety and welfare of
research subjects in mind to help protect the rights of research subjects.

What happens if you change your mind?
Your participation in this study is voluntary.  You do not have to take part, and you may stop your involvement
at any time without penalty or loss of benefits to which you are otherwise entitled.  If you decide to leave the
study before the last study visit, tell the study doctor and follow the instructions given. It may be helpful if you
could explain your reasons.  You may receive standard treatment and no prejudice will be shown towards you
for medical care or participation in future research.



M o d er n a T h er a p e uti cs, I n c., V A L -1 8 1 3 8 8 -P 1 0 1, v 2 . 0 _2 1J U N 2 0 1 7

I nf o r m e d C o ns e nt F o r m

M ast er _I C F _ F i n al_ 2 . 0 _[2 1 J U N 2 0 1 7 ]
P a g e 1 1 of 1 4

W P D -SI A -0 1 br 0 1
Eff e cti v e D at e: 1 8 A pril 2 0 1 6

I n a d diti o n, y o ur st u d y d o ct or or t h e s p o ns or m a y wit h dr a w y o u fr o m t h e st u d y wit h o ut y o ur c o ns e nt f or y o ur
o w n s af et y, e v e n if y o u wi s h t o c o nti n u e t o p arti ci p at e, f or e x a m pl e:

 If y ou e x p eri e n c e a s e v er e a d v er s e r e a cti o n
 If y o u d o n ot f oll o w t h e st u d y r ul es
 If it i s di s c o v er e d t h at y o u d o n ot m e et t h e st u d y r e q uir e m e nt s;
 If t h e st u d y i s c a n c ell e d; or
 F or a d mi ni str ati v e r e as o ns, i n cl u di n g c o m p etiti v e e nr oll m e nt - t h e t ar g et n u m b er of s u bj e ct s h as e nt er e d

t h e st u d y.

If y o ur p arti ci p ati o n i n t h e st u d y i s st o p p e d e arl y, y o u m a y b e as k e d t o c o m pl et e e n d of st u d y pr o c e d ur es ( s u c h
as a fi n al m e di c al e x a mi n ati o n a n d l a b or at or y t est s) f or y o ur o w n s af et y.

A r e t h e r e a n y c osts if y o u d e ci d e t o p a rti ci p at e ?
T h e st u d y dr u gs will b e m a d e a v ail a bl e t o y o u at n o c h ar g e a n d y o u will n ot b e r e q uir e d t o p a y f or a n y st u d y
pr o c e d ur es.  Y o u or y o ur i ns ur a n c e c o m p a n y m a y b e bill e d f or a n y st a n d ar d m e di c al c ar e t h at i s n ot r e q uir e d f or
t h e r es e ar c h st u d y.

Is t h e r e a p a y m e nt if y o u d e ci d e t o p a rti ci p at e ?
Y o u will r e c ei v e p a y m e nt f or p arti ci p ati o n i n t hi s st u d y.   Y o u will r e c ei v e [ a m o u nt p er vi sit ] f or e a c h vi sit.  If
y o u d o n ot c o m pl et e t h e st u d y, y o ur p a y m e nt will b e p ai d f or e a c h st u d y vi sit y o u d o c o m pl et e.
Y o u will b e p ai d aft er e a c h vi sit.

If y o u h a v e a n y q u esti o ns r e g ar di n g y o ur c o m p e ns ati o n f or p arti ci p ati o n, pl e as e c o nt a ct t h e st u d y d o ct or at t h e
t el e p h o n e n u m b er li st e d o n p a g e o n e of t hi s c o ns e nt d o c u m e nt.

Will y o u r e c ei v e c o m p e n s ati o n if y o u a r e i nj u r e d as a r es ult of t h e st u d y ?
If y o u ar e i nj ur e d b e c a us e of y o ur p arti ci p ati o n i n t his st u d y, tr e at m e nt f or t h e i nj ur y will b e m a d e a v ail a bl e
t hr o u g h Dr. St e p h e n B art a n d O pti m al R es e ar c h. T h e s p o ns or will p a y t h e c ost s of t his tr e at m e nt n ot p ai d b y
y o ur m e di c al i ns ur a n c e. N o ot h er p a y m e nt i s a v ail a bl e fr o m t h e s p o ns or or t h e st u d y d o ct or i n t h e e v e nt of
i nj ur y.  Y o u will n ot l os e a n y of y o ur l e g al ri g ht s or r el e as e t h e S p o ns or, t h e st u d y d o ct or, t h e st u d y st aff, or
st u d y sit e fr o m li a bilit y f or m i st a k es or i nt e nti o n al mi s c o n d u ct b y si g ni n g t hi s c o ns e nt d o c u m e nt, a c c e pti n g
m e di c al c ar e or a c c e pti n g p a y m e nt f or m e di c al e x p e ns es.

Will t h e p e rs o n n el i n v ol v e d i n t h e st u d y r e c ei v e a n y p a y m e nt ?
T h e i n v esti g at or r e c ei v es p a y m e nt fr o m M o d er n a T h er a p e ut i cs, I n c. M o d er n a T h er a p e uti cs, I n c. i s t h e s p o ns or
of t hi s st u d y.
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P ri m a r y C a r e P h ysi ci a n / S p e ci alist N otifi c ati o n

Pl e as e i n di c at e b el o w w h et h er y o u w a nt us t o n otif y y o ur pri m ar y c ar e p h ysi ci a n or y o ur s p e ci ali st of y o ur
p arti ci p ati o n i n t hi s st u d y.

_ _ _ _ _ _ _ _ Y es, I w a nt t h e st u d y d o ct or t o i nf or m m y pri m ar y c ar e p h ysi ci a n/s p e ci alist of m y p arti ci p ati o n i n t hi s
st u d y.

_ _ _ _ _ _ _ _ N o, I d o n ot w a nt t h e st u d y d o ct or t o i nf or m m y pri m ar y c ar e p h ysi ci a n/ s p e ci ali st of m y p arti ci p ati o n
i n t hi s st u d y.

_ _ _ _ _ _ _ _ I d o n ot h a v e a pri m ar y c ar e p h ysi ci a n/s p e ci alist.

_ _ _ _ _ _ _ _ T h e st u d y d o ct or i s m y pri m ar y c ar e p h ysi ci a n/ s p e ci ali st.

W h at will h a p p e n t o y o u r d at a ?
T hi s r es e ar c h st u d y m a y b e p erf or m e d o nl y b y c oll e cti n g a n d usi n g y o ur m e di c al i nf or m ati o n.  Y o ur st u d y
r e c or ds will b e k e pt as c o nfi d e nti al as p ossi bl e.  O nl y a n u m b er will b e us e d t o i d e ntif y y o u.  Y o u will n ot b e
p er s o n all y i d e ntifi e d i n a n y r e p orts or p u bli c ati o ns t h at m a y r es ult fr o m t hi s r es e ar c h st u d y.

B e c a us e of t h e r es e ar c h g o al s of t hi s st u d y, h o w e v er, y o ur st u d y r e c or ds c a n n ot b e k e pt c o m pl et el y c o nfi d e nti al.

T h e st u d y p er s o n n el, t h e s p o ns or a n d it s a g e nt s a n d P h ar m a c e uti c al Pr o d u ct D e v el o p m e nt, L L C ( P P D) will n e e d
t o r e vi e w t h e m e di c al i nf or m ati o n c oll e ct e d fr o m y o u f or us e i n t hi s st u d y i n or d er t o a c c ur at el y r e c or d
i nf or m ati o n f or t hi s st u d y.   I n a d diti o n, i n or d er t o r e vi e w t h e st u d y fi n di n gs, t h e U. S. F o o d a n d Dr u g
A d mi ni str ati o n ( F D A) a n d ot h er r e g ul at or y a g e n ci es m a y r e vi e w y o ur m e di c al r e c or ds.  T h e f oll o wi n g s e cti o ns
pr o vi d e a s p e cifi c d es cri pti o n of h o w y o ur i nf or m ati o n will b e us e d a n d di s cl os e d if y o u p arti ci p at e i n t hi s
r es e ar c h st u d y. B y si g ni n g t hi s c o ns e nt f or m, y o u ar e a ut h o ri zi n g s u c h a c c ess. If y o u d o n ot si g n t his f or m t o
a ut h ori z e a c c ess, y o u will n ot b e a bl e t o p arti ci p at e i n t hi s r es e ar c h st u d y.

T h e m e di c al i nf or m ati o n t h at will b e c oll e ct e d fr o m y o u if y o u p arti ci p at e i n t h e st u d y i n cl u d es:
 I nf or m ati o n o bt ai n e d fr o m pr o c e d ur es t o d et er mi n e y o ur eli gi bilit y t o p arti ci p at e i n t h e st u d y, i n cl u di n g

a r o uti n e m e di c al hist or y, p h ysi c al e x a m, a n d bl o o d a n d uri n e t est s.
 I nf or m ati o n t h at is cr e at e d or c oll e ct e d fr o m y o u d uri n g y o ur p arti ci p ati o n i n t h e st u d y, i n cl u di n g t h e

r es ults of t h e bl o o d a n d uri n e t ests a n d a n y ot h er pr o c e d ur es p erf or m e d d uri n g t h e st u d y.
 I nf or m ati o n c o nt ai n e d i n y o ur u n d erl yi n g m e di c al r e c or ds r el at e d t o y o ur m e di c al hist or y a n d tr e at m e nt.

T h e a b o v e i nf or m ati o n m a y i d e ntif y y o u b y 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, h e alt h
pl a n n u m b er, st u d y n u m b er, d at e of birt h, d at es r el ati n g t o v ari o us m e di c al pr o c e d ur es, a n d/ or ot h er i d e ntif yi n g
i nf or m ati o n.

If y o u si g n t hi s f or m a n d p arti ci p at e i n t h e st u d y, t h e st u d y p er s o n n el will b e a ut h ori z e d t o us e t h e i nf or m ati o n
d es cri b e d a b o v e t o c arr y o ut t h e p ur p os es of t h e r es e ar c h st u d y.  T h e st u d y p er s o n n el will als o b e a ut h ori z e d t o
di s cl os e t h e r el e v a nt i nf or m ati o n d es cri b e d a b o v e t o t h e f oll o wi n g p arti es i n v ol v e d i n t h e r es e ar c h st u d y:
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 M o d er n a T h er a p e uti cs, P P D or ot h er a g e nt s d esi g n at e d b y M o d er n a T h er a p e uti cs, t o c oll e ct or r e vi e w
st u d y d at a f or v erifi c ati o n of st u d y pr o c e d ur es a n d/ or a d v er s e e v e nt r e p orti n g.

 T h e I nstit uti o n al R e vi e w B o ar d (I R B) or I n d e p e n d e nt Et hi cs C o m mitt e e (I E C) t h at o v er s e es t h e r es e ar c h
st u d y at y o ur sit e.

 G o v er n m e nt r e g ul at or y a g e n ci es i n cl u di n g t h e F o o d a n d Dr u g A d mi ni str ati o n ( F D A).
 Cli ni c al tri al r e cr uit m e nt c o m p a n y, if y o u w er e r ef err e d t o t h e st u d y b y s u c h a c o m p a n y, f or a n al yti c al

p ur p os es a n d s o t h e y m a y b e c o m p e ns at e d.

O n c e y o ur i nf or m ati o n i s dis cl os e d t o t h e st u d y s p o ns or s, it s a g e nt s, t h e I R B/I E C or g o v er n m e nt a g e n ci es as
d es cri b e d a b o v e, t h er e i s a p ot e nti al t h at y o ur m e di c al i nf or m ati o n will b e r e -di s cl os e d a n d will n o l o n g er b e
pr ot e ct e d b y U S f e d er a l pri v a c y r e g ul ati o ns.  I n a d diti o n t o di s cl os ur es t o t h e e ntiti es i d e ntifi e d a b o v e, P P D m a y
f urt h er el e ctr o ni c all y di s cl os e y o ur c o d e d h e alt h i nf or m ati o n t o ot h er s i n v ol v e d i n t h e r es e ar c h st u d y, s u c h as:

 T o l a b or at ori es or offsit e t esti n g f a ciliti es f or cli ni c al t est s f or s af et y a n d i m m u n e r es p o ns es as r e q uir e d b y
st u d y pr ot o c ol s.

 T o a p pr o v e d offsit e st or a g e f a ciliti es or cl o u d s er vi c e pr o vi d ers t o m e et st u d y r e c or d r et e nti o n a n d st or a g e
r e q uir e m e nt s.

 T o st u d y M o d er n a T h er a p e uti cs, w h o dir e ct s t h e m e di c al r es e ar c h st u di es.
 T o ot h er t hir d p arti es c o ntr a ct e d b y P P D a n d/ or M o d er n a T h er a p e uti cs, t o pr o vi d e s er vi c es r el at e d t o

st u di es.

T h e st u d y d at a m a y b e tr a nsf err e d t o ot h er c o u ntri es f or pr o c essi n g, i n cl u di n g c o u ntri es n ot c o v er e d b y d at a
pr ot e cti o n l e gi sl ati o n. T h e l a ws of y o ur st at e m a y pr o vi d e f urt h er pr ot e cti o n.

W hil e t h e st u d y i s i n pr o gr ess, y o ur a c c ess t o y o ur st u d y r e c or ds will b e t e m p or aril y s us p e n d e d.  Y o u will b e
a bl e t o a c c ess y o ur i nf or m ati o n w h e n t h e r es e ar c h st u d y i s c o m pl et e d.  Y o u h a v e t h e ri g ht t o s e e a n d c o p y t h e
m e di c al i nf or m ati o n c oll e ct e d fr o m y o u i n t h e c o ur s e of t h e st u d y f or as l o n g as t h at i nf or m ati o n i s m ai nt ai n e d
b y t h e st u d y p er s o n n el a n d ot h er e ntiti es s u bj e ct t o f e d er al pri v a c y r e g ul ati o n.

St u d y d at a, i n cl u di n g y o ur c o d e d m e di c al i nf or m ati o n, m a y b e us e d a n d s h ar e d f or p h ar m a c e uti c al r es e ar c h
p ur p os es r el at e d t o t hi s st u d y. T his a ut h ori z ati o n will e x p ir e 5 0 y e ar s fr o m t h e d at e y o u si g n it u nl ess y o u r e v o k e
( c a n c el or wit h dr a w) it s o o n er.  I n si g ni n g t his f or m, y o u a ut h ori z e t h e us e a n d di s cl os ur e of y o ur i nf or m ati o n
f or p ur p os es of t h e st u d y at a n y ti m e i n t h e f ut ur e.

Y o u m a y wit h dr a w y o ur a ut h ori z ati o n at a n y ti m e b y s e n di n g a writt e n r e q u est t o t h e i n v esti g at or list e d o n p a g e
o n e of t hi s i nf or m e d c o ns e nt. If y o u wit h dr a w y o ur a ut h ori z ati o n, d at a c oll e ct e d pri or t o y o ur wit h dr a w al m a y
still b e pr o c ess e d al o n g wit h ot h er d at a c oll e ct e d as p art of t h e s t u d y.  N or m all y n o n e w i nf or m ati o n will b e
c oll e ct e d f or t h e st u d y d at a b as e u nl ess y o u s p e cifi c all y a ut h ori z e t h at.  H o w e v er, t h e l a w d o es r e q uir e t h at a n y
si d e aff e ct s y o u m a y s uff er ar e d o c u m e nt e d a n d r e p ort e d.  T o c o m pl et e t h e st u d y fi n di n gs, y o ur l o n g t er m h e alt h
st at us m a y al s o b e o bt ai n e d fr o m p u bli c s o ur c es.
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St at e m e nt of C o n s e nt

 I h a v e r e a d a n d u n d er st a n d t h e st at e m e nt s i n t his i nf or m e d c o ns e nt f or m
 I h a v e h a d t h e o p p ort u nit y t o as k q u esti o ns a n d I a m s ati sfi e d wit h t h e e x pl a n ati o ns pr o vi d e d
 I v ol u nt aril y a gr e e t o t a k e p art i n t his st u d y
 I u n d er st a n d t h at I h a v e t h e ri g ht t o r ef us e t o si g n t hi s a ut h ori z ati o n, w hi c h will r es ult i n m y i n a bilit y t o

p arti ci p at e i n t h e st u d y
 I u n d erst a n d t h at I will r e c ei v e a c o p y of t his si g n e d a n d d at e d writt e n c o ns e nt f or m

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
S u bj e ct
Pri nt e d N a m e Si g n at ur e D at e

 A d diti o n al c o ns e nt t o t h e us e of e x c ess s er u m f or f ut ur e r es e ar c h at t h e di s cr eti o n of t h e S p o ns or.

□ I c o ns e nt t o t h e us e of e x c ess s a m pl es t o b e us e d as d es cri b e d i n t hi s i nf or m e d c o ns e nt.
□ I d o n ot c o ns e nt t o t h e us e of e x c ess s a m pl es t o b e us e d as d es cri b e d i n t his i nf or m e d c o ns e nt.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
S u bj e ct
Pri nt e d N a m e Si g n at ur e D at e

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
P e rs o n C o n d u cti n g t h e I nf o r m e d
C o ns e nt Di s c ussi o n
Pri nt e d N a m e Si g n at ur e D at e




