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1. VERSION HISTORY

Table 1. Summary of Changes

Version/
Date

Associated Protocol 
Amendment

Rationale Specific Changes

1/
23 May 2023

1
22 December 2022

N/A N/A

2. INTRODUCTION

This SAP provides the detailed methodology for summary and statistical analyses of the data 
collected in Study B7471010. This document may modify the plans outlined in the protocol; 
however, any major modifications of the primary endpoint definition or its analysis will also 
be reflected in a protocol amendment.  

2.1. Modifications to the Analysis Plan Described in the Protocol

There are no changes in the analysis plan from the description in the protocol. 

2.2. Study Objectives, Endpoints, and Estimands

The endpoints and estimands corresponding to each primary, secondary, and exploratory
objective are described in Table 2.

Table 2. List of Objectives, Endpoints, and Estimands

Objectives Endpoints Estimands

Primary:

Safety

To describe the safety profile of 
20vPnC when administered to 
adults ≥18 years of age in India

 Prompted local reactions 
(redness, swelling, and 
pain at the injection site)

 Prompted systemic events 
(fever, headache, fatigue, 
muscle pain, and joint 
pain)

 AEs
 SAEs

In participants receiving the single 
dose of study intervention and 
having safety follow-up after 
vaccination, the percentage of 
participants reporting (by age 
cohort):
 Prompted local reactions within 

7 days after vaccination 
 Prompted systemic events 

within 7 days after vaccination 
 AEs within 1 month after 

vaccination 
 SAEs within 1 month after 

vaccination
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T a bl e 2. List of O bj e cti v es, E n d p oi nts, a n d Esti m a n ds

O bj e cti v es E n d p oi nts Esti m a n ds

S e c o n d a r y: 

I m m u n o g e ni cit y

T o d es cri b e t h e i m m u n e 
r es p o ns e t o 2 0 v P n C

P n e u m o c o c c al s er ot y p e -s p e cifi c 
O P A tit ers

I n p arti ci p a nts i n c o m pli a n c e wit h 
t h e k e y pr ot o c ol crit eri a ( e v al u a bl e 
p arti ci p a nts) r e c ei vi n g 2 0 v P n C ( b y 
a g e c o h ort): 
 G M F R i n O P A tit ers fr o m 

b ef or e v a c ci n ati o n t o 1 mo nt h 
aft er v a c ci n ati o n

E x pl o r at o r y:

I m m u n o g e ni cit y

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

T his P h as e 3, si n gl e -ar m, m ulti c e nt er st u d y  will b e c o n d u ct e d at i n v esti g at or sit es i n In di a. 
T h e p ur p os e of t his st u d y is t o ass ess t h e s af et y a n d i m m u n o g e ni cit y of 2 0 v P n C i n 
a d ults ≥ 1 8 y e ars of a g e. 

A p pr o xi m at el y  4 0 0 eli gi bl e a d ults ≥ 1 8 y e ars of a g e will b e v a c ci n at e d wit h 2 0 v P n C.

C CI
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Participants will be assigned to 2 cohorts by age (approximately 200 participants per cohort): 
18 to 49 years of age and ≥50 years of age. The first 50 participants in each age cohort will 
be enrolled in the immunogenicity subset (with a study total of 100 participants). Participants 
in the immunogenicity subset will have blood drawn for immunogenicity assessments prior 
to vaccination and at approximately 1 month after vaccination (blood will be drawn in the 
first approximately 50 participants in each age cohort [18 to 49 years of age and ≥50 years of 
age] for a study total of approximately 100 participants [approximately 25% of all 
participants]). The 20vPnC will be prepared and administered by an appropriately qualified 
investigator site staff member. Participants will be observed for 30 minutes after vaccination, 
and any reactions occurring during that time will be recorded as AEs.

Each participant will participate in the study for approximately 1 month. Based on an 
estimated enrollment timing, the study duration will be approximately 4 months.

3. ENDPOINTS AND BASELINE VARIABLES: DEFINITIONS AND 
CONVENTIONS

3.1. Primary Endpoints

 Prompted local reactions (redness, swelling, and pain at the injection site).

 Prompted systemic events (fever, headache, fatigue, muscle pain, and joint pain).

 AEs.

 SAEs.

3.1.1. Local Reactions

The local reactions assessed and reported in the e-diary are redness, swelling, and pain at the 
injection site, from Day 1 through Day 7, where Day 1 is the day of vaccination. This section
describes derivations with details for the assessment of local reactions: severity level, 
duration, and onset day.

Severity and Maximum Severity

Redness and swelling will be measured and recorded in measuring device (caliper) units 
(range: 1 to 21), and then categorized during analysis as mild, moderate, or severe based on 
the grading scale in Table 3. Measuring device units can be converted to centimeters 
according to the following scale: 1 measuring device unit = 0.5 cm. Pain at the vaccine 
injection site will be assessed by the participant as mild, moderate, or severe according to the 
grading scale in Table 3.
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T a bl e 3. G r a di n g S c al es f o r L o c al R e a cti o ns in St u d y P a rti ci p a nts

L o c al R e a cti o n G R A D E 1
M il d

G R A D E 2 
M o d e r at e

G R A D E 3 a

S e v e r e
G R A D E 4 b

R e d n ess  5 t o 1 0 m e as uri n g 
d e vi c e u nits
=
 2. 0 t o 5. 0 c m

1 1 t o 2 0 
m e as uri n g
d e vi c e u nits
=
 5. 0 t o 1 0. 0 c m

 2 0 m e as uri n g 
d e vi c e u nits
=
 1 0. 0 c m

N e cr osis or 
e xf oli ati v e 
d er m atitis

S w elli n g 5 t o 1 0 m e as uri n g 
d e vi c e u nits
=
 2. 0 t o 5. 0 c m

1 1 t o 2 0 
m e as uri n g 
d e vi c e u nits
=
 5. 0 t o 1 0. 0 c m

 2 0 m e as uri n g 
d e vi c e u nits
=
 1 0. 0 c m

N e cr osis

P ai n at i nj e cti o n 
sit e 

D o es n ot i nt erf er e 
wit h a cti vit y

I nt erf er es wit h 
a cti vit y

Pr e v e nts d ail y 
a cti vit y c

E m er g e n c y r o o m visit or 
h os pit ali z ati o n f or s e v er e 
p ai n at i nj e cti o n sit e

N ot e: If t h e si z e of t h e r e d n ess a n d/ or s welli n g f alls b et w e e n 2 m e as uri n g d e vi c e u nits, t h e hi g h er m e as uri n g 
d e vi c e u nit n u m b er will b e r e c or d e d i n t h e e -di ar y.

a. P arti ci p a nts e x p eri e n ci n g Gr a d e 3 l o c al r e a cti o ns ar e r e q uir e d t o c o nt a ct t h e i n v esti g at or sit e. I n t h e e v e nt 
t h at t h e p arti ci p a nt d o es n ot c all, t h e i n v esti g at or will c all t h e p arti ci p a nt. 

b. Gr a d e 4 ass ess m e nt s h o ul d b e m a d e b y t h e i n v esti g at or; Gr a d e 4 l o c al r e a cti o ns will n ot b e c oll e ct e d i n 
t h e e-di ar y b ut will b e c oll e ct e d as A Es o n t h e C R F, a n d i nt e nsit y s h o ul d b e gr a d e d usi n g t h e A E 
i nt e nsit y gr a di n g s c al e i n S e cti o n 1 0. 2. 3 of t h e pr ot o c ol. 

c . Pr e v e nts d ail y a cti vit y, e g, r es ults i n miss e d d a ys of w or k or is ot h er wis e i n c a p a cit ati n g.

F or e a c h l o c al r e a cti o n, t h e m a xi m u m s e v erit y  gr a d e will b e d eri v e d f or t h e e- di ar y c oll e cti o n 
p eri o d ( D a y 1 t hr o u g h D a y  7, w h er e D a y 1 is t h e d a y of v a c ci n ati o n ) as f oll o ws:

M a xi m u m s e v erit y  gr a d e = hi g h est gr a d e ( m a xi m u m s e v erit y) wit hi n 7 d a y s aft er 
v a c ci n ati o n ( D a y 1 t hr o u g h D a y 7) a m o n g s e v erit y  gr a d es r e p ort e d f or t h at l o c al 
r e a cti o n i n t h e e-di ar y .

 
 
 

 
 

C CI
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3. 1. 2. S yst e mi c E v e nts ( S yst e mi c E v e nt S y m pt o ms a n d F e v e r)

T h e s y st e mi c e v e nts ass ess e d a n d r e c or d e d i n t h e e -di ar y  ar e f e v er, f ati g u e (tir e d n ess), 
h e a d a c h e, m us cl e p ai n, a n d j oi nt p ai n fr o m D a y 1 t hr o u g h D a y 7, w h er e D a y 1 is t h e d a y of 
v a c ci n ati o n . T h e d eri vati o ns f or s y st e mi c e v e nts will b e h a n dl e d si mil ar l y t o t h e w a y l o c al 
r e a cti o ns ar e h a n dl e d: s e v erit y l e v el, d ur ati o n, a n d o ns et d a y.  

T h e s y st e mi c e v e nts of f ati g u e, h e a d a c h e, m us cl e p ai n , a n d j oi nt p ai n will b e ass ess e d b y t h e 
p arti ci p a nt as mil d, m o d er at e, or s e v er e a c c or di n g t o t h e gr a di n g s c al e i n T a bl e 4 . Gr a d e 4 
s yst e mi c e v e nts will n ot b e c oll e ct e d i n t h e e -di ar y  b ut will b e c oll e ct e d as a n A E o n t h e 
C R F. T h e e v e nt will b e gr a d e d usi n g t h e A E s e v erit y gr a di n g s c al e. 

T a bl e 4. G r a di n g S c al es f o r S yst e mi c E v e nts

S yst e mi c E v e nt G R A D E 1
M il d

G R A D E 2 
M o d e r at e

G R A D E 3
S e v e r e a

G R A D E 4 b

F ati g u e
(tir e d n ess)

D o es n ot i nt erf er e 
wit h a cti vit y

S o m e i nt erf er e n c e 
wit h a cti vit y

Pr e v e nts d ail y 
r o uti n e a cti vit y

E m er g e n c y r o o m visit 
or h os pit ali z ati o n f or 
s e v er e f ati g u e

H e a d a c h e D o es n ot i nt erf er e 
wit h a cti vit y

S o m e i nt erf er e n c e 
wit h a cti vit y

Pr e v e nts d ail y
r o uti n e a cti vit y

E m er g e n c y r o o m visit 
or h os pit ali z ati o n f or 
s e v er e h e a d a c h e

M us cl e p ai n D o es n ot i nt erf er e 
wit h a cti vit y

S o m e i nt erf er e n c e 
wit h a cti vit y

Pr e v e nts d ail y 
r o uti n e a cti vit y

E m er g e n c y r o o m visit 
or h os pit ali z ati o n f or 
s e v er e m us cl e p ai n

J oi nt p ai n D o es n ot i nt erf er e 
wit h a cti vit y

S o m e i nt erf er e n c e
wit h a cti vit y

Pr e v e nts d ail y 
r o uti n e a cti vit y

E m er g e n c y r o o m visit 
or h os pit ali z ati o n f or 
s e v er e j oi nt p ai n

a. Pr e v e nts d ail y r o uti n e a cti vit y, e g, r es ults i n miss e d d a ys of w or k or is ot h er wis e i n c a p a cit ati n g; i n cl u d es 
us e of n ar c oti cs f or a n al g esi a.

b. Gr a d e 4 ass ess m e nt s h o ul d b e m a d e b y t h e i n v esti g at or. Gr a d e 4 s yst e mi c e v e nts will n ot b e c oll e ct e d i n 
t h e e-di ar y b ut will b e c oll e ct e d i n t h e C R F. T h e s e v erit y of t h e s yst e mi c e v e nt s h o ul d b e gr a d e d usi n g 
t h e A E s e v erit y gr a di n g s c al e as p er t h e pr ot o c ol S e cti o n 1 0. 2.

C CI
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F e v er

T e m p er at ur es r e c or d e d i n d e gr e es F a hr e n h eit will b e pr o gr a m m ati c all y  c o n v ert e d t o d e gr e es 
C elsi us first f or r e p orti n g. F e v er will b e gr o u p e d i nt o r a n g es f or t h e a n alys is a c c or di n g t o 
T a bl e 5.

T a bl e 5. R a n g es f o r F e v e r

≥ 3 8. 0 ° C t o 3 8. 4 ° C

 3 8. 4 ° C t o 3 8. 9 ° C

 3 8. 9 ° C t o 4 0. 0 ° C a

 4 0. 0 ° C

N ot e: F e v er is d efi n e d as a t e m p er at ur e of ≥ 3 8. 0 ° C.

a. P arti ci p a nts r e p orti n g a f e v er  3 9. 0 ° C w ill b e pro m pt e d t o c o nt a ct t h e st u d y sit e.

3. 1. 3. A d v e rs e E v e nts

A Es will b e c at e g ori z e d a c c or di n g t o M e d D R A t er ms. A Es will b e ass ess e d fr o m t h e ti m e of 
i nf or m e d c o ns e nt t hr o u g h 1 m o nt h aft er v a c ci n ati o n.  

A E r e p orti n g will b e b as e d o n t h e s p e cifi c r e p orti n g p eri o d. Missi n g A E st art d at es will b e 
i m p ut e d f oll o wi n g t h e Pfi z er d at a st a n d ar d r ul es as d es cri b e d i n S e cti o n 5. 3 .

3. 1. 4. S e ri o us A d v e rs e E v e nts 

S A Es will b e c at e g ori z e d a c c or di n g t o M e d D R A t er ms. S A Es will b e c oll e ct e d fr o m t h e ti m e 
of i nf or m e d c o ns e nt t hr o u g h t h e e n d of t h e st u d y ( 1 m o nt h aft er v a c ci n ati o n).

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

 P n e u m o c o c c al s er ot y p e -s p e cifi c O P A tit ers b ef or e a n d 1 m o nt h aft er v a c ci n ati o n .

O P A tit ers f or e a c h p n e u m o c o c c al s er ot y p e will b e d et er mi n e d f or e a c h p arti ci p a nt i n t h e
i m m u n o g e ni city s u bs et ( a p pr o xi m at el y 5 0 p a rti ci p a nts i n e a c h a g e c o h ort ) usi n g t h e L u mi n e x 
a s s a y  a n d Pfi z er’s O P A ass a y, b ot h b ef or e v a c ci n ati o n a n d 1 m o nt h aft er v a c ci n ati o n. F ol d 
c h a n g es i n O P A tit ers will b e c al c ul at e d f or e a c h p arti ci p a nt b y  t a ki n g t h e r ati o of O P A tit ers 
1 m o nt h aft er v a c ci n ati o n t o b ef or e v a c ci n ati o n .
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3. 4. B as eli n e V a ri a bl es

M e as ur e m e nts or s a m pl es c oll e ct e d b ef or e v a c ci n ati o n ar e c o nsi d er e d t h e b as eli n e d at a f or 
t h e ass ess m e nts.

3. 4. 1. D e m o g r a p hi cs a n d M e di c al Hist o r y

T h e d e m o gr a p hi c v ari a bl es ar e a g e at v a c ci n ati o n (i n ye ars ), s e x ( m al e or f e m al e), r a c e 
( Bl a c k/ Afri c a n A m eri c a n, A m eri c a n I n di a n or Al as k a n n ati v e, Asi a n, N ati v e H a w aii a n or 
ot h er P a cifi c Isl a n d er, W hit e , n ot r e p ort e d, a n d u n k n o w n), et h ni cit y ( His p a ni c/ Lati n o or of 
S p a nis h ori gi n a n d n o n- His p a ni c/ n o n -L ati n o), h ei g ht, w ei g ht , a n d ra ci al d esi g n ati o n 
(I n di a n S u b c o nti n e nt Asi a n, S o ut h e ast Asi a n, F ar E ast Asi a n, J a p a n es e, K or e a n, C hi n es e, 
T ai w a n es e , a n d o t h ers).

A g e at v a c ci n ati o n will b e d eri v e d i n y e ars b as e d o n t h e p arti ci p a nt’s birt h d a y . F or e x a m pl e, 
if t h e v a c ci n ati o n d at e is 1 d a y b ef or e t h e p arti ci p a nt’s 1 8t h birt h d a y , t h e p arti ci p a nt will b e 
c o nsi d er e d 1 7 y e ars ol d. F or p arti ci p a nt s w h o c o m pl et e d Visit 1 b ut di d n ot r e c ei v e t h e 
v a c ci n e , t h e e nr oll m e nt d at e will b e us e d i n pl a c e of t h e d at e of v a c ci n ati o n f or t h e a g e 
c al c ul ati o n. If t h e Visit 1 d at e is als o missi n g, t h e n t h e i nf or m e d c o ns e nt d at e will b e us e d f or 
a g e c al c ul ati o n.

I n c as es w h er e m or e t h a n 1 c at e g or y is s el e ct e d f or r a c e, t h e p arti ci p a nt w ill b e c o u nt e d 
u n d er t h e c at e g or y  “m ultir a ci al ” f or a n al y sis.

M e di c al hist or y  will b e c at e g ori z e d a c c or di n g t o M e d D R A.

3. 4. 2. E- Di a r y T r a ns missi o n

A n e -di ar y  will b e c o nsi d er e d tr a ns mitt e d if a n y d at a f or t h e l o c al r e a cti o ns a n d s yst e mi c 
e v e nts ar e pr es e nt f or a n y d a y .

3. 4. 3. C o n c o mit a nt V a c ci n es a n d M e di c ati o ns  

S p e cifi c c o n c o mit a nt v a c ci n es will b e c oll e ct e d as i n di c at e d i n t h e pr ot o c ol a n d r e c or d e d i n 
t h e C R F. C o n c o mit a nt m e di c ati o ns will b e r e c or d e d o nl y  if t h e y ar e us e d t o tr e at S A Es. 
C o n c o mit a nt v a c ci n es a n d m e di c ati o ns will b e c o d e d usi n g t h e W H O D D E.

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

L o c al r e a cti o ns, s ys t e mi c e v e nts, A Es, a n d S A Es h a v e b e e n d es cri b e d a b o v e i n t h e pri m ar y  
e n d p oi nts. 
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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 )

A n al y sis p o p ul ati o ns ar e d efi n e d f or t h e st atisti c al a n al ys i s of s af et y r es ults i n t h e t a bl e 
b el o w .

P o p ul ati o n D es c ri pti o n

E nr oll e d i n t h e st u d y All p arti ci p a nts w h o si g n e d a n I C D.

Assi g n e d t o st u d y 
i nt er v e nti o n

All p arti ci p a nts w h o ar e assi g n e d a n e nr oll m e nt n u m b er i n t h e 
I W R s yst e m.

S af et y  All p arti ci p a nts w h o r e c ei v e a n y st u d y i nt er v e nti o n a n d h a v e 
s af et y d at a ass ess e d aft er v a c ci n ati o n.

E v al u a bl e i m m u n o g e ni cit y All eli gi bl e p arti ci p a nts i n t h e i m m u n o g e ni cit y s u bs et w h o 
r e c ei v e 1 d os e of t h e st u d y i nt er v e nti o n wit h at l e ast 1 v ali d 
i m m u n o g e ni city r es ult fr o m t h e bl o o d s a m pl e c oll e cti o n wit hi n
2 7 t o 49 d a y s aft er v a c ci n ati o n a n d h a v e n o ot h er m aj or 
pr ot o c ol d e vi ati o ns as d et er mi n e d b y  t h e cli ni ci a n.

E- di ar y  d at a will b e s u m m ari z e d a m o n g t h os e i n t h e s af ety p o p ul ati o n w h o r e p ort a n y e- di ar y  
d at a.

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 f or m al st at isti c al h yp ot h esis t est will b e p erf or m e d as t his is a d es cri pti v e st u d y . A 
d es cri pti v e esti m ati o n a p pr o a c h will b e us e d t o ass ess all st u d y  o bj e cti v es r e g ar di n g s af ety i n 
t h e st u d y.

P oi nt esti m at es a n d n o mi n al 9 5 % CI s will b e pr o vi d e d f or all s af et y e n d p o i nts at e a c h 
pl a n n e d a n al ys is. 

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

U nl ess ot h er wis e e x pli citl y  st at e d, d es cri pti v e st atisti cs f or c o nti n u o us v ari a bl es ar e n, m e a n, 
m e di a n, st a n d ar d d e vi ati o n, mi ni m u m, a n d m a xi m u m. D es cri pti v e st atisti cs f or c at e g ori c al 
v ari a bl es ar e t h e p er c e nt a g e ( %) a n d t h e n u m er at or ( n) a n d t h e d e n o mi n at or ( N) us e d i n t h e 
p er c e nt a g e c al c ul ati o n.

CI s f or all e n d p oi nts will b e pr es e nt e d as 2-si d e d at t h e 9 5 % l e v el u nl ess s p e cifi e d ot h er wis e. 
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F or b ot h of t h e i m m u n o g e ni cit y e n d p oi nts, t h e a n al ysis will b e pr i m arily b as e d o n t h e 
e v al u a bl e i m m u n o g e ni cit y  p o p ul ati o n.  

 
 

 

All s af et y a n d i m m u n o g e ni cit y  r es ults will als o b e s u m m ari z e d s e p ar at ely f or e a c h a g e 
c o h ort a n d all p arti ci p a nts .

5. 2. 1. A n al ys es f o r Bi n a r y E n d p oi nts

D es cri pti v e st atisti cs f or c at e g ori c al v ari a bl es ( e g, pr o p orti o ns) ar e t h e p er c e nt a g e ( %), t h e 
n u m er at or ( n) a n d t h e d e n o mi n at or ( N) us e d i n t h e p er c e nt a g e c al c ul ati o n , a n d t h e 2-si d e d 
9 5 % CI s w h er e a p pli c a bl e. T h e e x a ct CIs ( Cl o p p er -P e ars o n )1 f or t h e v ari o us pr o p orti o ns of 
i n di vi d u al gr o u ps will b e c o m p ut e d usi n g t h e F distri b uti o n. 

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

U nl ess ot h er wis e st at e d, d es cri pti v e st atisti cs f or c o nti n u o us v ari a bl es ar e n, m e a n, m e di a n, 
st a n d ar d d e vi ati o n, mi ni m u m, a n d m a xi m u m.  

5. 2. 3. G e o m et ri c M e a n 

F or i m m u n o g e ni cit y  r es ults of s er ot yp e -s p e cifi c O P A tit ers, t h e g e o m etri c m e a n will b e 
c al c ul at e d as t h e m e a n of t h e l o g arit h mi c all y  tr a nsf or m e d ass a y r es ults a n d t h e n 
e x p o n e nti ati n g t h e m e a n. T h e 2 -si d e d 9 5 % CI will b e o bt ai n e d b y e x p o n e nti ati n g t h e li mits 
of t h e CI  f or t h e m e a n of t h e l o g arit h mi c all y tr a nsf or m e d ass a y r es ults b as e d o n St u d e nt’s 
t-distri b uti o n.

5. 2. 4. G e o m et ri c M e a n F ol d Ris es

T h e O P A G M F R fr o m b ef or e t o 1 m o nt h aft er 2 0 v P n C f or e a c h a g e c o h ort is d efi n e d as t h e 
g e o m etri c m e a n of t h e f ol d ris e i n t h e ass a y  r es ults. O nl y d at a fr o m p arti ci p a nts wit h 
n o n missi n g ass a y  r es ults at b ot h ti m e p oi nts will b e i n cl u d e d i n t h e G M F R c al c ul ati o n. 

G M F R will b e c al c ul at e d as t h e m e a n diff er e n c e of t h e l o g arit h mi c all y  tr a nsf or m e d ass a y 
r es ults (ti m e p oi nt aft er v a c ci n ati o n - b ef or e v a c ci n ati o n) a n d e x p o n e nti ati n g t h e m e a n 
diff er e n c e. T h e 2 -si d e d 9 5 % CI will b e o bt ai n e d b y e x p o n e nti ati n g t h e li mits of t h e CI f or t h e 
m e a n diff er e n c e of t h e l o g arit h mi c all y  tr a nsf or m e d ass a y r es ults b as e d o n St u d e nt’s 
t-distri b uti o n.
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5. 3. M et h o ds t o M a n a g e Missi n g D at a

A p arti al A E st art d at e ( missi n g d a y or missi n g b ot h m o nt h a n d d a y ) will b e i m p ut e d b y  
assi g ni n g t h e e arli est p ossi bl e st art d at e usi n g all a v ail a bl e i nf or m ati o n, s u c h as t h e st o p d at e 
of t h e A E a n d t h e v a c ci n ati o n d at e fr o m t h e s a m e p arti ci p a nt , f oll o wi n g t h e Pfi z er st a n d ar d 
of h a n dli n g a n i n c o m pl et e A E st art d at e. A c o m pl et e missi n g st art d at e f or a n A E is n ot 
all o w e d i n t h e d at a c oll e cti o n . T h e L L O Q f or e a c h ass a y  will b e pr o vi d e d b y V a c ci n e
R es e ar c h a n d D e v el o p m e nt as p art of t h e el e ctr o ni c d at a tr a nsf er or wit hi n t h e Cli ni c al 
T esti n g C o m pl eti o n M e m o pri or t o st atisti c al a n al y sis. Ass a y r es ults a b o v e t h e L L O Q will b e 
r e p ort e d, a n d v al u es b el o w t h e L L O Q, d e n ot e d as B L Q, will b e i m p ut e d as 0. 5 × L L O Q f or 
a n al ys is.

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 nts

6. 1. 1. L o c al R e a cti o ns

6. 1. 1. 1. M ai n A n al ysis

 Esti m a n d s: T h e p er c e nt a g e of p arti ci p a nts r e p orti n g pr o m pt e d l o c al r e a cti o ns (r e d n ess, 
s w elli n g, a n d p ai n at t h e i nj e cti o n sit e) wit hi n 7 d a ys aft er v a c ci n ati o n ( S e cti o n 2. 2 ).

 A n al y sis s et: S af et y p o p ul ati o n a m o n g t h os e w h o r e p ort a n y e-di ar y  d at a (S e cti o n 4 ).

 A n al y sis ti m e p oi nt: Wit hi n 7 d a y s aft er v a c ci n ati o n .

 A n al y sis m et h o d ol o g y: D es cri pti v e st atisti cs.

 R e p orti n g r es ults: C o u nt a n d p er c e nt a g e of p arti ci p a nts wit h t h e i n di c at e d e n d p oi nt a n d 
t h e ass o ci at e d 2-si d e d 9 5 % CI  f or e a c h a n d a n y l o c al r e a cti o n aft er v a c ci n ati o n will b e 
pr es e nt e d b y m a xi m u m s e v erit y a cr oss s e v erit y l e v els .

I n a d diti o n, t h e pr o p orti o ns of p arti ci p a nts r e p orti n g pr o m pt e d l o c al r e a cti o ns b y m a xi m u m 
s e v erit y l e v el , wit h e- di ar y err ors i n cl u d e d , will b e pr o vi d e d as a s e nsiti vit y  a n alys is.
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Fi g u r es:

B ar c h arts wit h t h e pr o p orti o ns of p arti ci p a nts f or e a c h l o c al r e a cti o n o n e a c h d a y 
( D a y 1 t hr o u g h D a y  7) a n d a n y d a y ( D a y 1 t hr o u g h D a y  7) will b e pl ott e d, wit h diff er e nt 
p att er ns dis pl a y e d i n t h e b ar c h arts f or diff er e nt s e v erit y  l e v els f or e a c h d a y a n d diff er e nt 
m a xi m u m s e v erit y  l e v els f or a ny d a y.

6. 1. 2. S yst e mi c E v e nts

6. 1. 2. 1. M ai n A n al ysis

 Esti m a n ds : T h e p er c e nt a g e of p arti ci p a nts r e p orti n g pr o m pt e d sys t e mi c e v e nts 
(f e v er, f ati g u e, h e a d a c h e, m us cl e p ai n, a n d j oi nt p ai n) wit hi n 7 d a y s aft er v a c ci n ati o n
(S e cti o n 2. 2 ).

 A n al y sis s et: S af et y p o p ul ati o n a m o n g t h os e w h o r e p ort a n y e-di ar y  d at a (S e cti o n 4 ).

 A n al y sis ti m e p oi nt: Wit hi n 7 d a y s aft er v a c ci n ati o n.

 A n al y sis m et h o d ol o g y: D es cri pti v e st atisti cs.

 R e p orti n g r es ults: C o u nt a n d p er c e nt a g e of p arti ci p a nts wit h t h e i n di c at e d e n d p oi nt a n d 
t h e ass o ci at e d 2-si d e d 9 5 % CI  f or e a c h a n d a n y syst e mi c e v e nt aft er v a c ci n ati o n will b e 
pr es e nt e d b y m a xi m u m s e v erit y a cr oss s e v erit y l e v els.  
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6. 1. 3. A d v e rs e E v e nts

6. 1. 3. 1. M ai n A n al ysis

 Esti m a n ds: T h e p er c e nt a g e of p arti ci p a nts r e p orti n g A Es fr o m v a c ci n ati o n t o 1 m o nt h 
aft er v a c ci n ati o n ( S e cti o n 2. 2 ).

 A n al y sis s et: S af et y p o p ul ati o n (S e cti o n 4 ).

 A n al y sis ti m e p oi nts: V a c ci n ati o n t o 1 m o n t h aft er v a c ci n ati o n.

 A n al y sis m et h o d ol o g y: D es cri pti v e st atisti cs.

 R e p orti n g r es ults: T h e n u m er at or ( n) a n d t h e d e n o mi n at or ( N) us e d i n t h e p er c e nt a g e 
c al c ul ati o n, t h e p er c e nt a g e ( %), a n d t h e c orr es p o n di n g 2- si d e d 9 5 % CI  f or p arti ci p a nts 
r e p orti n g a ny A E, b y  sys t e m or g a n cl ass a n d e a c h pr ef err e d t er m wit hi n s yst e m or g a n 
cl ass , will b e pr es e nt e d.

6. 1. 4. S e ri o us A d v e rs e E v e nts 

6. 1. 4. 1. M ai n A n al ysis

 Esti m a n ds: T h e p er c e nt a g e of p arti ci p a nts r e p orti n g S A Es fr o m v a c ci n ati o n t o 1 m o nt h
aft er v a c ci n ati o n (S e cti o n 2. 2 ).

 A n al y sis s et: S af et y p o p ul ati o n (S e cti o n 4 ).

 A n al y sis ti m e p oi nt: V a c ci n ati o n t o 1 m o nt h aft er v a c ci n ati o n.

 A n al y sis m et h o d ol o g y: D es cri pti v e st atisti cs.

 R e p orti n g r es ults: T h e n u m er at or ( n) a n d t h e d e n o mi n at or ( N) us e d i n t h e p er c e nt a g e 
c al c ul ati o n, t h e p er c e nt a g e ( %), a n d t h e c orr es p o n di n g 2- si d e d 9 5 % CI  f or p arti ci p a nts 
r e p orti n g a ny S A Es, b y s ys t e m or g a n cl ass a n d e a c h pr ef err e d t er m wit hi n s yst e m or g a n 
cl ass, will b e pr e s e nt e d.  
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6. 1. 4. 2. S u p pl e m e nt a r y A n al ys es

All S A Es will b e n ot e d i n t h e A E listi n gs. S A Es will als o b e dis pl a y e d i n a s e p ar at e listi n g.

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

6. 2. 1. O P A Tit e rs

6. 2. 1. 1. M ai n A n al ysis

 Esti m a n d: G M F Rs of p n e u m o c o c c al s er ot y p e -s p e cifi c O P A tit ers fr o m b ef or e t o 1 m o nt h 
aft er v a c ci n ati o n ( b y  a g e c o h ort) ( S e cti o n 2. 2 ). 

 A n al y sis s et: E v al u a bl e i m m u n o g e ni cit y p o p ul ati o n ( S e cti o n 4 ). 

 A n al y sis ti m e p oi nts: B ef or e v a c ci n ati o n a n d 1 m o nt h aft er v a c ci n ati o n. 

 A n al y sis m et h o d ol o g y: T h e G M F R a n d c orr es p o n di n g 2-si d e d 9 5 % CI will b e c a l c ul at e d 
as d es cri b e d i n S e cti o n 5. 2. 4 .

 R e p orti n g r es ults: F or e a c h of t h e s er ot y p es, t h e G M F Rs a n d t h e c orr es p o n di n g 2 -si d e d 
9 5 % CI s will b e pr es e nt e d at t h e s p e cifi e d ti m e p oi nts.

C CI



Pr ot o c ol B 7 4 7 1 0 1 0 (P F -0 6 4 8 2 0 7 7 ) 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 8 of 2 1

6. 4. S u bs et A n al ys es

N ot a p pli c a bl e.

6. 5. 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. 5. 1. B as eli n e S u m m a r i es

6. 5. 1. 1. D e m o g r a p hi c C h a r a ct e risti cs

D e m o gr a p hi c c h ar a ct eristi cs, i n cl u di n g a g e at v a c ci n ati o n, s e x, r a c e, et h ni cit y , h ei g ht ,
w ei g ht , a n d r a ci al d esi g n ati o n , will b e s u m m ari z e d f or t h e e v al u a bl e i m m u n o g e ni cit y  
p o p ul ati o n a n d s af et y p o p ul ati o n .

C CI
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6.5.1.2. Medical History

Each reported medical history term will be mapped to a system organ class and preferred 
term according to MedDRA. The number and percentage of participants with an assigned 
vaccine having at least 1 diagnosis, overall and at each system organ class and preferred term 
level, will be summarized for the safety population.

6.5.2. Study Conduct and Participant Disposition

6.5.2.1. Participant Disposition

Disposition of participants relative to vaccination will be summarized for all participants as 
follows: The number and percentage of participants who receive vaccination, complete the 
1-month postvaccination visit, and withdraw between vaccination and the 1-month post
vaccination visit with specific reasons (participant request, lost to follow-up, AE, protocol 
violation, other) will be summarized by cohort and overall.    

Participants excluded from the safety population will also be summarized along with the 
reasons for exclusion.

6.5.2.2. Blood Samples for Assay 

The number and percentage of enrolled participants providing blood samples within and 
outside of protocol-specified time frames will be tabulated.

6.5.2.3. E-Diaries

The participants who were vaccinated and who transmitted e-diaries will be summarized. The 
summary will also include the number and percentage of vaccinated participants not 
transmitting the e-diary, transmitting the e-diary, and transmitting the e-diary for any day in 
the required reporting period, by cohort and overall.

The safety population will be used.

6.5.3. Study Intervention Exposure

6.5.3.1. Vaccination Timing and Administration

The number and percentage of participants enrolled and receiving the vaccine (20vPnC) 
within the protocol-specified time frame, as well as before and after the specified time frame, 
will be tabulated for each cohort for all participants. The denominator for the percentage is
the total number of participants in the given cohort.

6.5.4. Concomitant Medications and Nondrug Treatments

Each concomitant vaccine will be summarized according to the ATC fourth-level 
classification. The number and percentage of enrolled participants receiving concomitant 
vaccines will be summarized by cohort and overall.  
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Concomitant medications used to treat SAEs will be summarized for the time of vaccination
to 1 month after vaccination by cohort (safety population) and overall.

6.6. Safety Summaries and Analyses

Summaries and analyses of the safety measures, including local reactions, systemic events, 
AEs, and SAEs, are described in the section for the primary endpoints (see Section 6.1).

7. INTERIM ANALYSES

7.1. Introduction

Not applicable.

7.2. Interim Analyses and Summaries

Not applicable.

8. REFERENCE

1 Collett D. Statistical inference for binary data. Chapter 2. In: Modelling binary data. 
London, England: Chapman & Hall; 1991:17-42.
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9. 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
2 0 v P n C 2 0 -v al e nt p n e u m o c o c c al c o nj u g at e v a c ci n e
A E a d v ers e e v e nt
A T C A n at o mi c T h er a p e uti c C h e mi c al
B L Q b el o w li mit of q u a ntit ati o n
CI c o nfi d e n c e i nt er v al
C R F c as e r e p ort f or m
e- di ar y el e ctr o ni c di ar y
G M g e o m etri c m e a n
G M F R g e o m etri c m e a n f ol d ris e
G M T g e o m etri c m e a n tit er

I C D i nf or m e d c o ns e nt d o c u m e nt
IW R i nt er a cti v e w e b -b as e d r es p o ns e 
L L O Q l o w er li mit of q u a ntit ati o n
M e d D R A M e di c al Di cti o n ar y  f or R e g ul at or y A cti viti es
N/ A n ot a p pli c a bl e
O P A o ps o n o p h a g o c y ti c a cti vit y

S A E s eri o us a d v ers e e v e nt
S A P st atisti c al a n al ysis pl a n
W H O D D E W orl d H e alt h Or g a ni z ati o n Dr u g Di cti o n ar y  E n h a n c e d

C CI
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