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N O T E: It ali ciz e d t e xt wit hi n t his d o c u m e nt h as b e e n t a k e n v er b ati m fr o m t h e pr ot o c ol.

1. V E R SI O N HI S T O R Y

T a bl e 1 . S u m m a r y of C h a n g es

V e rsi o n /
D at e

Ass o ci at e d 
P r ot o c ol 

A m e n d m e nt

R ati o n al e S p e cifi c C h a n g es

1
1 5 A u g 2 0 2 3

Ori gi n al
1 9 M a y  2 0 2 3

N/ A N/ A

2. I N T R O D U C TI O N

T h e p ur p os e of t his st u d y is t o p erf or m p al at a bilit y ass ess m e nts t o ai d i n t h e d e v el o p m e nt of 
p e di atri c f or m ul ati o ns of sis u n at o vir ( P F- 0 7 9 2 3 5 6 8).

T his st atisti c al a n al ysis pl a n ( S A P ) pr o vi d es t h e d et ail e d m et h od ol o g y  f or s u m m ar y a n d 
st atisti c al a n al ys es of t h e d at a c oll e ct e d i n S t u d y C 5 2 4 1 0 1 4. T his d o c u m e nt m a y  m o dif y t h e 
pl a ns o utli n e d i n t h e pr ot o c ol; h o w e v er, a n y m aj or m o difi c ati o ns of t h e pri m ar y e n d p oi nt 
d efi niti o n or its a n al y s es will als o b e r efl e ct e d i n a pr ot o c ol a m e n d m e nt .  

2. 1. M o difi c ati o ns t o t h e A n al ysis Pl a n D es c ri b e d i n t h e P r ot o c ol

N/ A

2. 2. St u d y O bj e cti v es , E n d p oi nts, a n d Esti m a n ds

T h er e ar e n o esti m a n ds f or t his st u d y .

T y p e O bj e cti v e E n d p oi nt
P ri m a r y :
Ot h er  T o ass ess t h e p al at a bilit y 

attri b ut es of sis u n at o vir i n 
diff er e nt f or m ul ati o ns

 P al at a bilit y Ass ess m e nt 
Q u esti o n n air e S c ori n g M etri cs:  
m o ut h f e el, bitt er n ess, s w e et n ess, 
s o ur n ess, s alti n ess, 
t o n g u e/ m o ut h b ur n, o v er all 
li ki n g

S e c o n d a r y:
S af et y  T o ass ess s af et y a n d t ol er a bilit y 

f oll o wi n g or al a d mi nistr ati o n of 
e a c h sis u n at o vir f or m ul ati o ns

 Ass ess m e nt of T E A Es, cli ni c al 
l a b or at or y a b n or m aliti es a n d 
vit al si g ns 

2. 3. St u d y D esi g n

T his is a si n gl e -bli n d, r a n d o miz e d, m ulti -p eri o d st u d y i n h e alt h y m al e a n d/ or f e m al e a d ult 
p arti ci p a nts . A p pr o xi m at el y 1 2 p arti ci p a nts will ass ess t h e p al at a bilit y attri b ut es of a t ot al of 
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6 f or m ul ati o ns ( F or m ul ati o ns A t o F) o v er 2 d a ys i n a cr oss o v er m a n n er. T h er e will b e a 
m a xi m u m of 4 p eri o ds e a c h d a y, a n d o n e f or m ul ati o n will b e a d mi nist er e d at e a c h p eri o d f or 
t asti n g i n a bli n di n g f as hi o n , e x c e pt o n D a y 2 w h er e t h er e will b e o n e p eri o d wit h n o 
a d mi nistr ati o n. A mi ni m u m of 3 p arti ci p a nts fr o m e a c h g e n d er is r e q uir e d.

All p arti ci p a nts will b e dis c h ar g e d o n D a y 2 aft er c o m pl eti o n of all r e q uir e d ass ess m e nts. If 
t h e p arti ci p a nt a c ci d e nt all y i n g ests t h e t ast e s a m pl e c o nt ai ni n g t h e a cti v e i n gr e di e nt, h e/s h e 
will n ot b e p er mitt e d t o c o nti n u e e v al u ati n g a n y f urt h er t ast e s a m pl es a n d will b e wit h dr a w n 
fr o m t h e st u d y.

P arti ci p a nts w h o dis c o nti n u e fr o m t h e st u d y m a y b e r e pl a c e d at t h e s p o ns or’s dis cr eti o n. T h e 
r e pl a c e m e nt p arti ci p a nt will r e c ei v e t h e s a m e tr e at m e nt s e q u e n c es as t h e p arti ci p a nt w h o 
dis c o nti n u e d.

T h e st u d y  s a m pl e d osi n g s c h e m e is s h o w n b el o w i n Fi g ur e 1 .

Fi g u r e 1. S a m pl e D osi n g S c h e m e

S essi o n 1 ( D a y 1) S essi o n 2 ( D a y 2)

P e ri o d 1 P e ri o d 2 P e ri o d 3 P e ri o d 4 P e ri o d 5 P e ri o d 6 P e ri o d 7 P e ri o d 8

N = 3 A  B  D  C  A  E N o F

N = 3 B  C  A  D  E F  A N o

N = 3 C  D  B  A F N o E  A

N = 3 D  A  C  B N o A F  E

Tr e at m e nt A:   m g/ m L Sis u n at o vir
Tr e at m e nt B:   m g/ m L Sis u n at o vir,  

Tr e at m e nt C:
Tr e at m e nt D:  m g/ m L Sis u n at o vir a n d
Tr e at m e nt E:   m g/ m L Sis u n at o vir a n d
Tr e at m e nt F:   m g/ m L Sis u n at o vir,  

N o: N o a d mi nistr ati o n a n d i n di c at e d as ‘ X’ i n r a n d o miz ati o n
N ot e  
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3. E N D P OI N T S A N D B A S E LI N E V A RI A B L E S: D E FI NI TI O N S A N D 
C O N V E N TI O N S

3. 1. P ri m a r y E n d p oi nt(s)

3. 1. 1. P al at a bilit y Ass ess m e nt Q u esti o n n ai r e S c o ri n g M et ri cs:  m o ut h f e el, bitt e r n ess, 
s w e et n ess, s o u r n ess, s alti n ess, t o n g u e/ m o ut h b u r n, o v e r all li ki n g

P arti ci p a nts will s wirl t h e s a m pl e i n t h e m o ut h f or a p pr o xi m at el y 1 0 s e c o n ds, a n d t h e n s p it it 
o ut. P arti ci p a nts will ass ess v ari o us as p e cts of t h e t ast e, i n cl u di n g m o ut h f e el, bitt er n ess, 
s w e et n ess, s o ur n ess, s alti ess, t o n g u e/ m o ut h b ur n, a n d o v er all li ki n g usi n g t h e Or al S ol uti o n 
or S us p e nsi o n P al at a bilit y Q u esti o n n air (A p p e n di x 2 ).

P al ati a blit y  ass ess m e nts will b e c arri e d at a p pr o xi m at el y  1 mi n ut e, 5 mi n ut es, 1 0 mi n ut es, 
a n d 2 0 mi n ut es aft er d osi n g.

T h e d at a c oll e ct e d f or p al at a bilit y ass ess m e nt usi n g t h e s p o ns or -pr o vi d e d p al at a bilit y 
q u esti o n n air e will b e n u m eri c all y d eri v e d b y m e as uri n g l e n gt h ( usi n g a s c al e wit h gr a d ati o ns 
of at l e ast 0. 1 c m) of t h e ‘ x’ m ar k e d b y t h e p arti ci p a nt r el ati v e t o t h e ‘ g o o d tr ait’. F or 
p al at a bilit y ass ess m e nt, t h e d at a us e d i n t h e a n al ysis will b e tr a ns cri b e d a n d r es c al e d t o a 
s c or e f r o m 0 t o 1 0 0 fr o m t h e r a w m e as ur e m e nts o n t h e q u esti o n n air e. 

3. 2. S e c o n d a r y E n d p oi nt(s)

As list e d i n S e cti o n 2. 2 , t h e s e c o n d ar y e n d p oi nt is r el at e d t o t h e s af ety/ t ol er a bilit y of or al 
a d mi nistr ati o n of sis u n at o vir a n d is d es cri b e d i n S e cti o n 3. 5 .

3. 3. Ot h e r E n d p oi nt (s)

N/ A

3. 4. B as eli n e V a ri a bl es

N/ A

3. 5. S af et y E n d p oi nts

T h e f oll o wi n g d at a will b e c o nsi d er e d i n st a n d ar d s af et y s u m m ari es (s e e pr ot o c ol f or 
c oll e cti o n ti m es, b as eli n e ass ess m e nt, a n d list of p ar a m et ers):

 A d v ers e e v e nts ( A E)

 Cli ni c al l a b or at or y  ass ess m e nts

 Vit al si g ns

 El e ctr o c ar di o gr a ms
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3. 5. 1. A d v e rs e E v e nts

A n y  a d v ers e e v e nts o c c urri n g f oll o wi n g st art of tr e at m e nt will b e c o nsi d er e d as tr e at m e nt-
e m er g e nt a d v ers e e v e nts ( T E A E). If a n A E st a rts o n t h e s a m e d a y as t h e first d os e d at e, it 
will b e c o nsi d er e d tr e at m e nt- e m er g e nt u n ess t h e C R F d at a i n di c at es ot h er wis e vi a e x pli citl y  
r e c or di n g ti m e f or A E o ms et w hi c h h as o c c urr e d b ef or e t h e first tr e at m e nt d osi n g. E v e nts 
t h at o c c ur d uri n g f oll o w- u p wit hi n t h e l a g ti m e of u p t o 2 8-3 5 d a y s aft er t h e l ast d os e of 
st u d y i nt er v e nti o n will b e c ou nt e d as tr e at m e nt - e m er g e nt a n d attri b ut e d t o t h e l ast tr e at me nt 
t a k e n. E v e nts t h at o c c ur d uri n g t h e w as h o ut p eri o d b et w e e n tr e at m e nts will b e c o u nt e d as 
tr e at m e nt- e m er g e nt a n d attri b ut e d t o t h e pr e vi o us tr e at m e nt t a k e n. T h e ti m e p eri o d f or 
c oll e cti n g A Es ( “ a cti v e c oll e cti o n p eri o d ”) f or e a c h p arti ci p a nt b e gi ns fr o m t h e ti m e t h e 
p arti ci p a nt pr o vi d es i nf or m e d c o ns e nt. T h e al g orit h m will n ot c o nsi d er a n y e v e nts t h at 
st art e d pri or t o t h e first d os e d at e.

A 3 -ti er a p pr o a c h f or s u m m ari zi n g a d v ers e e v e nts ( A Es) will n ot b e us e d d u e t o t h e l o w 
n u m b er of p arti ci p a nts pl a n n e d t o b e r e cr uit e d.

3. 5. 2. Cli ni c al L a b o r at o r y Ass ess m e nts

Cli ni c al l a b or at or y  ass ess m e nts will b e p erf or m e d as d es cri b e d i n t h e pr ot o c ol.

T o d et er mi n e if t h er e ar e a n y cli ni c all y si g nifi c a nt l a b or at or y a b n or m aliti es, t h e 
h a e m at ol o gi c al , cli ni c al c h e mistr y (s er u m) a n d uri n al ysis s af et y t ests will b e ass ess e d a g ai nst 
t h e crit eri a s p e cifi e d i n t h e s p o ns or r e p orti n g st a n d ar ds. T h e ass ess m e nt will n ot t a k e i nt o 
a c c o u nt w h et h er e a c h p arti ci p a nts’s b as eli n e t est r es ult , t h e m e as ur e m e nt o n D a y - 1, is wit hi n 
or o utsi d e t h e l a b or at or y  r ef er e n c e r a n g e f or t h e p arti c ul ar l a b or at or y p ar a m et er.

3. 5. 3. Vit al Si g ns

Bl o o d pr ess ur e a n d p uls e r at e will b e m e as ur e d as d es cri b e d i n t h e pr ot o c ol. T h e b as eli n e
m e as ur e m e nt is t h e pr e d os e m e as ur e m e nt o n D a y 1. C h a n g es fr o m b as eli n e will b e d efi n e d 
as t h e c h a n g e b et w e e n t h e p ost d os e m e as ur e m e nt o n D a y  2 a n d t h e b as eli n e m e as ur e m e nt.

3. 5. 4. El e ct r o c a r di o g r a ms

Si n gl e 1 2 -l e a d E C Gs will b e p erf or m e d as d es cri b e d i n t h e pr ot o c ol. T h e H R, P R , Q T, Q T c F, 
a n d Q R S i nt er v als will b e c a pt u r e d.

T h e b as eli n e m e as ur e m e nt is t h e pr e d os e m e as ur e m e nt o n D a y  1. C h a n g es fr o m b as eli n e will 
b e d efi n e d as t h e c h a n g e b et w e e n t h e p ost d os e m e as ur e m e nt o n D a y  2 a n d t h e b as eli n e 
m e as ur e m e nt . C h a n g e fr o m b as eli n e i n Q T i nt er v al, h e art r at e, Q T c F i nt er v al, P R i nt er v al, 
a n d Q R S c o m pl e x will b e d et er mi n e d.

4. A N A L Y SI S S E T S ( P O P U L A TI O N S F O R A N A L Y SI S )

D at a f or all p arti ci p a nts will b e ass ess e d t o d et er mi n e if p arti ci p a nts m e et t h e crit eri a f or 
i n cl usi o n i n e a c h a n alys is p o p ul ati o n pri or t o u n bli n di n g a n d r el e asi n g t h e d at a b as e a n d 
cl assifi c ati o ns will b e d o c u m e nt e d p er st a n d ar d o p er ati n g pr o c e d ur es.
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P o p ul ati o n D es c ri pti o n A p pli c a bl e A n al ysis

E nr oll e d “ E nr oll e d ” m e a ns a p a rti ci p a nt’s 
a gr e e m e nt t o p arti ci p at e i n a cli ni c al 
st u d y f oll o wi n g c o m pl eti o n of t h e 
i nf or m e d c o ns e nt pr o c ess a n d 
r a n d o miz ati o n t o st u d y i nt er v e nti o n. 
A p arti ci p a nt will b e c o nsi d er e d 
e nr oll e d if t h e i nf or m e d c o ns e nt is n ot 
wit h dr a w n pri or t o p arti ci p ati n g i n 
a n y st u d y a cti vit y aft er s cr e e ni n g. 
P ot e nti al p arti ci p a nts w h o ar e 
s cr e e n e d f or t h e p ur p os e of 
d et er mi ni n g eli gi bilit y f or t h e st u d y, 
b ut d o n ot p arti ci p at e i n t h e st u d y, 
ar e n ot c o nsi d er e d e nr oll e d, u nl ess 
ot h er wis e s p e cifi e d b y t h e pr ot o c ol.

E v al u a bl e 
a n al ysis s et

All p arti ci p a nts w h o t a k e at l e ast 1 
d os e of st u d y i nt er v e nti o n a n d pr o vi d e 
at l e ast 1 c orr es p o n di n g ass ess m e nt 
t o t h e P al at a bilit y Q u esti o n n air e.

Pri m ar y  E n d p oi nt

S af et y 
a n al ysis s et

All p arti ci p a nts r a n d o ml y assi g n e d t o 
st u d y i nt er v e nti o n a n d w h o t a k e at 
l e ast 1 d os e of st u d y i nt er v e nti o n. 
P arti ci p a nts will b e a n al yz e d 
a c c or di n g t o t h e pr o d u ct t h e y a ct u all y 
r e c ei v e d.

S e c o n d ar y  E n d p oi nt

5. G E N E R A L M E T H O D O L O G Y A N D C O N V E N TI O N S

5. 1. H y p ot h es es a n d D e cisi o n R ul es

N o st atisti c al h y p ot h esis will b e t est e d i n t his st u d y .

5. 2. G e n e r al M et h o ds

D es cri pti v e a n al ys es will b e p erf or m e d, a n d s o m e m e as ur es will b e s u m m ari z e d usi n g 
gr a p hi c al r e pr es e nt ati o ns

T h e a n al ys es r el at e d t o t h e pri m ar y  a n d s e c o n d ar y e n d p oi nts will b e b as e d o n t h e a p pr o pri at e 
p o p ul ati o n f or a n al ys is (s e e S e cti o n 4 ).

U nl ess ot h er wis e st a te d, all s u m m ari es a n d pl ots will b e pr es e nt e d b y tr e at m e nt gr o u p. T h e 
f oll o wi n g tr e at m e nt gr o u p l a b els ( or si mil ar) will b e us e d:

- Tr e at m e nt A:   m g/ m L Sis u n at o vir 
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- Tr e at m e nt B:  m g/ m L Sis u n at o vir,  

- Tr e at m e nt C:
- Tr e at m e nt D:   m g/ m L Sis u n at o vir a n d
- Tr e at m e nt E:   m g/ m L Sis u n at o vir a n d
- Tr e at m e nt F:  m g/ m L Sis u n at o vir,  

5. 2. 1. A n al ys es f o r C o nti n u o us E n d p oi nts

F or c o nti n u o us v ari a bl es; t h e d at a will b e s u m m ari z e d usi n g n u m b er of p arti ci p a nts , 
arit h m eti c m e a n, st a n d ar d d e vi ati o n ( S D), m e di a n a n d r a n g e ( mi ni m u m a n d m a xi m u m) i n 
a c c or d a n c e wit h t h e s p o ns or r e p ort i n g st a n d ar ds.

5. 2. 2. A n al ys es f o r Bi n a r y/ C at e g o ri c al E n d p oi nts

F or bi n ar y  or cat e g ori c al v ari a bl es ; n u m b er of p arti ci p a nts, n u m b ers a n d p er c e nt a g es of 
p arti ci p a nts m e eti n g t h e c at e gr ori c al crit eri a will b e pr es e nt e d i n a c c or d a n c e wit h t h e s p o ns or 
r e p orti n g st a n dar ds.

5. 3. M et h o ds t o M a n a g e Missi n g D at a

F or t h e a n al ys is of s af et y e n d p oi nts, t h e s p o ns or d at a st a n d ar d r ul es f or i m p ut ati o n will b e 
a p pli e d.

6. A N A L Y S E S A N D S U M M A RI E S .

6. 1. P ri m a r y E n d p oi nt (s)

T h e s e ns or y attri b ut es ( m o ut h f e el, bitt er n ess, s w e et n ess, s o ur n ess, s alti n ess, t o n g u e/ m o ut h 
b ur n, o v er all li ki n g) fr o m t h e p al at a bilit y q u esti o n n air es ( A p p e n di x 2 ) will b e list e d a n d 
d es cri pti v el y s u m m ari z e d b y s essi o n, ti m e p oi n t, a n d tr e at m e nt, if a p pr o pri at e. S u m m ar y  
st atisti cs ( m e a n a n d 9 0 % CI ) will b e c al c ul at e d f or t h e v ari o us q u esti o ns. R a d ar pl ots f or 
e a c h of 4 ti m e p oi nts, s u m m ari zi n g all attri b ut es will b e g e n er at e d. B o x pl ots of e a c h attri b ut e 
will b e pl ott e d a g ai nst t h e ti m e p oi nts. A n y  a d diti o n al f e e d b a c k d at a as c oll e ct e d b y t h e 
p al at a bilit y  q u esti o n n air e will b e list e d.

6. 1. 1. S e nsiti vit y/ S u p pl e m e nt a r y A n al ysis

If t h e d at a p er mits, p al at a bilit y of sis u n at o vir m a y b e a n aly z e d usi n g a mi x e d eff e cts m o d el.
D at a fr o m m ulti pl e tim e p o nts will b e c o m bi n e d t o b e tr e at e d as t h e r es p o ns e. Tr e at m e nt, 
s e q u e n c e, ti m e p oi nt, a n d p eri o d will b e fi x e d eff e cts; a n d p arti ci p a nt wit hi n s e q u e n c e will b e 
a r a n d o m eff e ct. Esti m at es a n d c orr es p o n di n g 9 0 % CI s will b e o bt ai n e d fr o m t h e m o d el.

6. 2. S e c o n d a r y E n d p oi nt(s)

T h e s e c o n d ar y  e n d p oi nts ar e r el at e d t o s af ety/ t ol er a bilit y a n d t h eir a n alys es ar e d es cri b e d i n 
S e cti o n 6. 5 .
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6. 3. S u bs et A n al ys es

T h er e ar e n o pl a n n e d s u bs et a n al ys es.

6. 4. B as eli n e a n d Ot h e r S u m m a ri es a n d A n al ys es

6. 4. 1. D e m o g r a p hi c S u m m a ri es

D e m o gr a p hi c c h ar a ct eristi cs will b e s u m m ari z e d f or e nr oll e d p o p ul ati o n i n a c c or d a n c e wit h 
t h e s p o ns or r e p orti n g st a n d ar ds.

6. 4. 2. St u d y C o n d u ct a n d P a rti ci p a nt Dis p ositi o n

P arti ci p a nts e v al u ati o n gr o u ps will s h o w e n d of st u d y  p arti ci p a nt disp ositi o n. Fr e q u e n c y  
c o u nts will b e s u p pli e d f or p arti ci p a nt dis c o nti n u ati o n(s) b y o v er all a n d tr e at m e nt. D at a will 
b e r e p ort e d i n a c c or d a n c e wit h t h e s p o ns or r e p orti n g st a n d ar ds.

6. 4. 3. St u d y T r e at m e nt E x p os u r e

St u d y  tr e at m e nt e x p os ur e will b e list e d.

6. 4. 4. C o n c o mit a nt M e di c ati o ns a n d N o n d r u g T r e at m e nts

All c o n c o mit a nt m e di c ati o n(s) as w ell as n o n -dr u g tr e at m e nt(s) will b e r e p ort e d i n t h e 
listi n gs a c c or di n g t o c urr e nt s p o ns or r e p orti n g st a n d ar ds.

6. 5. S af et y S u m m a ri es a n d A n al ys es

All s af et y a n al ys es will b e p erf or m e d o n t h e S af et y  an al y sis s et.

S af et y  d at a will b e pr es e nt e d i n t a b ul ar a n d/ or gr a p hi c al f or m at a n d s u m m ari z e d 
d es cri pti v el y, w h er e a p pr o pri at e.

6. 5. 1. A d v e rs e E v e nts

A d v ers e e v e nts will b e r e p ort e d i n a c c or d a n c e wit h t h e s p o ns or r e p orti n g st a n d ar ds.

P arti ci p a nt dis c o nti n u ati o ns d u e t o a d v ers e e v e nts will b e d et ail e d b y  tr e at m e nt, w h er e 
a p pr o pri at e . D at a will b e r e p ort e d i n a c c or d a n c e wit h t h e s p o ns or r e p orti n g st a n d ar ds.

6. 5. 2. Cli n c al L a b o r at o r y Ass ess m e nts

L a b or at or y  d at a will b e s u m m ari z e d b y n o mi n al ti m e p oi nt i n a c cor d a n c e wit h t h e s p o ns or 
r e p orti n g st a n d ar ds. C h a n g es fr o m b as eli n e will b e r e p ort e d. B as eli n e is as d efi n e d i n S e cti o n 
3. 5. 2 .

6. 5. 3. Vit al Si g ns

Vit al si g ns d at a will b e s u m m ari z e d b y n o mi n al ti m e p oi nt i n a c c ord a n c e wit h t h e s p o ns or 
r e p orti n g st a n d ar ds. C h a n g es fr o m b as eli n e will b e r e p ort e d. B as eli n e is as d efi n e d as i n 
S e cti o n 3. 5. 3 .

0
9
0
1
7
7
e
1
9
e
5
0
5
b
4
4\

A
p
pr

ov
e
d\

A
p
pr

ov
e
d 

O
n:
 
2
8-

S
e
p-

2
0
2
3 

1
0:

0
1 

(
G

M
T)



Pr ot o c ol C 5 2 4 1 0 1 4 (P F -0 7 9 2 3 5 6 8 / Sis u n at o vir ) St atisti c al A n al ysis Pl a n

D M B 0 2 -G S O P -R F 0 2 7. 0 St atisti c al A n al ysis Pl a n T e m pl at e 3 1 -J a n-2 0 2 2
P FI Z E R C O N FI D E N TI A L

T M F D o c I D: 9 8. 0 3
P a g e 1 1 of 1 5

6. 5. 4. El e ct r o c a r di o g r a m s

E C G d at a will b e s u m m ari z e d b y  n o mi n al ti m e p oi nt i n a c c or d a n c e wit h t h e s p o nsor r e p orti n g 
st a n d ar ds. B as eli n e is as d efi n e d i n S e cti o n 3. 5. 4 . C h a n g es fr o m b as eli n e f or t h e E C G 
p ar a m et ers H R, Q T c F , P R i nt er v al, a n d Q R S c o m pl e x will s u m m ari z e d usi n g s p o ns or 
r e p orti n g st a n d ar ds. T h es e c orr es p o n d t o t h e Pfi z er G ui d a n c e 1 i n S e cti o n 8 .

T h e fr e q u e n c y  of u n c orr e ct e d Q T v al u es a b o v e 5 0 0 ms will b e t a b ul at e d.

T h e n u m b er ( %) of p arti ci p a nts wit h m a xi m u m p ost d os e Q T c F v al u es a n d m a xi m u m
i n cr e as es fr o m b as elin e i n t h e f oll o wi n g c at e g ori es i n T a bl e 2 will b e t a b ul at e d .

T a bl e 2. C at e g o ri c al Cl ass es f o r E C Gs of P ot e nti al Cli ni c al C o n c e r n

D e g r e e of P r ol o n g ati o n Mil d ( ms) M o d e r at e ( ms) S e v e r e ( ms)

A bs ol ut e v al u e of Q T c F > 4 5 0 - 4 8 0 > 4 8 0 - 5 0 0 > 5 0 0

I ncr e as e fr o m b as eli n e i n Q T c F > 3 0 a n d ≤ 6 0 > 6 0

A bs ol ut e v al u es a n d c h a n g es fr o m b as eli n e i n Q T, h e art r at e, Q T c F, P R a n d Q R S will b e 
list e d usi n g s p o ns or r e p orti n g st a n d ar ds.

Listi n gs of p arti ci p a nts wit h a n y si n gl e p ost -d os e Q T c F v al u e > 5 0 0 ms e c will als o b e 
pr o d u c e d.

7. I N T E RI M A N A L Y S E S

N o i nt eri m a n al ysis will b e c o n d u ct e d f or t his st u d y.

8. R E F E R E N C E S

1. Pfi z er G ui d a n c e f or E v al u ati o n of Q T / Q T c I nt er v al Pr ol o n g ati o n a n d Pr o arr h yt h mi c
P ot e nti al f or N o n -a nti arr h y t h mi c Dr u gs; M e m b ers of t h e C ar di o v as c ular S af et y &
A d vis or y  C o u n cil ( C V S A C); J a n u ar y 2 6, 2 0 1 8
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A P P E N DI C E S

A p p e n di x 1. List o f A b b r e vi ati o ns

A b b r e vi ati o n T e r m
A E a d v ers e e v e nt
CI c o nfi d e n c e i nt er v al
E C G el e ctr o c ar di o gr a m
H R h e art r at e
m g milli gr a m
m L millilitr e
N/ A n ot a p pli c a bl e
Q T c c orr e ct e d Q T
Q T c F c orr e ct e d Q T ( Fri d eri ci a m et h o d)
S A P st atisti c al a n al ysis pl a n
S D st a n d ar d d e vi ati o n
S O P st a n d ar d o p er ati n g pr o c e d ur e
T E A E tr e at m e nt-e m er g e nt a d v ers e e v e nt

A p p e n di x 2. O r al S ol uti o n o r S us p e nsi o n P al at a bilit y Q u esti o n n ai r e

1. Q u esti o n n air e s h o ul d b e a d mi nist er e d t o a d ult p arti ci p a nts , pr ef er a bly b y a n urs e.

2. Us e c ol o r e d c o p y of t h e P al at a bilit y  Q u esti o n n air e.

3. D o n ot alt e r ( r e d u c e o r e nl a r g e) t h e o ri gi n al si z e of t h e P al at a bilit y Q u esti o n n ai r e .

4. Pl e as e c oll e ct t h e f oll o wi n g b a c k gr o u n d i nf or m ati o n:

B a c k g r o u n d I nf o r m ati o n

St u d y  #/ St u d y Sit e

P eri o d a n d D a y

P arti ci p a nt I D ( R a n d I D)

Tr e at m e nt

0
9
0
1
7
7
e
1
9
e
5
0
5
b
4
4\

A
p
pr

ov
e
d\

A
p
pr

ov
e
d 

O
n:
 
2
8-

S
e
p-

2
0
2
3 

1
0:

0
1 

(
G

M
T)



Pr ot o c ol C 5 2 4 1 0 1 4 (P F -0 7 9 2 3 5 6 8 / Sis u n at o vir ) St atisti c al A n al ysis Pl a n

D M B 0 2 -G S O P -R F 0 2 7. 0 St atisti c al A n al ysis Pl a n T e m pl at e 3 1 -J a n-2 0 2 2
P FI Z E R C O N FI D E N TI A L

T M F D o c I D: 9 8. 0 3
P a g e 1 3 of 1 5

C oll e ct D at e

C oll e ct e d B y

E nt er e d i n PI M S B y

C h e c k e d i n PI M S B y

Q u esti o n n air e F ull y  C o m pl et e d ( cir cl e o n e) Y es/ N o

Pl e as e a ns w e r t h e f oll o wi n g q u esti o ns a n d p r o vi d e a m a r k ( X) o n t h e c ol o r b a r at 
a p p r o xi m at el y 1 (i m m e di at el y), 5, 1 0 a n d 2 0 mi n ut es aft e r d osin g . Pl e as e e ns u r e 
p a rti ci p a nt h as a c c ess t o t h es e d es c ri pti o ns w h e n c o m pl eti n g t h e q u esti o n n ai r e. 

Q 1: M o ut h f e el – Pl e as e t ell us a b o ut t h e m o ut h f e el (s u c h as gritti n ess, sti c ki n ess, w a xi n ess) 
of t h e pr o d u ct y o u t ast e d. G o o d r e pr es e nts n or m al m o ut h f e el. B a d r e pr es e nts b a d m o ut h 
f e el. 

Q 2: Bitt er n ess – Pl e as e t ell us a b o ut t h e d e gr e e of bitt er n ess of t h e pr o d u ct y o u t ast e d. G o o d 
r e pr es e nts n ot bitt er at all. B a d r e pr es e nts e xtr e m el y bitt er. 

Q 3: S w e et n ess – Pl e as e t ell us a b o ut t h e d e gr e e of s w e et t ast e of t h e pr o d u ct y o u t ast e d. 
G o o d r e pr es e nts s w e et. B a d r e pr es e nts n ot s w e et at all. 

Q 4: S o ur n ess – Pl e as e t ell us a b o ut t h e d e gr e e of s o ur t ast e of t h e pr o d u ct y o u t ast e d. G o o d 
r e pr es e nts n ot s o ur at all. B a d r e pr es e nts e xtr e m el y s o ur. 

Q 5: S alti n ess – Pl e as e t ell us a b o ut t h e d e gr e e of s alt y  t ast e of t h e pr o d u ct y o u t ast e d. G o o d 
r e pr es e nts n ot s alt y at all. B a d r e pr es e nts e xtr e m el y s alt y. 

Q 6: T o n g u e/ m o ut h b ur n – Pl e as e t ell us a b o ut t h e d e gr e e of t o n g u e/ m o ut h b ur n of t h e 
pr o d u ct y o u t ast e d. G o o d r e pr es e nts n o b ur n at all. B a d r e pr es e nts e xtr e m e b ur n. 

Q 7: O v er all li ki n g – Pl e as e i n di c at e h o w m u c h y o u li k e or disli k e t h e pr o d u ct yo u t ast e d. 
G o o d r e pr es e nts li k e. B a d r e pr es e nts disli k e. 

D et ails t o ass ess q u esti o n n ai r e d es c ri b e d b el o w: 

Aft er t h e p arti ci p a nts pl a c es t h e m ar k ( X) o n t h e c ol or b ar, t h e m ai n Cli ni c al C o or di n at or of 
t h e st u d y a n d his b a c k u p or d esi g n e e will pr o c c e d f oll o ws:
① M e as uri n g t h e t ot al l e n gt h of t h e b ar o n t h e pri nt e d q u esti o n n air e:
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- Pl a c e t h e 3 0 c m st u d y de di c at e d tr a ns p ar e nt r ul er v erti c all y at t h e t o p of t h e c ol or b ar 

( 0 l e v el o v er t h e gr e e n t o p b ar) a n d m e as ur e t h e l e n gt h till t h e e n d of t h e r e d b ott o m 

b ar

  ② M e as uri n g t h e pl a c e m e nt of t h e “ X ” of t h e c ol or b ar of t h e pri nt e d q u esti o n n air e:

- Pl a c e t h e st u d y de di c at e d tr a ns p ar e nt r ul er at t h e t o p of t h e c ol or b ar a n d m e as ur e t h e 

l e n gt h till t h e i nt ers e cti o n p oi nt l e v el of t h e “ X ” m ar k e d o n t h e c ol or b ar

③ E nt eri n g d at a i n PI M S

- E nt er t h e t h e l e n gt h of t h e w h ol e b ar (i n m m) a n d m e as ur e d dist a n c e t o t h e p oi nt l e v el 

of “ X ” (i n m m) i n PI M S a c c or di n g t o e a c h t ast e ass ess m e nt u n d er g o n e b y  ea c h 

p arti ci p a nt.

- D at a will b e E nt er e d b y / C h e c k e d b y  tw o diff er e nt Cli ni c al C o or di n at ors ( M ai n & B a c k 

u p) or d esi g n e e.
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E x a m pl e: H o w t o p r o vi d e a m a r k ( X ) o n t h e c ol o r b a r.



G o o d (s c o r e = 0)

B a d (s c o r e = 1 0 0)

0
9
0
1
7
7
e
1
9
e
5
0
5
b
4
4\

A
p
pr

ov
e
d\

A
p
pr

ov
e
d 

O
n:
 
2
8-

S
e
p-

2
0
2
3 

1
0:

0
1 

(
G

M
T)


	TABLE OF CONTENTS
	LIST OF TABLES
	Table 1. Summary of Changes

	LIST OF FIGURES
	Figure 1. Sample Dosing Scheme

	1. VERSION HISTORY
	2. INTRODUCTION
	2.1. Modifications to the Analysis Plan Described in the Protocol
	2.2. Study Objectives, Endpoints, and Estimands
	2.3. Study Design

	3. ENDPOINTS AND BASELINE VARIABLES:  DEFINITIONS AND CONVENTIONS
	3.1. Primary Endpoint(s)
	3.1.1. Palatability Assessment Questionnaire Scoring Metrics:  mouth feel, bitterness, sweetness, sourness, saltiness, tongue/mouth burn, overall liking

	3.2. Secondary Endpoint(s)
	3.3. Other Endpoint(s)
	3.4. Baseline Variables
	3.5. Safety Endpoints
	3.5.1. Adverse Events
	3.5.2. Clinical Laboratory Assessments
	3.5.3. Vital Signs
	3.5.4. Electrocardiograms


	4. ANALYSIS SETS (POPULATIONS FOR ANALYSIS)
	5. GENERAL METHODOLOGY AND CONVENTIONS
	5.1. Hypotheses and Decision Rules
	5.2. General Methods
	5.2.1. Analyses for Continuous Endpoints
	5.2.2. Analyses for Binary/Categorical Endpoints

	5.3. Methods to Manage Missing Data

	6. ANALYSES AND SUMMARIES.
	6.1. Primary Endpoint(s)
	6.1.1. Sensitivity/Supplementary Analysis

	6.2. Secondary Endpoint(s)
	6.3. Subset Analyses
	6.4. Baseline and Other Summaries and Analyses
	6.4.1. Demographic Summaries
	6.4.2. Study Conduct and Participant Disposition
	6.4.3. Study Treatment Exposure
	6.4.4. Concomitant Medications and Nondrug Treatments

	6.5. Safety Summaries and Analyses
	6.5.1. Adverse Events
	6.5.2. Clincal Laboratory Assessments
	6.5.3. Vital Signs
	6.5.4. Electrocardiograms


	7. INTERIM ANALYSES
	8. REFERENCES
	APPENDICES
	Appendix 1. List of Abbreviations
	Appendix 2. Oral Solution or Suspension Palatability Questionnaire



