hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhkhhhkhhhhhhkhhhdhhhdhdhdhdhdhdhdhhdhhdhhdhhdhhdhhddxhrdhrddrddrdrdrrdxx*x*
R I S
i

** Program Name . adsl . sas
* k-

** Date Created : 07Mar 2021
* k-

** Progranmmer Nane: [(b) (6)

** Pur pose : Create adsl dataset
* k-
** | nput data : dm suppdm ex suppex ds suppds is co lb cmie dv suppdv vs sv nb
suppnb mh pr **x
*x face ce ho suppho
* k-
** External file : ../prjC459/nda2_unblinded_esub/euaext esub_adam saseng/ cdi sc3_0/ dat a
* k-
** Qutput data : adsl . sas7bdat
* k-

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhkhkhhkhhhhhhhhhdhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhrhhddxhrdhrdhrddrddrdkd*x%x*
R S S O
i

% et
opr ot =/ Vol urres/ app/ cdar s/ prod/ si t es/ cdar s4/ prj C459/ nda2_unbl i nded_esub/ bl a_euaext _esub_sdt

n saseng/ cdi sc3_0;

—

|_
et
r ot =/ Vol urmres/ app/ cdar s/ prod/ si t es/ cdar s4/ prj C459/ nda2_unbl i nded_esub/ euaext _esub_adani sas
*Lgng/ cdi sc3_0;

fii bname dat aprot "&oprot./data" access=readonly;
gi bname datvprot "&prot./data_ vai";

%Pat h for external files;

Eﬁ et expat h=&prot ./ dat a;

gl nsert the date of snapshot;

et cutof f 2=13Nar 2021

oc printto print="&prot./analysis/esub/output/adsl.rpt

-

| og="&prot./anal ysi s/ esub/l ogs/adsl.|og" new,

k7 a9fo\Final\lsina

hkhkhkkhhkhkkhhkhkhhhhhhhhhhhhhhhhhhhhkhhhkhhhkhhhdhhhdhdhdhdhddhddhdhhdhhdhhdhhdhhddhrdxhddhrddrddrxkx*x*x

*

Cl ean *;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhhhhhhhkhhhkhhhkdhhhdhhhdhhhdhhhddhddhdhhdhhdhhdhhdhhddhrdhdddrdxdrddrxkx*x*x
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proc del ete data=work._all _;

run;

khkkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhkhhhhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhdhhdhhddhrdhrddrdkdrrdrdd*x*x*

* Fornmat *;

IR I S I S S R R R kO R R I S R R Ik O O Sk R R S IR Ik b

proc format;

nval ue sex "M =1 "F"=2;

nval ue race "WH TE'=1 "BLACK OR AFRI CAN AMERI CAN'=2

" AVERI CAN | NDI AN OR ALASKA NATI VE"'=3 "ASI AN'=4
"NATI VE HAWAI | AN OR OTHER PACI FI C | SLANDER'=5 " MJLTI PLE"=6 " NOT REPORTED'=7;
nval ue et hnic "H SPANI C OR LATI NO'=1 "NOT H SPANI C CR LATI NO'=2

"NOT REPORTED'=3 " UNKNOW =4;
nval ue aet hnic "H SPANI C OR LATINO'=1 "NOT H SPANI C OR LATI NO'=2

"NOT REPORTED'=3 " UNKNOW =4;
nval ue arace "WH TE"'=1 "BLACK OR AFRI CAN AMERI CAN' =2

" AVERI CAN | NDI AN OR ALASKA NATI VE"'=3 " ASI AN'=4
"NATI VE HAWAI | AN OR OTHER PACI FI C | SLANDER'=5 " MJLTI RACI AL" =6
"NOT REPORTED' =7 " UNKNOWN' =8;

nval ue RaceG 1x "WH TE'=1 "BLACK OR AFRI CAN AMERI CAN'=2 "ALL OTHERS"=3;

nval ue Raci al D "JAPANESE" =5 " OTHER'=999;
nval ue RANDAGE "12-15 Years"=1 "16-55 Years"=2 "18-55 Years"=3

"65-85 Years"=4 ">55 Years"=5;
nval ue | NFAGE "12-15 Years"=1 "16-55 Years"=2 "18-55 Years"=3 "65-85 Years"=4

">55 Years" =5;

value $stat "UNK ='1'" "UNKNOW ='"1' 'N ='2'" "NEG='2'" "IND=3 'Y =4
'PCS' =' 4"

val ue stat 0=" ' 1="UNK' 2="NEG 3='IND 4='PCS ;

invalue trtfm "BNT162bl Phase 1 (10 ntg)"=1 "BNT162bl Phase 1 (20 ntg)"=2
"BNT162b1 Phase 1 (30 ntg)"=3 "BNT162bl Phase 1 (100 ntg)"=4
"BNT162b2 Phase 1 (10 ntg)"=5 "BNT162b2 Phase 1 (20 ntg)"=6

090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)

"BNT162b2 Phase 1 (30 ntg)"=7 "BNT162b2 Phase 2/3 (30 ntg)"=8 "Placebo"=9;
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run;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhhkhhkhhhhhhhhhdhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhdhhddhrdhddhrdkdrrdrrdxx*x*

* Read in source DM DS/ EX SDTM dat asets. *;
EIR I I I R I R R R I I R I I R I I R I R R R R R IR R I I I IR R I R R R R R I R I R R I R IR I IR IR IR R R I I I S R I I I I I IR R I I I I b I I I I b I b I b b I

Dat a Dnfet ;

Set dataprot.dm

Run;
Dat a DsSet ;
Set dataprot.ds;
Run;
Dat a ExSet;
Set dat aprot. Ex;
Run;
{ata prd2;
% set ExSet;
<
o if (index(visit, "_VAX3") or index(visit, "_VAX4")) and exstdtc ne "";
N
—
Proc sort;
o o
5 by usubjid visitnum
<
Bun;
o

Q
o
o
(7]
o
-
—
(o
Q
—_
Q
©
-
o
N
>
o
Q.
c
©
=~
D
<

by usubji d;

c
>

roc sql UNDO _POLI CY=NONE
create table ExSet as select a.*, case when not m ssing(b.exstdtc) and not
m ssi ng(a. exstdtc) and .<input(scan(a.exstdtc, 1, "T"),
yymudd10. ) <i nput (scan(b. exstdtc, 1, "T"), yymddl1l0.) then

"Doubl e Blinded Period" when not m ssing(a.exstdtc) and m ssing(b. exstdtc)

090177e196b7a9f@\Finai\Final
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when (cal cul ated period)="Doubl e Blinded Period" then 1 when (cal cul at ed

peri od) ="Cpen Label Period" then 2 end as PERI ODN, case when not

m ssing(a.extrt) then a.extrt else "ZzZzzz7z7" end as _extrt_ from ExSet a left
join prd2 b on a.usubjid=b.usubjid order by periodn, period, usubjid, _extrt_;

quit;

data ExSet;
set ExSet;
by periodn period usubjid _extrt_;
retain ACTDRUG

if first.usubjid then
ACTDRUG=ext rt;

i f index(ACTDRUG, "BNT")=0 then
ACTDRCD=upcase( ACTDRUG) ;
el se if not m ssing(ACTDRUG then
ACTDRCD=subst r (upcase( ACTDRUG), | engt h(ACTDRUG) -1, 2);

un;

3

groc sort data=DsSet out=randcode nodupkey;
Ei by usubji d;

N

— where dsrefid ne "";

Ql

o

qun;

S

roc sql undo_pol i cy=none;

create table DnSet as select a.*, b.dsrefid as tnpid, c.tnpdtc, d.qval as
DSRANGRP from DnfSet a left join randcode b on a.usubjid=b.usubjid Ileft
join (select distinct usubjid, nmax(exstdtc) as tnpdtc from ExSet where not
m ssing(exstdtc)) c¢ on a.usubjid=c.usubjid left join
dat apr ot . suppds(wher e=( gnam="DSRANGRP")) d on a.usubjid=d.usubjid order by

usubj i d;

c
—

*Assi gn dose | evel variabl es*/
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set Dnbet ;

| engt h dosal vl dosplvl $100;

| abel DOSPLVL="Pl anned Dosi ng Level" DOSPLVLN="PI anned Dosi ng Level (N)"
DOSALVL="Act ual Dosi ng Level" DOSALVLN="Actual Dosing Level (N";

if tmpid ne "" then
do;

i f arncd="PLACEBO' and not mi ssing(dsrangrp) then
do;

dospl vl =" Pl acebo";

dospl vl n=6;
end;
el se
do;
_dospl vl =scan(scan(DSRANGRP, 3, ","), 1, " ");
dospl vl =tranwr d(tranw d(scan(scan(scan( DSRANGRP, 3, ","), 2, "("), 1,
")"), "mcg", " (*ESC*){unicode 03BC}g"), "100",

"100 (*ESC*){unicode 03BC}g/10");

if _dosplvl="TBD" then

dospl vl n=0;

if _dosplvl="Low" then

dospl vl n=1;

if _dosplvl="LowMd" then
dospl vl n=2;

i f _dosplvl="Mediunt then

dospl vl n=3;

i f _dosplvl="Md-High" then

dospl vl n=4;

if _dosplvl="H gh" then
dospl vl n=5;
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end;

if not mssing(tnpdtc) then
do;
dosal vl =dospl vl ;
dosal vl n=dospl vl n;
end;

end;

if mssing(arn) then

do;
ar n=' BLI NDED THERAPY' ;
arncd='2Z';
act ar m=' BLI NDED THERAPY" ;
actarncd='Z";

end;

run;

Ak khkhkkhkhkhkhkhhkhkhhhkhhkhkhhkhkhhhkhhhhhdhhhkhhhdhhhhhhhhhkrhhkhdk rdk rdk rxkk *x*x*%x-
1

%Readi ng | NPUT SDTM and Suppl enent al Dat asets *;
©Mer ge DM and SUPPDM;

&"k***************************************************************-
1

-

Ql

E@m a _spndel _supp_dsi n_subset;
2‘ set dataprot. suppdm

O
@un;

_spndel _sdt m ds;

ahOn
D
Q

set DnBet;

un;

ata _spndel _supp_dsi n_subset _i dvar1;
set _spndel _supp_dsin_subset;
where idvar is mssing;

un;

%9017%7e196b7agfO\Final\Fin

roc sort data=_spndel supp_dsi n_subset i dvar1,;
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by studyid usubjid idvar idvarval;

quit;

proc transpose data=_spndel _supp_dsi n_subset idvarl
out =_spndel _supp_dsin_idvarl_h;
by studyid usubjid idvar idvarval;
id gnam
i dl abel ql abel;
var gval ;

quit;

data _spndel _suppdsl (drop=idvar idvarval _NAME_ _LABEL );

set _spndel _supp_dsin_idvarl_h;

if idvar="";

run;

proc sort data=_spndel sdtm.ds out=_dsi;

by STUDYI D USUBJI D,

(GMT)

roc sort data=_spndel suppdsl out=_ds2;
by STUDYI D USUBJI D;

[
>

-2021 21:45

ta _spndel _sdtmtenp_out1;

-Apr

© . .

O© nerge _dsl(in=dl) _ds2(in=d2);
=

O by STUDYI D USUBJI D;

©

=R

T if di;

=

© .

£un;

LL

—_—

o

@caéata DrSet ;

% set _spndel _sdtm tenp_out 1;
o))

Hun;

[0)

N
5’****************************************************************-
(o))

@

Readi ng | NPUT SDTM and Suppl enent al Dat asets *;
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*Merge EX and SUPPEX*;

R I R I R R S b R R I O R R O O O R I O
1

data _spndel _supp_dsi n_subset;
set dat aprot. suppex;
wher e;

run;

data _spndel _sdt m ds;
set ExSet;

run;

data _spndel _supp_dsi n_subset _idvar1;
set _spndel _supp_dsi n_subset;
wher e idvar =" EXSEQ';

run;

proc sort data=_spndel supp_dsin_subset i dvar1;

by studyid usubjid idvar idvarval;

E quit;
e
@r oc transpose data=_spndel _supp_dsi n_subset _idvarl
RJ' out =_spndel _supp_dsin_idvarl_h;
-
% by studyid usubjid idvar idvarval;
;(_ id gnam
L i dl abel ql abel;
var gval ;
quit;

ata _spndel _t enp(keep=EXSEQ ;

set _spndel _sdt mds;

ata _spndel _suppdsl (drop=idvar idvarval _NAVE_ _LABEL );

set _spndel _supp_dsin_idvarl_h;

i f idvar="EXSEQ';

090177e196b7agf0\FinaﬂFinaI On: 06
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EXSEQ=i nput (i dvarval , best12.);

run;

proc sort data=_spndel sdtm.ds out=_dsi;
by STUDYI D USUBJI D EXSEQ

run;

proc sort data=_spndel suppdsl out=_ds2;
by STUDYI D USUBJI D EXSEQ

run;

data _spndel _sdtm tenp_out1;
merge _ds1(in=dl) _ds2(in=d2);
by STUDYI D USUBJI D EXSEQ

if di;
run;
dat a ExSet;
— set _spndel _sdt m t enp_out 1;
=
@hun;
N
o)
?:****************************************************************-
-
o\

ﬁReadi ng | NPUT SDTM and Suppl enent al Dat asets *;
&Merge DS and SUPPDS*;

Q****************************************************************-
1

06-A

gat a _spndel _supp_dsi n_subset;

set dat aprot. suppds;

c
>

ata _spndel _sdt m ds;
set DsSet;

c
>

ata _spndel _supp_dsi n_subset _i dvar1;

set _spndel _supp_dsi n_subset;

09017 %e196b7a9f0\Einal\Einal O

wher e idvar =" DSSEQ';
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run;

proc sort data=_spndel supp_dsin_subset i dvar1;
by studyid usubjid idvar idvarval;

quit;

proc transpose data=_spndel _supp_dsi n_subset idvarl
out =_spndel _supp_dsin_idvarl_h;
by studyid usubjid idvar idvarval;
id gnam
i dl abel ql abel;
var gval ;

quit;

data _spndel _t enp( keep=DSSEQ) ;
set _spndel _sdt mds;

run;

data _spndel _suppdsl (drop=idvar idvarval _NAME_ _LABEL );

set _spndel _supp_dsin_idvarl_h;

i f idvar="DSSEQ';
DSSEQ=i nput (i dvarval , best12.);

=)

oc sort data=_spndel _sdtmds out=_ds1;

-Apr-2021 21:45 (GMT)

by STUDYI D USUBJI D DSSEQ

c
>

oc sort data=_spndel suppdsl out=_ds2;

-

by STUDYI D USUBJI D DSSEQ

c
>

ata _spndel _sdt m tenp_out 1;
merge _ds1(in=dl) _ds2(in=d2);
by STUDYI D USUBJI D DSSEQ

090177e196b7a9f6\Final\leinal Gn: 06
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run;

data DsSet;
set _spndel _sdtm tenp_out 1;

run;

KRR I R R I R R R kO b S S Sk R S S R R R R S I O O R R R b b
1

* Derive the date/tinme variables. *;

KRR S R I I I R R A R O R Rk Ik S Rk O O R Ik O Rk b b
1

proc sort data=ExSet out=_ds1;
by Usubj I d;

run;

proc sort data=DnSet out=_ds2;
by Usubj I d;

run;

data ExSet;
merge _ds1(in=dl) _ds2(in=d2 drop=domain);
by Usubj I d;

(GMT)

if di;

c

n;

202% 21:45

at a ExSet;

set ExSet;

ExSt Dt =i nput (ExSt Dt c, ?7?i s8601da.);
format ExSt Dt date9.;

ExEnDt =i nput ( ExEnDt ¢, ?7?i s8601da.);
format ExXEnDt date9.;

ExSt Tn¥. ;

if length(strip(ExStDtc))>12 then
do;
ExSt Tnwi nput (substr (ExStDtc, 12), ??is8601tm);

090177e196b7a9f0\Final\Final On: 06-Apg-

end;

FDA-CBER-2022-5812-0736076



format ExStTmti ne8. ;
EXENnTnE. ;

if length(strip(ExEnDtc))>12 then
do;

ExEnTnwi nput (substr (ExXEnDtc, 12),

end;
format EXEnTm ti ne8. ;

run;

dat a Dmfet ;
set DnBet ;

if ~“mssing(BrthDtc) then
do;
length yr $4 mm dd $2;
yr=substr(BrthDtc, 1, 4);
nmesubstr (BrthDtc, 6, 2);

??i s8601tm);

= dd=substr(BrthDtc, 9, 2);
G

~ if yr ne' ' then

<

R do;

o df l ag=" "';

5 0=

o

o .

s if (dd egq" " or dd eq "-T") and mm ne
:b( do;

o

P dd='01",
© dfl ag='D ;
= ag='D;
c

i end;

©

= :

L if rmeq" " or meq "--" then
=

o) do;

<

o) me' 01" ;
>

— dd='01';
2

N~ df l ag=" M ;
3

o) end;

o

t hen

FDA-CBER-2022-5812-0736077



090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)

newdate=(trinm(left(yr))||'-"||trinm(left(mm))||"'-"||trinm(left(dd)));
Brt hDt =i nput (newdat e, ??i s8601da.);
format BrthDt date9.;
Brt hDt F=df | ag;
end;
drop yr mm dd dfl ag newdat e;
end;

Rf xSt Dt =i nput (Rf xSt Dt c, ??i s8601da.);

format RfxStDt date9.;

Rf XEnDt =i nput ( Rf XEnDt ¢, ??i s8601da.);

format Rf xEnDt date9.;

Rf St Dt =i nput (Rf St Dt c, ?7?i s8601da.);

format Rf St Dt date9.;

Rf EnDt =i nput (Rf EnDt ¢, ?7?i s8601da.);

format Rf EnDt date9. ;

Rf PEnDt =i nput ( Rf PEnDt ¢, ??i s8601da.);

format Rf PEnDt date9.;

Rf I cDt =i nput (Rf I cDtc, ?7?is8601da.);

format RflcDt date9.;

Rf xSt TnE. ;

if length(strip(RfxStDtc))>12 then
do;
Rf xSt Tmri nput (substr (Rf xStDtc, 12), ??is8601tm);
end;
format RfxStTmtine8.;

Rf XEnTnE. ;

if length(strip(RfXEnDtc))>12 then
do;
Rf XEnTmri nput (substr (Rf xEnDt ¢, 12), ?7?is8601tm);
end;
format RfXEnTm ti ne8. ;

Rf St Tnr. ;
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if length(strip(RfStDtc))>12 then
do;
Rf St Tnwi nput (substr (Rf StDtc, 12), ??is8601tm);
end;
format REStTm ti me8. ;

Rf EnTnE. ;

if length(strip(RfFEnDtc))>12 then
do;
Rf EnTnwi nput (substr (Rf EnDtc, 12), ??is8601tm);
end;

format RFENTm ti ne8. ;

run;

data DsSet;

Set DsSet;

DsSt DT=i nput (DsSt Dt ¢, ?7?i s8601da.);
format DsSt DT date9. ;

DsDt =i nput (DsDt ¢, ?7?i s8601da.);
format DsDt date9.;

=)

khkhkkhhkhkkhhkhkhhhhhhhhhhhhhhhhhkhhhkhhhhhhkhhhdhhhdhhhdhhhdhdhddhddhdhhdhhdhhrhhrdhrdhrddrddrddrxkx*x*x

06-Apr-2021 21:45 (GMT)

: Uni que treatnent group information *;

n

khkhkkhkhkkhhkhkhhhhhhkhhhhhhhhkhhhhkhhkhkhhhhhhhhhhhhhhdhdhdhdhdhhdhhdhhdhhdhhrhhddxhrdhrdhrddrrdrrd*x*x*%

B

oc Sort Dat a=DnSet CQut =Uni gAr m( Keep=Ar m Ar nCd) Nodupkey;

=

By Arm Arntd;
Where upcase(stri p(ArnCd)) not in ("SCRNFAIL", "NOTASSGN', " ");

c
>

oc Sort Data=ExSet CQut=Uni qTrt Var(Keep=EXTRT) Nodupkey;

0901%7e196b7a9f0\Firal\Final
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Where upcase(strip(EXTRT)) not in (" "),

Run;

Data Uni qTrt Var;
Length _TrtPhase $20. _TrtVarOd $20.;
Set Uni qTrt Var;
_TrtVar=catx(" ", EXTRT);
_TrtVar Ord=byte(64+_n_);
_Trt Phase="ACTI VE";

Run;

Dat a Uni gAr m
Length _TrtPhase $20. _TrtVarOd $20.;
Set Uni garm
_Trt Phase=" RANDOM';
_TrtVar=Arm
_Trt Var O d=Ar nCd;

=)

ta UniqTrtVar Arm
Length _Trtvar _TrtVvar2 $200.;
Set Uni qTrtvar Uni gArm
_TrtVar2=_Trt Var;

-Aprr2021 21:45 ((@VIT) D
>

86

ata Trt MapTxt;

set UnigTrtVarArm

I‘tﬁ|\Fil“Cl‘a| On
=)

=

oc Sort data=Trt MapTxt;

By _TrtVar _TrtPhase;

a9f0\F

TR I S e S R R I O O R I S I Rk ok SRR Ok S b S b S R SRRk kb b

I ndi vi dual ' s exposure information *;

090477eX96b
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hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhkhhhkhhhhhhkhhhdhhhdhdhdhdhdhdhdhhdhhdhhdhhdhhdhhddxhrdhrddrddrdrdrrdxx*x*

Dat a ExSet;

Set ExSet;

_TrtGpC=catx(" ", EXTRT);
Run;

Proc Sort data=ExSet Qut=ExTnChk;
By ExSt Tm EXEnTm
VWere "M ssing(ExStTm or "M ssi ng( EXEnTn) ;

Run;

Dat a ExSet (Wher e=(nmi ss(ExStDt, ExEnDt)=0)) ExDtmnmM ss;
Set ExSet;

If Nmss(ExStDt, ExEnDt, ExStTm EXEnTm)>=1 then
out put ExDt mM ss;

CQut put ExSet ;
Run;
=
SI-D‘roc Sql NoPrint;
<
o Create table ExTenpl as Select a.*, b._TrtVarOrd as _Trt G pD From ExSet as a
N
m Left Join UniqTrtVar Arm(where=(upcase(strip(_TrtPhase))="ACTIVE")) as b On
8' a. _TrtGpC=b. _Trt Var;
%}i t;

ny 06

oc Sql NoPrint;

Create table ExTenp2 as Select a.*, b._TrtVar2, b. _TrtVarOd From ExTenpl as a
Left Join TrtMapTxt (where=(upcase(strip(_TrtPhase))="ACTIVE")) as b On
a. _TrtGpC=b. _Trt Var;

—

ta ExSet;
Set ExTenp2;
_Trt G pC=ACTDRUG,

090177e196§;7a9f@FinaI\FinaI @)

_Trt Gr pD=ACTDRCD;

Py

un;
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Proc Sgl NoPrint;
Create table TrtxxP_A N as Select distinct _TrtG pD From ExSet Order By
_Trt G pD;
Qui t;

Data TrtxxP_A N;
Set TrtxxP_A N;
Frt Name="Tr t NFnt " ;
Start=_Trt G pDb;

End=_Trt G pD;

Label = n_;

Type=

Run;

Proc Format Lib=Wrk CntlIn=TrtxxP_A N;

Run;

-

roc Sql NoPrint;
Create table Trt G pMac as Select distinct TrtGpD, _TrtG pC From ExSet Order
By _TrtG pD;

—

oc Sort Data=ExSet CQut=ExTrt(Keep=Usubjid ExStDt ExEnDt ExSt Tm ExEnTm
_TrtGpC _TrtG pD) Nodupkey;
By Usubjid ExStDt ExSt Tm EXEnDt EXEnTm _Trt G pD _Trt G pC

=)

ta ExTrt;

Retain _TrtG pN O;

Set ExTrt;

By Usubjid TrtG pD _TrtG pC Not Sorted;

If First. _TrtG pC then
do;

If First.Usubjid then

090177e196b7a9f0\Final\Figal Orp 06-Apr-2021 21045 (GMT)
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_Trt G pN=0;
_Trt G pN=_Trt G pN+1;
End;

run;

Proc Sort Data=ExTrt Qut=ExTrtA;
By Usubjid _TrtG pN,

Run;

Proc Sort Data=ExTrt Qut=ExTrtSt;
By Usubjid TrtG pN ExStDt ExSt Tm

Run;

Proc Sort Data=ExTrt Qut=ExTrtEt;
By Usubjid _TrtG pN EXEnDt EXEnTm

Run;

Data ExTrtA,

Set EXTrtA

By Usubjld _TrtG pN,
xx=Strip(Put(_TrtGpN, z2.));

If First. _TrtG pN then
do;
_TrtxxA=Cat s("TRT", _xx, "A");
CQut put ExTrtA;
End;

ta ExTrtSt ExTrt Sdt (Keep=Usubjid TrtSdt TrtStn;
Set ExTrtSt,

By Usubjld _TrtG pN,

xx=Strip(Put(_TrtGpN, z2.));

If First. _TrtG pN then
do;

090177e196b7a9f0\FinaiFinaOn: 06-Apr-2021 21:45 (GMT)
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_TrxxSdt =Cats("TR', _xx, "SDT");

FDA-CBER-2022-5812-0736083



_TrxxStnmeCats("TR', _xx, "STM);
Qut put ExTrt St;
End;

If First.Usubjld then
do;
Trt Sdt =ExSt Dt ;
Trt St merEXSt Tm
Qut put ExTrt Sdt ;
End;

Run;

Data ExTrtEt ExTrtEdt (Keep=Usubjld TrtEdt TrtEtn);
Set ExTrtEt,
By Usubjld _TrtG pN,
xx=Strip(Put(_TrtGpN, z2.));

If Last._TrtG pN then

do;
_TrxxEdt=Cats("TR", _xx, "EDT");
_TrxxEtnmeCat s("TR", _xx, "ETM);
Qut put ExTrtEt;

End;

If Last.Usubjld then

gfO\Final\Final On: 06-Apr-2021 21:45 (GMT)

do;
Trt Edt =EXEnDt ;
Trt Et mmEXEnTm
Qut put ExTrt Edt;
End;
un;
@
N~
o)
8roc Transpose Dat a=ExTrt A Qut =ExTrt xxA,
—
QL By Usubjld;
N~
g Id _TrtxxA
o)
o

Var _Trt G pC;
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Run;

Proc Transpose Data=ExTrt A Qut =ExTrt xxA2 Prefix=_Act Arm
By Usubj Id;
Id _Trt G pN,
Var _Trt G pC;

Run;

Proc Transpose Data=ExTrt A Qut =ExTrt xxD Prefi x=_Act Ar nCd;
By Usubj Id;
Id _Trt G pN,
Var _Trt G pD;

Run;

Proc Transpose Data=ExTrt St Qut=ExTr xxSdt ;

By Usubj Id;
ld _TrxxSdt;
Var ExStDt;

=)

oc Transpose Data=ExTrtEt Qut =ExTr xxEdt ;

By Usubj Id;
Id _TrxxEdt;
Var ExEndt;

=)

oc Transpose Data=ExTrtSt Qut =ExTr xxSt m

By Usubj Id;
Id _TrxxStm
Var ExSt Tm

=)

oc Transpose Data=ExTrt Et Qut =ExTr xxEt m

090177e196k7a9f@Final\Final Ony 06-Apr-2021 21:453GM T

By Usubj Id;
Id _TrxxEtm
Var ExXEnTm
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Run;

Dat a ExSet Al l;
Merge ExTrtxxA(in=a) BExTrxxSdt BExTrxxStm ExTrxxEdt ExTrxxEtm ExTrtxxD
ExTrt xxA2 ExTrtSdt ExTrtEdt;
By Usubj Id;

if a;
Derived_Act Armestri p(_Act Arml) ;
Deri ved_Act ArnCd=st ri p(_Act ArnCdl) ;

TRO1SDTM=dhnms( TRO1SDT, 0, 0, TRO1STM;
TRO1EDTM=dhnms( TRO1EDT, 0, 0, TRO1ETM;
TRO2SDTM=dhms( TRO2SDT, 0, 0, TRO2STM;
TRO2EDTM=dhns( TRO2EDT, 0, 0, TRO2ETM;

Trt Sdt medhns(Trt Sdt, 0, O, TrtStn);

Trt Edt medhns(Trt Edt, O, O, TrtEtn;

Format Trt Sdtm Trt Edt m dat eti me20. ;

Format TrtSdt TrtEdt date9. TrtStm TrtEtmtine8. TRO1SDTM TRO1EDTM
dat eti ne20. TRO2SDTM TRO2EDTM dat et i ne20. ;

RL:454GMT)

ta RfTi meM ss;
Set DnBet ;
VWere "M ssing(RfFStTm or "M ssing(RfEntn;

pr-2021

c
>

R I S R I R O R R I S b S S Rk Sk S R R O o S I R kO Rk Ik S R R

I ndi vi dual ' s denographi c i nformation *;

Fdhkhkkhkhkkhkhkhhkhkhhhkhhhhhkhhhkhhhkhhhkhkhhhhhkhhhdhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhrhkhddhrdhrddrdkdrddrhk *xx*%

=

oc Sql NoPrint;
Create table DnSet Adsl as Select a.*, b. _TrtvVar2 as Derived Arm b. TrtVarOd
as Derived ArnCd From DnSet as a Left Join
Trt MapTxt (wher e=(upcase(strip(_TrtPhase))="RANDOM')) as b On

090177e196b7a9f0\Final\Final-Gn: 0

Upcase(Strip(a. Arm))=Upcase(Strip(b. _TrtVar));
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Qui t;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhhkhhkhhhhhhhhhdhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhdhhddhrdhddhrdkdrrdrrdxx*x*

;
* | ndividual's disposition information *;
EE IR S I Sk I I S S R S R R R I I R I kR R S I R R Ik I I I I I R I S I

Proc Sgl NoPrint;
Create table RandSet as Select distinct Usubjld, DsStDt as RandDt, DsRefld as
RandNo From DsSet \Where Upcase(Stri p(DsDecod)) =" RANDOM ZED' and not
m ssing(dsstdt) and not m ssing(dsrefid) Order by Usubjld, DsStDt;

Qui t;

Dat a RandSet ;
Set RandSet ;
By Usubjld RandDt;

If first.Usubjid;

=)

oc Sql NoPrint;

Create table Enrl Set as Select distinct Usubjld, DsStDt as Enrl Dt, DsRefld as
Enrl No From DsSet where index(upcase(strip(dsdecod)), "OBTAINED') and not
m ssi ng(dsstdtc) Order by Usubjld, DsStDt;

ta Enrl Set;
Set Enrl Set;
By Usubjld EnrlDt;

If first.Usubjid;

@\Final\Final On: 96-Apg2021 21:45 (GMT) o

n;
—
o)
<
groc Sort Dat a=DsSet Qut =CrpFl Set ( Keep=Usubj 1 d DsSt Dt Rename=(DsSt Dt =Conpl Dt ) )
% NoDupKey;
l': By Usubj I d;
-
o
o)
o

VWhere Upcase(Strip(DsCat))="D SPOSI TI ON EVENT" and
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Ru

Dat a EosSet (Keep=Usubjld EosDcDt _EosDcCl Dt EosDcRs);

Ru

Pr

Ru

Da

-Apr-2021 21345 (GMT)

c
>

=

c

090177e196b 7 a9f0\Final\Final On: 06
=)

Upcase(Stri p(DsDecod))="COVWPLETED" and Upcase(Stri p(Dsphase))="FOLLOM UP";

n;

Set DsSet;

VWhere Upcase(Strip(DsCat))="Dl SPOSI TI ON EVENT" and

Upcase(Stri p(DsDecod))~="COVMPLETED' and Upcase(Stri p(Dsphase))="FOLLOV UP";

EosDcDt =Ds St Dt ;
EosDcRs=DsDecod;
_EosDcd Dt =DsDxt ;

n;

oc Sort Dat a=EosSet;
By Usubjld EosDcDt;

n;

ta EosSet ;
Set Eo0sSet;
By Usubjld EosDcDt;

I f Last. Usubjld;

=)

ta Eot Set (Keep=Usubj ld Eot DcDt _Eot DcCl Dt Eot DcRs) ;

Set DsSet;

VWhere Upcase(Strip(DsCat))="D SPOSI TI ON EVENT" and

Upcase(Stri p(DsDecod))~="COMPLETED' and | ndex(Upcase(Stri p(Dsphase)),

" VACCI NATI ON') >0;
Eot DcDt =Ds St Dt ;
Eot DcRs=DsDecod;
_Eot Dcd Dt =DsDt ;

oc Sort Dat a=Eot Set ;
By Usubjld EotDcDt;
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Dat a Eot Set ;
Set Eot Set;
By Usubjid EotDcDt;

I f Last. Usubji d;

Run;

proc sort data=EosSet out=_dsl1;
by Usubj I d;

run;

proc sort data=Eot Set out=_ds2;
by Usubj I d;

run;

dat a EosEot Set ;

merge _ds1(i n=dl1 keep=Usubjld EosDcDt _EosDcC Dt EosDcRs) _ds2(in=d2
keep=Usubj | d Eot DcDt _EotDcC Dt Eot DcRs);

by Usubj I d;

if dl or dz;

=)

ta EosEot Set ;
Set EosEot Set ;
EosDcDt =coal esce(EosDcDt, _EosDcC Dt);
Eot DcDt =coal esce( Eot DcDt, _EotDcC Dt);

Drop _:;

=)

R I S S R R I R O R R R I O R R Sk R R R I S O S O S S SRR kS b o b b b

Rebui | d Act Arm Process *;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhhhhkhhhkhhhhhhhhhdhdhdhhhdhdhddhddhdhhdhhdhhdhhdhhrdhrdhrddrddrddrxkx*x*x

196b7a9f0\Rinal\&inal On: 06-Apr-2(§1 2145 (GMT)

roc Sort data=DnfSet Adsl CQut=DmArm cd(keep=Derived_Arncd Derived_Arm Nodupkey;

0906d4.77e

By Derived_ArnCd Derived_ Arm
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Run;

Proc Sql ;
Create table ExSet Adsl as Select distinct a.*, b.Derived Armas
Derived ActArn2 From ExSet All as a Left Join DMArm Cd as b On
a. Derived_Act ArnCd=b. Deri ved_Ar nCd;

Qui t;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhhhhhhhdhhhdhhhdhhhdhdhddhddhdhhdhhhhhrhhddhrdhrddrddrddrrdxx%x*

* Get variables from Dembg Exposure and Di sposition datatsets. *;
* Derive Popul ation Flags, Denog Decode/ Code vari abl es. *;

* Re-Derive Arml ArnCd/ Act Arml Act ArnCd vari abl es. *;

* Derive Planned and Actual Treatment Sequence variables. *;

* Derive Trt<nn>A Trt<nn>AN Trt <nn>P/ Trt <nn>PN vari abl es. *;

* Derive Treatnent and Analysis Period Date, Tinme and DateTinme variables. *;
EE IR S I Sk I R R R R I I R R S I R I S I R I I I I S I kS S I kR I O O

oc Sort Data=DnfSet Adsl ;
By Usubj Id;

45 (GMTY

roc Sort Data=ExSet Adsl;

-202321

By Usubj Id;

=)

ta Adsl;
Length Arm Act Arm Aet hnic Arace $200. ArnCd Act ArnCd $20. TRTO1A $200.
TRT02A $200. RaceG 1x RaceG1 $100.;
Mer ge DnfSet _Adsl (i n=_dm ) ExSet _Adsl (in=_ex_) RandSet (in=_ras_)
Enrl Set (in=_enr_) CmpFl Set (in=_cnp_) EosEot Set;
By Usubj Id;

If dm;

If dm_ and _ex_ then

090177e196b7a9fO\Final\Final Org; OG-Agpr

Saf FI =" Y";
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Else if _dm and " _ex_ then

Saf FI ="N';

If dm and ras_ then
RandFl =" Y";
El se

RandFl =" N";

i f RandFL="N"' t hen
Saf FL="N";

If dm_ and _enr_ then
Enrl Fl =" Y";
El se

Enrl FI =" N';

If _dm_ and _cnp_ then
Conpl FI ="Y";

El se
Conpl FI =" N*;

SexN=i nput ( Sex, ?7?7sex.);

RaceN=i nput (Race, ??Race.);

i f ~mssing(Ethnic) then
Aet hni c=Et hni c;
el se

Aet hni c=" UNKNOWN" ;

Et hni cN=i nput (Et hnic, ??Ethnic.);
Aet hni cN=i nput (Aet hnic, ??Aethnic.);
Raci al DN=i nput (Raci al D, ??Racial D.);

RaceQt h=" ";

If "M ssing(Race) then
do;

i f upcase(Race)="MILTIPLE" then
ARace="MJILTI RACI AL";
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el se
Arace=Race;
end;
el se If mssing(Race) and upcase(Racel)="NOTI REPORTED' then
Arace=Racel,;
Else If "M ssing(RaceQh) then
Arace="OTHER";
El se
Ar ace=" UNKNOVW" ;

AraceN=i nput (Arace, ??Arace.);

I f upcase(Race)="WH TE" then
RACECGR1x="' WHI TE' ;

El se If upcase(Race)="BLACK OR AFRI CAN AMERI CAN' t hen
RACECGR1x="' BLACK OR AFRI CAN AMERI CAN ;

El se If upcase(Race) not in ("WH TE' "BLACK OR AFRI CAN AMERI CAN') t hen
RACEGR1x=' ALL OTHERS' ;

RaceG 1=RaceG 1x;

RaceG 1N=i nput (RaceGr 1, ??RaceG 1x.);

Armecoal escec(strip(Derived Arm, Arm;

Ar mCd=coal escec(strip(Derived_ArnCd), ArntCd);

If Mssing(Derived_Act ArnCd) and ArnCd not in ("SCRNFAIL", "NOTASSGN') then
do;
Act Ar mCd="NOTTRT" ;
Act Arn¥"Not Treated";
End;
Else if "M ssing(Derived_Act ArmCd) and Derived_Act Arntd*=Arntd t hen
do;

If derived_actarncd in ("B1_10", "B1_100", "B1_20", "B1_30", "B2_10",
"B2_20", "B2_30", "B2_P23_30", "PLACEBCO') then
do;
Act Arntd=deri ved_act ar ntd,;

Act ar meder i ved_act ar n2;
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End;
Else if derived_actarncd in ("Bl1" "B2") and substr(arncd, 1,
2) =substr(derived_actarncd, 1, 2) then
do;
Act Ar ntd=ar ntd;
Act ar nmrar m
End;

Else if derived_actarncd in ("B1" "B2") and not m ssing(dsrangrp) then

do;
Act Arntcd=strip(derived_actarncd)||"_"|]|strip(scan(dosalvl, 1, "("));
Actarnrstrip(derived _actarm||" Phase 1 ("|]|strip(scan(dosalvl, 1,
"t meg)”;
End;

Else if derived_actarncd in ("Bl1" "B2") and m ssing(dsrangrp) then
do;
Act Arntd=strip(derived_actarncd)||"_P23_30";
Actarnestrip(derived_actarm||" Phase 2/3 (30 ntg)";
End;
Else if derived_actarncd in ("PLACEBO') then
do;
Act Ar nrcd="PLACEBQO';
Act ar n¥" Pl acebo";
End;
Else if derived_actarncd not in ("B1_10", "B1_100", "B1_20", "Bl 30",
"B2_10", "B2_20", "B2_30", "B2_P23_30", "PLACEBO') and not
m ssi ng(derived_actarncd) then
do;
Act Ar mCd="NOTTRT" ;
Act Arn¥"Not Treated";
End;
Else if derived_actarncd not in ("B1_10", "B1_100", "B1_20", "Bl 30",
"B2_10", "B2_20", "B2_30", "B2_P23_30", "PLACEBO') then
do;
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Act Ar mCd="UNPLAN" ;
Act Ar m=" Unpl anned Treat ment";
End;
End;
Else if "M ssing(Derived_Act ArmCd) then
do;
Act Ar mCd=Der i ved_Act Ar nCd;
Act ArmeDer i ved_Act Ar n2;
End;
Trt SeqA=Stri p(Derived_Act Arnj;
TRTO1AN=i nput (_Act ArnCd1, ?? TrtNFmt.);
TRTO2AN=i nput (_Act ArnCd2, ?? TrtNFmt.);
Format Conpl Dt RandDt Enrl Dt date9.;
Drop Racet h RaceG 1x;

Run;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhhkhhhhhkhhhhhhdhhhdhhhdhhhdhdhdhhdhhdhhdhhdhhdhhddxhrdhdddrddrddrddxx*x*

—~

= : :

< Derive AAge and AAgeU variables. *;

% Derive Age<x> and Age<x>U from AAge [where x=Y,M WD and H . *;

Ei Derive Age Group related variables from Anal ysis Age variable [ AAGE]. *;
N
‘ir\-****************************************************************************************
o

)

oY

L

gata adsl ;

1

set adsl;

i f not m ssing(RANDDT) then
ENRLDT=RANDDT;

el se if not m ssing(RFICDTC) then
ENRLDT=i nput ( RFI CDTC, yymdd10.);

un;

at a adsl ;

set adsl;
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| ength aageu $6 agegrl $100 RANDAGE $100;
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_bi rthday=day(brthdt);
_birthnt h=ront h(brthdt);
_birthyr=year(brthdt);
_Enr| Dt day=day(Enr| Dt);
_EnrlI Dt nt h=nont h(Enrl Dt);
_Enrl Dtyr=year (Enrl Dt);

aage=_EnrI Dtyr - _birthyr;

if (_EnrIDtnmth It _birthmh) or ((_EnrIDinth eq _birthnth) and (_EnrlDtday It
_birthday)) then
do;
aage=aage - 1;

end;

i f n(aage) then

aageu="YEARS";

I f 12<=(aage)<=15 and mi ssi ng(dsrangrp) then
RANDAGE=' 12- 15 Years';

El se If 16<=(aage)<=55 and mi ssing(dsrangrp) then
RANDAGE=' 16-55 Years';

El se If 18<=(aage)<=55 and not m ssing(dsrangrp) then
RANDAGE=' 18- 55 Years';

El se If 65<=(aage) and not mi ssing(dsrangrp) then

-Apr-2021 21:45 (GMT)

RANDAGE=' 65- 85 Years';

El se If 56<=(aage) and m ssing(dsrangrp) then
RANDAGE=' >55 Years';

agegr 1=RANDAGE;

agegr 1N=i nput (agegrl, ??RANDACGE.);

drop RANDAGE;

[
>

at a adsl ;

set adsl;
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| engt h aageyu $6;

_bi rthday=day(brthdt);
_birthnt h=ront h(brthdt);
_birthyr=year(brthdt);
_Enr| Dt day=day(Enr| Dt);
_EnrlI Dt nt h=nont h(Enrl Dt);
_Enrl Dtyr=year (Enrl Dt);

aagey= _EnrlDtyr - _birthyr;

if (_EnrIDtnmth It _birthmh) or ((_EnrIDinth eq _birthnth) and (_EnrlDtday It
_birthday)) then
do;
aagey=aagey - 1;

end;

i f n(aagey) then
aageyu="YEARS";
| engt h aagemu $6;
aagenvi nt ((Enrl Dt - brt hdt +1) / 30. 4375) ;

if n(aagem then
aagemnmu="MONTHS" ;

| engt h aagewu $6;

aagew=int ((Enrl Dt-brthdt+1)/7);

i f n(aagew) then
aagewu="WEEKS" ;

| engt h aagedu $6;

aaged=Enr|I Dt - brthdt + 1;

i f n(aaged) then
aagedu="DAYS";

| engt h aagehu $6;

aageh=(EnrI Dt - brthdt + 1)*24;

i f n(aageh) then
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aagehu="HOURS";
run;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhhhhhhhdhhhdhhhdhhhdhdhdhhdhhdhhdhhdhhdhhddxhrdhrdhrddrddrrdxx*x*

* Pl anned Treatments Sequence from Treatmap *;
EE IR S I S I S S R R R I I R R S I R S I R R I I I I I S I R Ik kI

Dat a Adsl;
Set Adsl;
Length TrtSeqP $200. _TrtpTnpl TRTO1P $200. ;
_Trt pArnCd1=Ar mCd;
TRTO1P=Ar m
_TrtpTmpl=TRTO1P;

if _TrtpArnCdl="B2_P23_30" then
TRTO1PN=1;
else if _TrtpArnCdl="PLACEBO' then

= TRTO1PN=2;

=

¢ TrtSeqP=_TrtPTnpl;

N

Run;

ﬁ
;'*****************************************************************************************
N

(o)

N . . . .
%_Demve Vacci nation Dates and Age rel ated variables. *;
<

R I S R R R S O SRR R I I b S S R S R R I O S Rk kb b S R Rk b O b

%
*

roc sort data=exset out=exuse(renane=(visitnumrvstn_org visit=vst_org));
by usubjid exstdtc exendtc visitnum

where visitnumne .;

c
>

at a exset;

set exuse;

i f index(vst_org, "_VAX1") then

090177e196b7a9f6\Final\FinabOn: 06

vi si t nunkl;

FDA-CBER-2022-5812-0736097



i f index(vst_org, "_VAX2") then

Vi Si t nunE2;

i f index(vst_org, "_VAX3") then

Vi si t nunE3;

i f index(vst_org, "_VAX4") then

Vi si t nunE4;

if vst_org="" and period="Doubl e Blinded Period" then
vi si t nun¥2. 01;

else if vst_org="" and peri od="Open Label Period" then
vi si t nunv4. 01;

run;

proc sort data=exset out=exvac_(keep=usubjid visitnum exstdt) nodupkey;
by visitnum usubji d;

run;

)

at a exvacxxl;

(GMT

set exvac_;

where visitnumin (1 2 2.01);

c

n

202% 21:45

at a exvacxx2;

_Ap&

set exvac_;
where visitnumin (3 4 4.01);

un;

at a exvac;
set exvacxx:;

un;

oc sort data=exvac out =exvac(keep=usubjid visitnum exstdt) nodupkey;

=~

by visitnum usubji d;

un;
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proc sort data=exset out=exvisgl(keep=visitnum nodupkey;
by visitnum
where visitnumin (1 2 2.01);

run;

dat a exvisgl;
set exvisgl end=eof;
by visitnum
 ength vaxvar $8 vaxl abel $40;
vaxg=1;
vaxn=put (_n_, z2.);
vaxvar =cat s(" VAX", "1", vaxn, "DT");

vaxl abel =i fC(1 eq 1, catx(" ", "Vaccination Date", vaxn), catx(

"Vacci nati on Groupl Date", vaxn));

if eof then

call synputx(cats('_nvax', 1), cats(_n_));

[
>

at a exvi s(i ndex=(visitnum);

45 (GMT)

set exvisgl;

-2021 21
[
2

oc sort data=exset out=exvisg2(keep=visitnum nodupkey;

_@r

by visitnum
where visitnumin (3 4 4.01);

un;

ata exvisg2;
set exvisg2 end=eof;
by visitnum
 ength vaxvar $8 vaxl abel $40;
vaxg=2;

vaxn=put(_n_, z2.);

090177e196b7a9f0\Firal\Fimal On: 06

vaxvar =cat s(" VAX", "2", vaxn, "DI");
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run;

vaxl abel =i fC(2 eq 1, catx(" ", "Vaccination Date", vaxn),

"Vacci nati on Group2 Date", vaxn));

if eof then

call synputx(cats('_nvax', 2), cats(_n_));

dat a exvi s(index=(visitnun));

run;

set exvis exvisgz;

data rfadsl (keep=usubjid brthdt index=(usubjid));

run;

set adsl;

dat a exvacl;

090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)

set exvac;

CatX(" ||’

set exvi s(keep=vi sitnum vaxg vaxn vaxvar vaxl abel) key=vi sitnunif uni que;

set rfadsl key=usubji d/ uni que;

if _error_=1 then
do;
_error_=0;
call mssing(brthdt);
end;
cval ue=exst dt;

out put exvacl;

i f vaxg=1l then
do;
vaxvar =cat s(' AGETR , vaxn);
vaxl abel =cat x(' ', 'Age at Vaccination'
_birt hday=day(brthdt);
_birthnt h=ront h(brthdt);

_birthyr=year(brthdt);

vaxn);
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_exst dt day=day(exstdt);
_exstdtnt h=nront h(exstdt);
_exstdtyr=year (exstdt);

cval ue=_exstdtyr - _birthyr;

if (_exstdtmth It _birthnmh) or ((_exstdtmh eq _birthmh) and (_exstdtday

It _birthday)) then
do;
cval ue=cval ue - 1,
end;
out put exvacl;
end;

run;

proc sort data=exvacl
by usubji d;

run;

oc transpose dat a=exvacl out=exvac2(drop=_:);
by usubji d;
id vaxvar;
i dl abel vaxl! abel

var cval ue;

-Apr-2021 21:45 (GMT
>

86

at a exvac?z;

set exvacz2;

attrib agetruOl | abel ="Age Units at Vaccination 01" |ength=$6;

if n(agetr01) then
aget ru0l1l="YEARS";
format vax101ldt date9.

attrib agetru02 | abel ="Age Units at Vaccination 02" |ength=$6;

if n(agetr02) then
aget ru02="YEARS";

090177e196b7a9fO\Final\Final On:
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format vax102dt date9. ;

attrib agetru03 | abel ="Age Units at Vaccination 03" |ength=$6;

if n(agetr03) then

aget ru03="YEARS";
format vax103dt date9.;
format vax201dt date9.;
format vax202dt date9.;
format vax203dt date9.;

l engt h | NFAGE agetgrl $40.;

I f 12<=(agetr01)<=15 and mi ssing(dsrangrp) then
I NFAGE=' 12- 15 Years',

Else If 16<=(agetr01)<=55 and m ssing(dsrangrp) then
| NFAGE=' 16-55 Years',

El se If 18<=(agetr01l)<=55 and not m ssing(dsrangrp) then
| NFAGE=' 18-55 Years',

El se If 65<=(agetr01) and not m ssing(dsrangrp) then
| NFAGE=' 65-85 Years',

El se If 56<=(agetr01) and m ssing(dsrangrp) then
| NFAGE=' >55 Years';

aget gr 1=l NFAGE;

aget gr 1n=i nput (1 NFAGE, ?7?I NFAGE.);

attrib agetgrl | abel ="Age Group at Vaccination 01" agetgrln

-Apr-2021 21:45 (GMT)

| abel =" Age Group at Vaccination 01 (N)";

c

n;

ata adsl ;
nmer ge adsl (i n=a) exvac2(keep=usubjid vax101ldt vax102dt vax103dt vax201dt
vax202dt vax203dt agetrO0l agetruO0l agetr02 agetru02 agetr03 agetru03 agetgriln
agetgrl);
by usubji d;

if a;

020177e196b7a9f0\FinaI\IémaI On: 06
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hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhkhhhhhkhhhhhhhhhdhhhdhhhdhdhddhdhhdhhdhhdhhdhhdhhddhddhrddrddrddrhdxx*x*

1
* * -

VS *;
khkkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhkhhhhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhdhhdhhddhrdhrddrdkdrrdrdd*x*x*

data srv_vs;
set dataprot.vs;
vsdt =i nput (vsdtc, ??is8601da.);
format vsdt date9.;
keep usubjid vsdt;
where “~m ssing(vsorres);

run;

proc sort data=srv_vs;
by usubjid vsdt;

run;

data srv_vs;

set Srv_vs;

(GMT)

by usubjid vsdt;

if last.usubjid;

-2021 21:45
>

R I R R R R R R O O O R R R Sk S S R I O S R R R Ik O kb b R R b

06-Apr

.LB *;

khkhkkhkhkkhhkhhhkhhhhhhhkhhkhhhkhhhkhhhkhhhhhhkhhhdhhhdhhhdhdhddhdhhdhhdhhdhhdhhrhhddhrdxdhdddrddrddrrdxx*%

data srv_|b;

set dataprot.|b;

| bdt =i nput (I bdtc, ??is8601da.);
format | bdt date9.;

keep usubjid | bdt;

where ~m ssing(l borres);

€90177e196b7a9f0\Final\Fina*On#

c
>

FDA-CBER-2022-5812-0736103



proc sort data=srv_IDb;
by usubjid I bdt;

run;

data srv_Ib;
set srv_lb;

by usubjid I bdt;

if last.usubjid;

run;

IR I I I R R O S R R I S S S R R I Sk O R R R Sk o b b S b R R

1
* * -

CM *;
khkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhkhhkhhhhhhhhhdhdhdhdhdhdhddhddhdhhdhhdhhdhhdrhhddxhrdhdddrdkdrrdrddxx*x*

data srv_cm

set dataprot.cm

cnst dt =i nput (cnmstdtc, ??is8601da.);
format cnstdt date9.;

cnmendt =i nput (cmendtc, ?7?is8601da.);
format cnendt date9.;

_maxcndt =max(cnst dt, crendt);

pr-2021 21:45 (GMT)

keep usubjid _maxcndt;

[
>

=

oc sort data=srv_cm

by usubjid _maxcndt;

c
>

ata srv_cm
set srv_cm

by usubjid _maxcndt;

if last.usubjid;

020177e196b7a9f6XFinaHFinaI ©n: 0G:A
=)
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hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhkhhhhhkhhhhhhhhhdhhhdhhhdhdhddhdhhdhhdhhdhhdhhdhhddhddhrddrddrddrhdxx*x*

1
* * -

PR *;
khkkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhkhhhhhhdhhhdhdhdhdhdhhdhhdhhdhhdhhdhhdhhddhrdhrddrdkdrrdrdd*x*x*

data srv_pr;
set dataprot. pr;
prstdt=i nput (prstdtc, ?7?is8601lda.);
format prstdt date9.;
prendt =i nput (prendtc, ?7?is8601da.);
format prendt date9.;
_maxprdt =max(prstdt, prendt);
keep usubjid _maxprdt;

run;

proc sort data=srv_pr;

by usubjid _maxprdt;

=)

ta srv_pr;
set srv_pr;

by usubjid _maxprdt;

if last.usubjid;

=)

R I I R I R R R kS R R R Sk R R o O O R R Ik O S b R SRR b O b

GOn: 06=Apr-2021 21:45$GMT;)

3

Fdhkhkkhkhkkhkhkhhkhkhhhkhhhkhhkhhhkhhhkhhhhkhhhhhkhhhdhhhdhhhdhhhdhdhdhhdhhdhhdhhdhhrdkhrdxhrdhdddhrdk rdxdrrk *x*x*%

ata srv_ds;
set dataprot.ds;
dsst dt =i nput (dsstdtc, 7??is8601da.);

format dsstdt date9.;

090177e196b7Za9fO\Final\Final-

wher e dsdecod not in ("LOST TO FOLLOW UP", "DEATH', "ENROLLED");
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keep usubjid dsstdt;

run;

proc sort data=srv_ds;
by usubjid dsstdt;

run;

data srv_ds;
set srv_ds;

by usubjid dsstdt;

if last.usubjid;

run;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhhhhhkhhkhhhkhhhhhhdhhhdhdhdhhhdhhhdhhdhhdhhdhhdhhhhhrdxhrdhdddrddrddrrdrx*x*

1
* * -

DM *;
khkhkkhkhkkhhkhkhhhhhhhhhhhhhhhhhhkhhhhhhhhhhhdhhhdhdhdhdhddhddhddhdhhdhhdhhdhhdhhrdhdddrdxdrrdrdkdxx%x*

ta srv_dnmadt hdt;

set dataprot.dm

i f ~mssing(dthdtc) then
do;
length yr $4 mm dd $2;
yr=substr(dthdtc, 1, 4);
nmmesubstr (dt hdtc, 6, 2);
dd=substr(dthdtc, 9, 2);

if yr ne' ' then
do;
df l ag=" ';
if (dd egq" " or dd eq "-T") and nmne " " then
do;
dd='01';
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df lag='D ;

end;
if rmeq" " or meq "--" then
do;
me' 01" ;
dd='01';
df l ag=" M ;
end;
newdate=(trim(left(yr))||'-"||trinm(left(mm))||'-"||trinm(left(dd)));

adt hdt =i nput (newdat e, ?7?is8601da.);
format adthdt date9.;
adt hdt F=df | ag;
end;
drop yr mm dd dfl ag newdat e;
end;

keep usubjid adthdt adthdtf;

4GMT)

oc sort data=srv_dnmadt hdt;

by usubji d;

r202% 21:45
>

Ahkhkkhkhkkhkhkhhhkhhhhhhhhkhhhkhhhkhkhhkhkhhkhhhkhhhdhhhhhhdhdhdhdhdhhdhhdhhdhhdhhrhhrdhrdhrdhrddrddrrd*x*x*%

_A-p

Get recent nost(max) fromall assessnent dates and along with Treatnent Start/End and *;
Randomi zati on Date. *;

Note: If derived ADTHDT is on or prior to SRVLACDT then reset as Last Contact Date +1.*;

R I S R R R S R R R R SRR I b S S S R R I O o O R IR R kb b b S R b

ata SrvSet;
mer ge Adsl (i n=a keep=usubjid trtsdt trtedt RANDDT dthfl) srv_dnmadthdt srv_vs
srv_Ib srv_cmsrv_pr srv_ds;

by usubji d;

090177e196b7agf0\FinalFinal On: 066

if a;
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_srvlacdt =max(trtsdt, trtedt, RANDDT, vsdt, |bdt, _maxcndt, _maxprdt, dsstdt);

if (("missing(adthdtf) and adthdt<=_srvlacdt) or (dthfl="Y" and
m ssing(adthdt))) then

adt hdt =_srvl acdt +1;

i f mssing(adthdt) then

srvl acdt=_srvl acdt;
attrib adthdt |abel ="Anal ysis Date of Death" format=date9.;
attrib srvlacdt |abel ="Date of Last Contact" format=date9.;

keep usubjid srvlacdt adthdt adthdtf;

run;
data adsl;
nmer ge adsl (i n=a) srvset (i n=b keep=usubjid adthdt: srvlacdt);
by usubji d;
if a;
dt hdt =adt hdt ;
£ dthdtf=adthdtf;
O
; drop adt hdt adthdtf;
Ei format dthdt date9.;
N
Hun;
Ql
N
i*****************************************************************************************

_A-p

Specification 1 *;
ADD | NDI VI DUAL BASELI NE | NFO. *;
1 - Cohort info. *;
2 - Phase info. *;

3 - Age Group variables. *;

khkhkkhkhkkhhkhhhhhhhhhhhhhhhhhhkhkhhkhhhhhhhhhdhhhdhdhdhdhddhddhdhhdhhdhhdhhrdkhddxhrdxhrdhrddrddrrkd**x*%

Cohort info;

ata suppds;
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set dat aprot. suppds;
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wher e gnam=" DSRANGRP"

proc sort;
by usubji d;

run;

data adsl ;

nmer ge adsl (i n=a) suppds(keep=usubjid gva

by usubji d;

| abel COHORT="Cohort G oup" COHORTN="Cohort G oup (N";

i f index(cohort, "Stage 1") then

srti1=1;
el se if index(cohort,

srtl=2;

"Stage 2") then

i f index(cohort, "21 Day") then

srt2=1;

el se if index(cohort,
Srt2=2;

el se if index(cohort,

srt2=3;

i f index(cohort, "Age
srt3=1;

el se if index(cohort,
Ssrt3=2;

el se if index(cohort,

srt 3=3;

srt4=1;

el se if index(cohort,
Srt4=2;

el se if index(cohort,

srt4=3;

090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)

"1-dose") then

"60 Day") then

18 to 55") then

"Age 65 to 85") then

"Age 56 to 85") then

i f index(cohort, "BNT162al") then

"BNT162b1") then

"BNT162b2") then

renane=( gval =CCHORT) ) ;
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el se if index(cohort, "BNT162c2") then
Srt4=4;

i f index(cohort, "Low") then
Srt5=2;

el se if index(cohort, "Low') then
srt5=1;

el se if index(cohort, "-Hi gh") then
Srt5=4;

el se if index(cohort, "Mediuni) then
Srt5=3;

el se if index(cohort, "High") then
Srt5=5;

if srtl=1 then
do;

if srt2=1 then
cohortn=srt1+0. 1+(srt3-1)*0. 2+(srt4-1)*0. 03+0. 01+(srt 5-1) *0. 005;
else if srt2>1 then
cohortn=srt1+0. 5+(srt3-1)*0. 2+(srt2-2)*0. 1+srt 4*0. 01,
end;
else if srtl>1 then

cohortn=srt1+0. 1+(srt3-1)/2*0. 3+(srt2-1)*0. 1+srt4*0. 01+srt 5*0. 001;

-Apr-2021 21:45 (GMT)

cohort n=round(cohortn, 0.001);

c
>

Di stinct subject fromphase 1 & 2 & 3;

£rproc inport datafile="&expath./phasel-participants. x| sx" out=phasel dbns=xl| sx

fo\Final\Final O 06

epl ace;

<
D
wn

@ ;

-~ -
© 5 X

D A

@

n

re
c
2

SCheck file nanme before finalization;
(o))
o
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proc inmport datafil e="&expath./C4591001_Phase 1 subjects from DMN x| sx"
out =phasel dbms=xl sx repl ace;
get nanes=yes;

run;

proc sqgl UNDO_POLI CY=NONE
create table phasel as select strip(put(SUBJECTNUMBERSTR, best.)) as subjid
from phasel order by subjid;

quit;

/[*proc inport datafile="&expath./phase2-360-participants.xlsx" out=phase2
dbnms=xl sx repl ace;

RXLX;

get nanes=no;

dat ar ow=2;

sheet =" Subj | D_360";

run; */

*Check file name before finalization;

—

roc inport
tafil e="&expath./first_C4591001 360_partici pants_enrolled V1.0 _13Aug2020_update. xl sx"

out =phase2 dbms=xl sx repl ace;
get names=no;
dat ar ow=2;

sheet =" Subj | D_360";

-Apr-2021 21:45

c

n;

ata phase2?;
set phase2;
| ength subjid $20;
subj i d=B

roc sort;

e196b7a9fO\Final\FinabOn: 66

by subji d;

un;

0177

o)
Prproc inport datafile="&expath./phase3-6k-participants. x|l sx" out=phase3
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dbms=xl sx repl ace;

RXLX;

get nanes=no;

dat ar ow=2;

run; */

*Check file nane before finalization;

proc i mport

dat af i | e="&expat h./ new i st _C4591001_6k_partici pants_enroll ed _V3.0_17sep2020. csv"

out =phase3 dbms=csv repl ace;

get nanes=no;
dat ar ow=2;

run;

dat a phases;
set phases;

l ength subjid $20;

subj i d=scan(varl, -1, " ");

= *Check file nanme before finalization;
% *subjid=scan(A, -1, " ");
To)
< .
Jroc sort;
o\
m by subji d;
o
qun;

S

at a adsl ;

nmer ge adsl (i n=a) phasel(keep=subjid in=b) phase2(keep=subjid in=c)
phase3(keep=subjid in=d);
by subji d;

if a;
attri b PHASEN | abel =" Study Phase (N)" PHASE | abel =" St udy Phase" format=%$200.;
if b then

do;
PHASEN=1;

090177e196b7a9fO\Final\Final On; 0G:A

PHASE=" Phase 1";
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end;
else if c then
do;
PHASEN=2;
PHASE=" Phase 2_ds360/ ds6000";
end;
else if d then
do;
PHASEN=3;
PHASE=" Phase 3_ds6000";
end;
el se
do;
PHASEN=4;
PHASE="Phase 3";

end;

= i f phasen ne 1 then
% do;

L dospl vl ="";
RJ' dosal vl ="";
-

N dospl vl n=.;
o

s dosal vl n=.;
< end;

c
>

Cat egori ze age groups;

at a adsl ;

set adsl;

i f mssing(AGETR01) then
do;
AGETRO1=AAGCE;
AGETRUO1=AACEU;

090177e196b7a9f0\Firal\Firral Oz 06
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ACGETGRL=ACEGR1;
AGETGRLIN=AGEGRLN,
end;
ACEGCR1=AGETCGR1;
AGEGCRLIN=AGETGRLN,
| engt h AGEGR2 AGEGR3 AGEGR4 $100.;

i f PHASEN*=1 t hen
do;

i f AGEGRIN=3 t hen
do;
AGEGRIN=2;

AGEGR1="16-55 Years",

end;

i f AGECGRLN=4 then
do;
AGEGRLN=5;
ACGECGR1=">55 Years",;

end;

i f 12<=AGETR01<=15 t hen
do;

AGEGR4="12-15 Years",

AGEGRAN=1,

end;

i f 16<=AGETR01<=25 t hen
do;

AGEGR4="16-25 Years",

ACGEGRAN=2;
end;
end;
el se

do;
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i f AGEGRIN=2 t hen
do;
AGEGRIN=3;

AGEGR1="18-55 Years",

end;

i f AGEGRIN=5 t hen
do;
AGEGRIN=4;

AGEGR1="65-85 Years",

end;

end;

i f 65<=AGETRO1 then
do;
AGEGR2N=2;
ACECGR2=">=65 Years";
end;
el se if .<AGETR01<65 then
do;
AGEGR2N=1;
ACGECGR2="<65 Years",;

end;

i f 16<=ACGETR01<=17 then
do;
AGEGR3N=1;
AGEGR3="16-17 Years",
end;
el se if 18<=AGETR01<=55 t hen
do;
AGEGR3N=2;
AGEGR3="18-55 Years",

end;
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-Apr-2021 21:45 (GMT)

€90177e196b7a9f0\Final\Final On: 06

c
>

el se if AGETRO1>55 then
do;
AGEGR3N=3;
ACGECGR3=">55 Years",;

end;

if vax20ldt>. and brthdtc ne "" then
do;
| abel agetr03="Age at Vaccination 03" agetru03="Age Units at Vaccination 03"
aget gr 3="Age Group at Vaccination 03"
aget gr 3n="Age G oup at Vaccination 03 (N"
agetr 03=f| oor ((vax201dt-brthdt)/ 365. 25);

i f substr(brthdtc, 5)=substr(strip(put(vax201dt, yymdd10.)), 5) then
aget r 03=i nput (substr(strip(put(vax201dt, yymmdd10.)), 1, 4),
best.)-input(substr(brthdtc, 1, 4), best.);
aget ru03="YEARS";

i f 16<=agetr03<=55 then
do;
aget gr 3="16-55 Years",;
aget gr 3N=1;
end;
else if agetr03>55 then
do;
aget gr 3=">55 Years";
aget gr 3N=2;
end;
end;
el se
do;
agetr03=.;
aget ru03="";

end;
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hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhkhhhhhkhhhhhhhhhdhhhdhhhdhdhddhdhhdhhdhhdhhdhhdhhddhddhrddrddrddrhdxx*x*

* Specification 2 *;

* ADD PERI OD 2 TRT | NFO AND VAX- SPECI FI C VARS *;
* 1 - VAXnOnTM VAXnOn. *;

* 2 - TRTO2P/ TRTO2PN. *

* 3 - TRO1:/TRO2: for subjects that can not be distinguish as 2 periods *;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhhhhhhhhhhhhhdhhhdhhhdhhhdhdhddhddhdhhdhhhhhrhhddhrdhrddrddrddrrdxx%x*

*VAXnOnTM VAXnOn;

proc sql;
create table ex as select a.*, b.phasen fromExSet a left join adsl b on
a. usubj i d=b. usubjid order by periodn, usubjid, visitnum

run;

proc sort data=ex nodupkey;

by periodn usubjid visitnum

=)

ta ex;
set ex;

by periodn usubjid visitnum

if extptref in ("VACCH NATI ON 1" "VACCI NATI ON 3") then

ext np=1;

if extptref in ("VACCH NATI ON 2" "VACCI NATI ON 4") then

ext np=2;

i f extptref="UNPLANNED VACCI NATI ON' t hen
ext np=3;
ext pt ref In=peri odn* 100+ext np;
ext ptref 1="VAX"||strip(put (extptrefln, best.));
format extime tinme8. exdatetine datetine20.;

ext i me=i nput (scan(exstdtc, 2, "T"), tinme8.);
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exdat eti me=i nput (exstdtc, is8601dt.);
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i f exdosu in ("ug" "ncg") and index(extrt, "“BNT") then

extrtl=strip(extrt)||" ("|]|strip(exdose)||" (*ESCt){unicode 03BC}Qg)";

el se if phasen=1 and periodn=1 and index(extrt, "BNT") and index(dosalvl, "/")

t hen

extrtl=strip(extrt)||" ("|]strip(scan(dosalvl, 1,

m ssi ng(dosal vl) then

extrtl=strip(extrt)||" ("|]|strip(dosalvl)[]")"

SN

el se if phasen=1 and periodn=1 and index(extrt, "BNT") and not

el se if not (phasen=1 and periodn=1) and index(extrt, "BNT") then

extrtl=strip(extrt)||" (30 (*ESC*){uni code 03BCtQg)";

if extrt="Placebo" then

extrtl=extrt;

proc sort;

by usubjid extptrefln;

run;
=

$roc transpose dat a=ex out=t _ex;
O .

~ by usubjid;

53 y J

o idextptrefl;

o\

— var extrtl;

N

=)

|un;

S

roc transpose data=ex out=t_exl1l prefix=vax suffix=tm
by usubji d;
id extptrefln;

var extine;

[
>

=

oc transpose data=ex out=t_ex2 prefix=vax suffix=dtm
by usubji d;
id extptrefln;

var exdatetine;
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*Correct Period 2 info;

proc format;
invalue trtfm "BNT162bl Phase 1 (10 ntg)"=1 "BNT162bl Phase 1 (20 ntg)"=2
"BNT162b1 Phase 1 (30 ntg)"=3 "BNT162bl Phase 1 (100/10 ntg)"=4
"BNT162b2 Phase 1 (10 ntg)"=5 "BNT162b2 Phase 1 (20 ntg)"=6
"BNT162b2 Phase 1 (30 ntg)"=7 "BNT162b2 Phase 2/3 (30 ntg)"=8 "Placebo"=9;

run;

dat a adsl (renane=( VAX103=VAX10U VAX203=VAX20U VAX103DT=VAX10UDT
VAX203DT=VAX20UDT VAX103TM=VAX10UTM VAX203TM=VAX20UTM) ) ;
nmerge adsl (i n=a drop=trtseqp trtseqa rename=(trt0lp=_trt0lp trtO0lpn=_trt0lpn
trtOla=_trtOla trtOlan=_trtOlan trt02a= _trt02a trt02an=_trt02an))
t _ex(drop=_NAME ) t_exl(drop=_NAME ) t_ex2(drop=_NAVE );

by usubji d;

if a;

| abel VAX103DT="Vacci nati on Date Unpl anned" VAX201DT="Vacci nation Date 03"
VAX202DT="Vacci nati on Date 04"
VAX203DT="Vacci nati on Date Unpl anned in Period 02" VAX101="Vacci nation 01"
VAX102="Vacci nati on 02" VAX103="Vacci nati on Unpl anned"”
VAX201="Vacci nati on 03" VAX202="Vacci nati on 04"
VAX203="Vacci nati on Unpl anned in Period 02" VAX101TM="Vaccination Tinme 01"
VAX102TM=" Vacci nation Tine 02" VAX103TM="Vacci nation Ti me Unpl anned"
VAX201TM=" Vacci nation Time 03" VAX202TM="Vacci nati on Ti ne 04"
VAX203TM=" Vacci nation Ti me Unpl anned in Period 02";

i f TRO2SDT ne VAX201DT and VAX201DT>. then
do;
TRO1EDTMemax ( VAX103DTM  VAX102DTM  VAX101DTM) ;
TRO1EDT=dat epart ( TROLEDTM ;
TRO1ETM-t i mepart ( TROLEDTM ;
TRO2SDTM=VAX201DTM
TRO2SDT=dat epart ( TRO2SDTM ;
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TRO2EDTM=max ( VAX203DTM  VAX202DTM  VAX201DTM) ;

TRO2EDT=dat epart ( TRO2EDTM ;
TRO2ETM=t i mepart ( TRO2EDTM) ;
end;

[ ength TRTO1P TRTO1lA TRTO2P TRTO02A $200;

if armin ("SCREEN FAI LURE" "NOT ASSI GNED') then

do;
act ar mFar m
act ar ncd=ar ntd;

end;

if _TRTO1P not in ("SCREEN FAI LURE"' "NOT ASSI GNED') then

do;
TRTO1P=_TRTO1P;
TRTO1PN=i nput (TRTO1P, trtfmt.);

end;

if TRTO1A ne "" then

do;
if TRTO1A="Pl acebo" then
TRT01A=_TRTO1A;
el se i f PHASEN=1 and i ndex(_TRTO1A, "BNT") and index(dosalvl, "/")=0 then
") TRTO1A=stri p(_TRTO1A)||" Phase 1 ("||tranwd(scan(strip(dosalvl), 1,
"(*ESC*) {uni code 03BC}g", "nctg")||")";
el se if PHASEN=1 and i ndex(_TRTO1A, "BNT") then
TRTO1A=stri p(_TRTO1A)||" Phase 1 ("|]|strip(scan(scan(dosalvl, 1, "/"),
"(*ESC*)"))||"/"||strip(scan(scan(dosalvl, 2, "/"), 1,
"(*ESC)"))||" )"
el se if index(_TRTO1A, "BNT") then
TRTO1A=stri p(_TRTO1A)||" Phase 2/3 (30 ntg)";
TRTO1AN=i nput ( TRTO1A, trtfmt.);
end;
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if trO02sdt>. then
do;

i f PHASEN=1 t hen

TRT02P="BNT162b2 Phase 1 (30 ntg)";
el se

TRT02P="BNT162b2 Phase 2/3 (30 ntg)";
TRTO2PN=i nput ( TRTO2P, trtfmt.);

i f PHASEN=1 and (i ndex(VAX201, "BNT") or index(VAX202, "BNT") or
i ndex(VAX203, "BNT")) then
TRT02A="BNT162b2 Phase 1 (30 ntg)";
el se if (index(VAX201, "BNT") or index(VAX202, "BNT") or index(VAX203,
"BNT")) then
TRT02A="BNT162b2 Phase 2/3 (30 ntg)";
TRTO2AN=i nput ( TRTO2A, trtfmt.);

end;

i f randdt~=. then

TRTSEQP=cat x(' => "', trt0lp, trt02p);

(GMT)

if trtsdt~=. then

TRTSEQA=cat x(' => "', trt0la, trt02a);

-2021 21:45

c
>

R I R I R O R R R O O R R R R S R R I O S O S SRR kO b b b R b

Speci fication 3 *;
ADD PERI OD 2 DI SPCSI TI ON | NFO *;
1 - UNBLNDDT/ REVXI CDT. *;

- EOT for Period 2. *;

O\FinaRkFiral On: 06*Apr

khkhkkhhkhkhhkhhhhhhhhhhhhhhhkhhhkhkhhkhhhhhhkhhhdhhhdhdhdhdhddhddhdhhdhhdhhdhhrhhddhrdhrddhrddrddrrdx*x*%

6b7a9f

£

dd UNBLNDDT from DSSTDTC wher e DSDECOD=" TREATMENT UNBLI NDED ;

oc sql;

create table _unblnd as select distinct usubjid, input(DSSTDTC, yymddl10.) as

0901Z7el
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UNBLNDDT f or mat =dat €9. | abel =" Treat nent Unbl i nded Date" from DsSet where
DSDECOD="TREATMENT UNBLI NDED"' and DSSTDTC ne "" order by usubji d;

quit;

data adsl;
nmer ge adsl _unbl nd;
by usubji d;

run;

*Add revax icd;

data dsicd;
set DsSet;
wher e dsdecod="1 NFORMED CONSENT OBTAI NED' and not m ssing(dsstdtc);

run;

proc sgl undo_policy=none;
create table dsicd as select *, count(usubjid) as icdcnt fromdsicd group by

usubjid order by usubjid, dsstdtc;

E create table dsicd as select a.*, b.unblnddt fromdsicd a left join adsl b on
gl a. usubj i d=b. usubj i d;
To)

< .

Juit;

N

-

Aat a dsicd;

o

5 set dsi cd;

<

where not m ssing(unbl nddt) and icdcnt>1;

c
>

oc sort data=dsi cd;

=

by usubjid descendi ng dsstdt;

[
>

=

oc sort data=dsicd nodupkey;

by usubji d;

c
>

at a adsl ;
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nmer ge adsl dsicd(keep=usubjid dsstdt rename=(dsstdt=REVXI CDT));
[ abel REVXI CDT="Re-vax |nforned Consent Date";
by usubji d;

run;
*Add EOT for open |abel;

proc sql;
create table dsopen as select a.*, b.gval as dsphase fromdataprot.ds a |eft
join dataprot.suppds b on a.usubjid=b.usubjid and a.dsseqg=i nput (b.idvarval,
best.) order by usubjid;

quit;

dat a dsopen;
set dsopen;
Attrib Eot XDcDt Label ="End OF Open Label Treatnment D/ C Date"
For mat =dat e9. Eot XDcRs Label ="End O Open Label Treatnment D/ C Reason”;
Eot XDcDt =i nput (dsstdtc, yynmddi10.);

= Eot XDcRs=dsdecod,;

% wher e DSCAT="DI SPOSI TI ON EVENT" and DSPHASE="OPEN LABEL TREATMENT" and DSDECOD
Q ne " COVPLETED';

=

wun;

-

Ql

aiata adsl ;

2‘ nmer ge adsl (i n=a) dsopen(keep=usubjid Eot XDcDt Eot XDcRs) ;
8 by usubji d;

=

O

= if a;

c

Lun;

g
'II*****************************************************************************************
-

L

o)

g Specification 4 *;

8 ADD OTHER BASELI NE | NFO *;

—

Q@ 1 - BM category. *;

N~

= 2 - Conorbodities flag. *;

o)

@ 3 - COVID baseline info. *;

FDA-CBER-2022-5812-0736123



hkhkhkkhkhkhhkhkhhhhhhhhhhhhhhkhhhkhhhkhhhhhhkhhhdhhhdhdhdhdhdhdhdhhdhhdhhdhhdhhdhhddxhrdhrddrddrdrdrrdxx*x*

*Add basel i ne BM category;

data bm ;
set dataprot.vs;
where index(visit, "V1 _DAY1") and usubjid ne "" and vstestcd="BM" and vsdy<=1;

run;

data adsl;
nmerge adsl (in=a) bm (keep=usubjid vsstresn);

by usubji d;

if a;
| abel BM CAT="Basel i ne BM Category" BM CATN="Baseline BM Category (N";
| engt h BM CAT $20;

if vsstresn=. then

BM CAT="M ssi ng";

if .<vsstresn<18.5 then
BM CAT="Under wei ght ";

el se if 18.5<=vsstresn<25 then
BM CAT="Nor mal wei ght";

el se if 25<=vsstresn<30 then
BM CAT="Over wei ght";

el se if 30<=vsstresn then

BM CAT=" Chese";

i f BM CAT="Underwei ght" then
BM CATN=1;

el se i f BM CAT="Normal weight" then
BM CATN=2;

el se i f BM CAT="Overwei ght" then
BM CATN=3;

el se if BM CAT="Ohese" then
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BM CATN=4,

FDA-CBER-2022-5812-0736124



el se if BM CAT="M ssing" then
BM CATN=5;

run;

*Check file name before finalization;

proc inmport datafile="&expath./BM _12 15 Scal e. xI sx" out =adobm dbns=x| sx

repl ace;
get names=no;
dat ar ow=2;

run;

proc sort data=adobmi ;
by A descendi ng B;

run;

data adobm m
set adobni (where=(A="Male"));

B1=I ag(B);
=
= . .
¢ if missing(Bl) then
g B1=9999;
—
aun;
-
Ql
E@m a adobmi f;

set adobni (where=(A="Fenal e"));

-Apr

B1=I ag(B);

i f mssing(Bl) then
B1=9999;

[
>

at a adobm ;

set adobm f adobm m

c
>

,
o
o
»

=3

undo_pol i cy=none;
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create table adsl as select a.*, b.c as obscut

from adsl

a left join adobm b
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on b. B<=aaged/ 30. 4375<b. B1 and 12<=floor((a.rficdt-a.brthdt)/365.25)<16

and ((a.sex="M and b. A="Mal e") or (a.sex="F" and b. A="Femal e")) order by

a. usubjid;

quit;

dat a adsl (drop=vsstresn obscut);

set adsl;

| abel OBESEFL="Cbese Flag for Adol escent";

i f .<vsstresn<obscut then
OBESEFL="N";

el se if vsstresn>=obscut>. then
OBESEFL="Y";

run;

*ADSL for Conorbodities - Xstart;

/*

proc inmport datafil e="&expath./report-cci-periph-vasc. xl sx"

|ﬁbm;:xl sx repl ace;
S|3>(LX;
To)
Eat arow=17;
N
et names=yes;
g y

o
Aun;
=
Q

Eat a out;

o
set fileout(drop=a);

@)
£un;
£

out =fi | eout

LL
ﬁroc i mport datafil e="&expath./report-cci-hen plegia.xl sx" out=fil eout
c

idbns=xI sx repl ace;
—_—

o

FXLX;

S

dat ar ow=17;

©

oy}

eget nanes=yes;

N~

wun;
—
o
>
Aat a out ;
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set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-Iynphoma. x|l sx" out=fil eout dbnms=xl sx
repl ace;

RXLX;

dat ar ow=17;

get nanes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-I|eukenia.xlsx" out=fil eout dbms=xl sx
repl ace;

RXLX;

dat ar ow=17;

{@et nanes=yes;

=

@un;

To)

Eat a out;

N

get out fileout(drop=a);

o

qun;

2

@Broc inport datafile="&expath./report-cci-nod-sev-liver.xlsx" out=fileout
o

gbms=x| sx repl ace;
Q

B

c

idat ar ow=17;

© :
get nanes=yes;

L

ooun;

—

o)

S

dat a out;

3

get out fileout(drop=a);
N~

run;

—

o

o)

$roc inmport datafile="&expath./report-cci-aids-hiv.xlsx" out=fileout dbms=xlsx
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repl ace;
RXLX;

dat ar ow=17;
get nanes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-any-malignancy. x|l sx" out=fil eout
dbnms=xl sx repl ace;

RXLX;

dat ar ow=17;

get nanes=yes;

run;

data out;

et out fileout(drop=a);
=

@hun;

To)
Eroc i mport datafil e="&expath./report-cci-rheumatic. x|l sx" out=fileout dbms=xlsx
N

+Hepl ace;
Ql

RxLx;

&at arow=17,

©

@et nanmes=yes;

=

oun;

c

c

[dat a out ;

=

_get out fileout(drop=a);

un;

7a9f6\F

groc i mport datafil e="&expath./report-cci-renal.xlsx" out=fileout dbms=xl sx
(o))

+Hepl ace;

N

MRXLX;

-

gat arow=17;
o
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get nanmes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-netastatic-tunour.xlsx" out=fileout
dbms=xl sx repl ace;

RXLX;

dat ar ow=17;

get nanes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-diabetes-w th-conp.xlsx" out=fil eout
gbms:xl sx repl ace;

S|3>(LX;

o)

Eat arow=17;

N
et nanes=yes;
S y

o

qun;

S

Eat a out;

o

set out fileout(drop=a),

O

Fun;

=

u . . . .
ﬁroc i mport datafil e="&expath./report-cci-pul monary. xl sx" out=fil eout dbms=xlsx
c

iLepl ace;

—_—

o

FXLX;

@

_'Eat arow=17;
o)

o))

eget nanes=yes;
N~

un;
-
o

>
Aat a out ;
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set out fileout(drop=a);

run;

proc inmport datafile="&expath./report-cci-mld-Iiver.xlsx" out=fileout
dbms=xl sx repl ace;

RXLX;

dat ar ow=17;

get nanes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-diabetes-w thout-conp. x| sx"
out =fil eout dbms=xlsx repl ace;
RXLX;

dat ar ow=17;

{@et nanes=yes;

=

@un;

To)

Eat a out;

N

get out fileout(drop=a);

o

qun;

2

@Broc inport datafile="&expath./report-cci-cerebrovascul ar. x|l sx" out=fil eout
o

gbms=x| sx repl ace;
Q

B

c

idat ar ow=17;

© :
get nanes=yes;

L

ooun;

—

o)

S

dat a out;

3

get out fileout(drop=a);
N~

run;

—

o

o)

$roc inmport datafile="&expath./report-cci-m.xlsx" out=fileout dbnms=xlsx
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repl ace;
RXLX;

dat ar ow=17;
get nanes=yes;

run;

data out;
set out fileout(drop=a);

run;

proc inmport datafil e="&expath./report-cci-peptic-ulcer.xlsx" out=fileout
dbnms=xl sx repl ace;

RXLX;

dat ar ow=17;

get nanes=yes;

run;

data out;

et out fileout(drop=a);
=

@hun;

To)
Eroc i mport datafil e="&expath./report-cci-chf.xlsx" out=fileout dbms=xl sx
N

+Hepl ace;
Ql

RxLx;

&at arow=17,

©

@et nanmes=yes;

=

oun;

c

c

[dat a out ;

=

_get out fileout(drop=a);

un;

7a9f6\F

gr oc inport datafile="&expath./report-cci-denmentia. x|l sx" out=fileout dbms=xlsx
(o))

+Hepl ace;

N

MRXLX;

-

gat arow=17;
o
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get nanmes=yes;

run;

data out;

set out fileout(drop=a);
run;

*/

*Check file name before finalization;

%racro read _cci;
data filelst;
retain filenum O;
rc=fil ename("dirpdf", "&expath");

openfil e=dopen("dirpdf");

if openfile>0 then

do;
numrem=dnun{ openfil e);
do ii=1to nunmmrem
nane=dr ead(openfile, ii);
i f index(name, "Report_ CCI") then
do;
filenumtl;
out put ;
end;
end;
end;

call synput('filetot', filenum;

run;

%do i=1 %o &filetot;

proc sql;

sel ect nane into: fil enane separated
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quit;

by

fromfilelst where fil enunr& ;
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proc inmport datafile="&expath./&filename" out=fileout dbms=xlsx replace;

dat ar ow=17;
get names=yes;

run;

data fileout(drop=_A);
set fileout(renane=(a=_A));
l ength a $100.;
a=_ A ;

run;

%f & =1 % hen

%o;
data out;
set fileout;
run;
= %end;
% %l se
Q %lo;
=
o\
— data out;
S
N set out fileout;
2‘ run;
©
o
P %end;
© %end;
= €end;
c
iwend;
©
.C .
% ead_cci ;
—_—
o
—
o))
I,Qroc sort data=out dupout=dupp nodupkey;
Qo
L by B
—
Lun;
N~
-
o
groc sql ;
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create table cci as select a.*, b.C fromdataprot.nmh a left join out b on
a. VHPTCD=i nput (b. B, best.);

quit;

proc sort data=cci nodupkey;
by usubji d;
where not m ssing(Q);

run;

data adsl;
mer ge adsl (i n=a) cci (i n=b keep=usubjid);

by usubji d;

if a;

| abel COVBODFL="Fl ag for Conorbodities";

if b then
COVBODFL="Y";
el se

COVBODFL="N";

1 %1:45§GMT)
R

NGet baseline information for efficacy;

20

& i -
Q_Deal with retest;

©
@roc sql;
create table is as select a.*, b.phasen fromdataprot.is a left join adsl b on

a. usubj i d=b. usubj i d;

c
—

ata is_rep;

set is;

if not (phasen=1 and cohortn in (1.18 1.38) and | STSTDTL"="REPEAT TEST" and

visitnumin (60748 60751 60754 60755));

020177e196b7a9f6XFinad:\FinaI On
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data is;
set is_rep;
where index(visit, "V1 DAYl ") and istestcd in ('ClI9NIG);

run;

proc sort data=is;
by usubjid descending isorres;

run;

proc sort data=is nodupkey;

by usubji d;
run;
data isn;
set is;
where isorres="NEG';
run;
=
%at a adsl;
EQ nmerge adsl (in=a) is(in=b keep=usubjid isorres isdy);
Fj by usubji d;
-
% | abel NI GV1FL="N-bi nding Anti body Neg at Visit 1 Flag";
é% if a;

if isorres="NEG' and isdy<=1 then
NI GV1FL="Y";

else if isorres="P0OS" and isdy<=1 then
NI GV1FL="N";

drop isorres isdy;

c
>

ata nb;
set dat aprot. nb;
where index(visit, "V1 DAYl ") and nbt est cd=" RTCOV2NS
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run;

proc sort data=nb nodupkey;
by usubji d;

run;

data nbn;
set nb;
wher e nborres="NEG';

run;

data adsl;
nmer ge adsl (i n=a) mb(in=b keep=usubjid nmborres nbdy);
by usubji d;
| abel NAATNFL="NAAT Negative at Visit 1 Flag";

if a;

i f mborres="NEG' and nbdy<=1 then
NAATNFL="Y";

el se if nmborres="P0OS" and nbdy<=1 then
NAATNFL="N";

drop nborres nbdy;

=)

ta mh;

-Apr-2021 21:45 (GMT)

set dataprot. mh;

where MHDECOD in ("Asynptomatic COVID-19" "COVI D-19" "COVI D-19 pneunoni a"
"COVID- 19 treatnent" "Suspected COVID- 19" "SARS-CoV-2 antibody test positive"
"SARS- CoV-2 carrier" "SARS-CoV-2 sepsis" "SARS-CoV-2 test positive"
"SARS- CoV-2 viraem a" "Multisysteminflamuatory syndrone in children");

un;

at a adsl (drop=i sorres nborres isdy nbdy);
nmer ge adsl (i n=a) mh(in=b keep=usubjid) nb(in=c keep=usubjid nborres nbdy)

i s(in=d keep=usubjid isorres isdy);
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if a;

| abel COVBLST="Basel i ne SARS- CoV-2 Status";

if b or (mborres="P0OS" and nbdy<=1) or (isorres="P0OS" and isdy<=1) then
COVBLST="PCS";

if not b and (nmborres="NEG' and nmbdy<=1) and (isorres="NEG' and isdy<=1) then
COVBLST="NEG';

run;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhhkhhhhhhhhhhhdhhhdhhhdhdhdhdhdhhddhdhhdhhdhhrhhddhrdkhddxdrdxdrddrrd*xx*x*

* Specification 5 *;

* | MMUNOGENI CI TY DATA *;

* 1 - Figure out subjects without V3/V4 but with COVID in w ndow. *;
* 2 - Replace V3/V4 using conval escent visits in w ndow *;

* 3 - Conbine info fromCO and i S. *;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhhhhkhhhhhhkhhhhhhdhhhdhhhdhdhdhhhdhhdhhdhhdhhdhhrhhddhrdhrddrddrddrrdxx*x*

§Subj ects with conval escent visits nmeeting requirenent;

e

Pata cocoval | ;

ﬁ set dataprot. co;

§ where (index(visit, "COVID') or upcase(strip(visit))="V101_VAX3' or
Né_ upcase(strip(visit))="V201_SURVEI L_CONSENT') and rdonmai n="1S" and
<

COREF=' Sanpl e Col |l ected" and COVAL="Y";

c
>

=

oc sql;
create table cocovall 2 as select a.*, b.vax102dt, b.vax1l0Udt from cocovall a
left join adsl b on a.usubjid=b.usubjid;

ui t;

at a cocoval | 3;

set cocovall 2;
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if not m ssing(codtc) and not m ssing(vax102dt) then
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do;
d2di f f =i nput (codtc, yymmdd10.)-vax102dt;

i f 28<=d2diff<=42 then
chfl g=1;
chabs=abs(d2di f f - 30) ;

i f 42<d2diff then
ch2fl g=1;
ch2abs=abs(d2di ff-190);

end;
run;
data is;
set is_rep;
where (index(visit, "COVID') or upcase(strip(visit))="V101_VAX3' or
upcase(strip(visit))="V201_SURVEIL_CONSENT') and isorres ne "";
proc sort nodupkey;
E by usubjid visitnum
O
Yun;
To)
<
—
qroc sql;
-
8 create table cocovall 4 as select a.*, b.isorres from
oY
é_ cocoval | 3(where=(chflg=1)) a left join is b on a.usubjid=b.usubjid and
<

a.visitnuneb. vi sitnum order by usubjid, chabs, isorres desc;

c
—

=

oc sort data=cocoval | 4 nodupkey;

by usubji d;

[
>

=

oc sql;
create table cocovall5 as select a.*, b.isorres from
cocoval | 3(where=(ch2flg=1)) a left join is b on a.usubjid=b.usubjid and

a.visitnuneb. vi sitnum order by usubjid, ch2abs, isorres desc;
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dat a cocovchk;
set cocovall 5;

run;

proc sort data=cocoval | 5 nodupkey;

by usubji d;
run;
proc sql
create table cotenp as select a.*, b.visit as covvis, b.visitnumas covvi snhum
b.codtc as covdtc, b.cody as covdy fromdataprot.co a left join cocovall4 b
on a. usubj i d=b. usubji d;
quit;
proc sql
create table cotenp2 as select a.*, b.visit as covvis, b.visitnumas
covvi snum b.codtc as covdtc, b.cody as covdy fromdataprot.co a left join
cocoval I 5 b on a.usubjid=b.usubjid;
E;it,
e
Pat a subcov;
gj set cotenp(where=(not m ssing(covvis) and index(visit, "_MONTHL_") and
gg COREF=' Sanpl e Col |l ected" and COVAL="N')) cotenp2(where=(not m ssing(covvis)

and index(visit, "_MONTH6_") and COREF=' Sanple Collected and COVAL="N'));

-Apr

mvi s=vi si t;
mvi SNUNEVI Si t num
ndt c=codt c;

keep usubjid nvis nvisnum ndtc covvis covvi snum covdtc;

[
>

oc sql;
create table conew0 as select a.*, b.nmvis, b.nvisnum b.nmdtc, b.covvis,
b. covvi snum b.covdtc from dataprot.co a left join subcov b on

a. usubj i d=b. usubjid and a.visitnuneb. covvi snum and a. codt c=b. covdtc;
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ui t;
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dat a conew;

set conewO;

i f not m ssing(covvisnum then
do;
Vi sit=nvis;
Vi Si t numenmvi snum
codt csave=ndt c;
end;
el se

codt csave=codt c;

b. mvi snum b. ndtc,

b. covvi s,

b. covvi snum b.covdtc fromis_rep a left join subcov b on a.usubjid=b.usubjid

run;
proc sql;
create table isnew0 as sel ect a.*,

and a. vi si t nuneb. covvi snum and a. i sdt c=b. covdtc;
@ui t;
=
SQﬁt a i snew,
2
R set isnew0;
o\
—
8 i f not m ssing(covvisnum then
o
s do;
<

vi sit=nmvi s;
Vi Si t numEMVvi snum

end;

c
>

=

oc sql undo_policy=none;
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create table newis as sel ect coal esce(a.usubjid, b.usubjid) as usubjid,
coal esce(a.visitnum b.visitnum) as visitnum coal esce(a.visit, b.visit) as
visit, a.DOVAIN, a.EPCCH a.l|SBLFL, a.l|SCAT, a.lSDTC, a.lSDY, a.l|SGRPID,
a.1SLLOQ a.|SMETHOD, a.l SORRES, a.lSORRESU, a.lSREFID, a.lSSEQ a.l|SSPEC,
a.| SSTRESC, a.| SSTRESN, a.|SSTRESU, a.l|STEST, a.l|STESTCD, a.STUDYI D,
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a.covdtc, a.covvis, a.covvisnum a.ndtc, a.nvis, a.nvisnum b.COVAL, b. CODTC
b. codtcsave fromisnew a full join conewwhere=(RDOVAI N="1S" and
COREF="Sanpl e Col |l ected" and COVAL="Y")) b on a.usubjid=b.usubjid and
a. vi si t nuneb. vi si t num

create table newis as select a.*, b.cohortn, b.vax101ldt, b.vax102dt,
b. vax10Udt fromnewis a left join adsl b on a.usubjid=b.usubjid order by
usubjid, visitnum isdtc, codtc, codtcsave;

quit;

data isva
set new s;
format isdate codate bedt date9.
i sdat e=i nput (i sdtc, yymddl0.);
codat e=i nput (codtc, yymudd10.);
bedt =i nput (codt csave, yymuddl10.);

i f not m ssing(vax102dt) and index(visit, " _VAX1")=0 and index(visit,
" POSTVAX1")=0 and index(visit, "_VAX2")=0 then
do;
novax=2;
di f f =i sdat e- vax102dt ;
cdi f f =codat e- vax102dt ;
end;
el se if not m ssing(vax101ldt) then
do;
novax=1;
di f f =i sdat e- vax101dt ;
cdi f f =codat e- vax101dt ;

end;

=)

R I S S R R R U R R R I O O S R R Sk R IRk I ok O kb R R b

pecification 6 *;
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* 1 -1/6 nonth(s) follow up date in double blind period from bl ood sanple. *;
* 2 -1/6 nonth(s) follow up date in open | abel period from bl ood sanple. *;
* 3 -1/6 nonth(s) follow up date in double blind period fromSV. *;

* 4 -1/6 nonth(s) follow up date in open | abel period fromSV. *;

khkhkkhkhkhhkhkhhhhhhhhhhhhhhkhkhhhkhhhhhkhhhhhhdhhhdhdhdhdhddhddhddhdhhdhhddhhdhhddhrdhrddrdkdrddrhdxx%x*

proc sql
create table sv as select a.*, input(svstdtc, yymddl1l0.) as svstdt, b.cohortn
fromdataprot.sv a left join adsl b on a.usubjid=b. usubjid;

quit;

proc sort data=i sva out=vOxdt nodupkey;
by usubjid visitnumisdtc codtc codtcsave;
where not (cohortn=1.16 and visitnumin (60751 60752 60753 60754));

run;

data adsl;
nmerge adsl (in=a) vOxdt(keep=usubjid bedt visit cohortn renane=(bedt=beldt)
wher e=(i ndex(visit, "V103_")=0 and ((index(visit, "_MONTH1_") and cohortn ne
1.16) or
(visit="V7_MONTHL_S R') and cohortn=1.16)))
vOxdt (keep=usubjid bedt visit cohortn renane=(bedt=be2dt) where=(index(visit,
"V104_")=0 and index(visit, " MONTH6_"))) vOxdt(keep=usubjid bedt visit
cohortn renane=(bedt=be3dt) where=(visit in ("V103_MONTH1")))
vOxdt (keep=usubjid bedt visit cohortn renane=(bedt=be4dt) where=(visit
in ("V104_MONTH6"))) sv(keep=usubjid svstdt visit cohortn
rename=( svst dt =beldt 2) where=(i ndex(visit, "V103_")=0 and ((index(visit,
" MONTHL1_") and cohortn ne 1.16) or
(visit="V7_MONTHL_S R') and cohortn=1.16)))
sv(keep=usubjid svstdt visit cohortn renanme=(svstdt=be2dt?2)
wher e=(index(visit, "V104_")=0 and index(visit, " _MONTH6_"))) sv(keep=usubjid
svstdt visit cohortn renane=(svstdt=be3dt2) where=(visit in ("V103_MONTH1")))
sv(keep=usubjid svstdt visit cohortn rename=(svstdt=be4dt2) where=(visit

in ("V104_MONTH6"))):
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by usubji d;

if a;

attrib VO1DT | abel ="Date of Unblinding or Visit at 1WMPD2" fornmat =date9.

VO2DT | abel ="Date of Unblinding or Visit at 6MPD2" format=dat e9.

VO20OBDT | abel ="Date of Dose 3 or Visit at 6MPD2" format=dat e9.

VO3DT | abel ="Date of Visit at 1M after Vax4" fornat=date9.

VO4DT | abel ="Date of Visit at 6M after Vax4" fornmt=date9.;

i f not m ssing(VAX10UDT) and VAX10UDT>VAX102DT t hen
V01DT=VAX10UDT+35;

el se if not m ssing(beldt) then
V01DT=beldt;

el se if not m ssing(beldt2) then
V01DT=beldt 2;

el se if not m ssing(VAX102DT) then
V01DT=VAX102DT+35;

el se if not m ssing(VAX101DT) then
V01DT=VAX101DT+58;

i f not m ssing(VAX10UDT) and VAX10UDT>VAX102DT t hen
V02DT=VAX10UDT+189;

el se if not m ssing(be2dt) then
V02DT=be2dt ;

el se if not m ssing(be2dt2) then
V02DT=be2dt 2;

el se if not m ssing(VAX102DT) then
V02DT=VAX102DT+189;

el se if not m ssing(VAX101DT) then
V02DT=VAX101DT+189+283;

*Cut of f VO1DT VO2DT by UNBLNDDT Treat ment unblinded Date;

if arm="Pl acebo” and (v02dt>=tr02sdt>. or (v02dt=. and tr02sdt>.)) then

V020BDT=t r 02sdt - 1;

el se
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V020BDT=V02DT,

i f UNBLNDDT~=. then

do;
if VO1DT~=. and VO1DT>( UNBLNDDT-1) then
VO1DT=UNBLNDDT- 1;
i f VO2DT~=. and VO2DT>( UNBLNDDT- 1) then
VO2DT=UNBLNDDT- 1;
end;

i f not m ssing(VAX20UDT) and VAX20UDT>VAX202DT t hen
V03DT=VAX20UDT+35;

el se if not m ssing(be3dt) then
V03DT=be3dt ;

el se if not m ssing(be3dt2) then
V03DT=be3dt 2;

el se if not m ssing(VAX202DT) then
V03DT=VAX202DT+35;

el se if not m ssing(VAX201DT) then
VO3DT=VAX201DT+58;

i f not m ssing(VAX20UDT) and VAX20UDT>VAX202DT t hen
V04DT=VAX20UDT+189;

-Apr-2021 21:45 (GMT)

el se if not m ssing(beddt) then
V04DT=be4dt ;

el se if not m ssing(bed4dt2) then
V04DT=be4dt 2;

el se if not m ssing(VAX202DT) then
V04DT=VAX202DT+189;

el se if not m ssing(VAX201DT) then
V04DT=VAX201DT+189+283;

c
>

SRk I R R R R Ik O R R Sk S kR O R R ARk Ik b S b Sk b ok b S R R
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* Specification 7 *;

* BLOOD SAMPLE DRAWN *;

* 1 - Blood sanpel drawn date and flags. *;
* 2 - Inclusion/exclusion flags. *;

* 3 - PD & Immuno pop flags. *;
EE IR S I S I S R R R I I R I R R S R S I R R Rk I I I I R I I I R Sk I

*Bl ood sanpl e obtai ned from CQ,

proc sort data=i sva out=col(keep=usubjid visitnumvisit coval) nodupkey;
by usubjid visitnum

run;

proc transpose data=col out=t_col prefix=covis;
by usubji d;
id visitnum

i dl abel visit;

—  var coval ;

=

@un;

N

S,

Jroc sort data=i sva out=co2(keep=usubjid codate visitnumvisit) nodupkey;
N

m by usubjid visitnum
o

qun;

S

roc transpose data=co2 out=t_co2 prefix=codt;
by usubji d;
id visitnum
i dl abel visit;

var codat e;

c
>

roc sort data=i sva out=co3(keep=usubjid cdiff visitnumvisit) nodupkey;

by usubjid visitnum

7e196B7a9f6\Final\Final On: 0GA

un;
-

o
o)
$roc transpose data=co3 out=t_co3 prefix=cdiff;

FDA-CBER-2022-5812-0736145



by usubji d;

id visitnum

i dl abel visit;
var cdiff;

run;

proc sort data=i sva out=i sval(keep=usubjid diff visitnumvisit) nodupkey;
by usubjid visitnum
where isorres not in ("" "NOT DONE') and not m ssing(istest);

run;

proc transpose data=i sval out=t_isval prefix=vis;
by usubji d;
id visitnum
i dl abel visit;
var diff;

run;

oc sort data=i sva out=i sva2(keep=usubjid isdate visitnumvisit) nodupkey;

by usubjid visitnum

(GMT

where isorres not in ("" "NOT DONE') and not m ssing(istest);

<2021 21:45
>

=

oc transpose data=i sva2 out=t _isva2 prefix=isdt;

by usubji d;

-Apr

id visitnum
i dl abel visit;

var i sdate;

c
>

roc sql
create table dv as select a.usubjid, a.dvstdtc, a.dvseq, b.qval as cape from
dataprot.dv a right join dataprot.suppdv(where=( QNAM=" CAPE" and upcase( QVAL)
not in (" " "NO'))) b on a.usubjid=b.usubjid and a.dvseq=i nput (b. i dvarval

best.) order by usubjid, dvseq;
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create table dvdate as select distinct usubjid, mn(input(dvstdtc, yymdd10.))
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as dvstdt | abel="Start Date of |nportant PD' format=date9.

fromdv where dvstdtc ne group by usubji d;

create table dvout as select distinct a.usubjid, b.dvstdt, c.usubjid as
safety, d.usubjid as efficacy, e.usubjid as inmruno, f.usubjid as multiple,
g.usubjid as siteexcld fromdv a left join dvdate b on a.usubjid=b.usubjid
left join (select distinct usubjid fromdv where index(cape, "POP1")) c on
a.usubjid=c.usubjid left join (select distinct usubjid fromdv where
i ndex(cape, "POP2")) d on a.usubjid=d.usubjid left join (select distinct
usubjid fromdv where index(cape, "POP3")) e on a.usubjid=e.usubjid left
join (select distinct usubjid fromdv where index(cape, "POP4")) f on
a.usubjid=f.usubjid left join (select distinct usubjid fromdv where
i ndex(cape, "POP5")) g on a.usubjid=g.usubjid,

quit;

proc sort data=dataprot.ie out=ie(keep=usubjid donmai n) nodupkey;
by usubji d;
where visit ne "V101 VAX3";

un;

=

%%ave N-bi ndi ng anti body test result available at the 1-nobnth post-Dose 2 visit;
<

aata nbi nd;

-

& set isva;

o

s | abel V3Cl9NI G="C19NI G Result at Visit 3";

<

V3C19NI G=i sorres;
keep usubjid V3CLIN G
where not mssing(isorres) and istestcd="Cl9NIG' and index(visit, "V103_")=0
and ((index(visit, "_MONTHL ") and cohortn ne 1.16) or
(visit="V7_MONTH1_S R') and cohortn=1.16);

c
>

roc sort data=nbi nd nodupkey;

by usubji d;
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un;
-

(o))
®valid IS result after Dose 1 but before Dose 2/after Dose 2 - Planned visits;
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data incl 8p incl 3p;

set isva;

if istestcd ="ClI9NIG' and isorres not in ("" "IND'" "QNS' "NOT DONE")
and (visit="V8_MONTH6_S" or (visit in ("V5_WEEKl1 POSTVAX2_S R
"V6_WEEK2_ POSTVAX2_S R' "V7_MONTHL_S R') and cohortn=1.16) or
(visit in ("V3_MONTHL_POSTVAX2_L" "VA_MONTH6_L" "V5_WEEK1_POSTVAX2_S"
"V6_MONTH24_L" "V6_WEEK2 POSTVAX2_S" "V/_MONTH1_S"') and cohortn ne 1.16)) then
out put i ncl 8p;
else if istestcd*="ClI9NIG' and isorres not in ("" "IND'" "QNS" "NOT DONE")
and (visit="V3_WEEK1 POSTVAX1_S" or (visit="V4_WEEK3_VAX2_S R' and
cohortn=1.16) or (visit="V4 WEEK3 VAX2_S" and cohortn ne 1.16)) then
out put i ncl 3p;

run;

proc sort data=i ncl 3p nodupkey;

by usubji d;

=)

oc sort data=i ncl 8p nodupkey;

by usubji d;

202% 21:45¢GMT)

ata adsl ;
nmerge adsl (in=a) ie(rename=(domai n=INEX)) t_isval t_isva2 t_col t_co2 t_co3
nbi nd sv(keep=usubjid visit svstdt cohortn renane=(svstdt=visit3dt)
wher e=(i ndex(visit, "V103_")=0 and ((index(visit, "_MONTH1_") and cohortn ne
1.16) or
(visit="V7_MONTHL_S R') and cohortn=1.16)))
dvout (keep=usubjid dvstdt safety efficacy inmuno multiple siteexcld)
i ncl 3p(in=incl 3p keep=usubjid) incl8p(in=incl8p keep=usubjid);
by usubji d;

if a;

attrib BLDVAIFL | abel ="Bl ood Sanpl e Drawn before Vax 1" BLDV2FL
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| abel =" Bl ood Sanple Drawn 1 Week after Vax 1" BLDV3FL

| abel =" Bl ood Sanpl e Drawn before Vax 2" BLDVAFL

| abel =" Bl ood Sanple Drawn 1 Week after Vax 2" BLDV5FL

| abel =" Bl ood Sanpl e Drawn 2 Weeks after Vax 2" BLDV6FL

| abel =" Bl ood Sanple Drawn 1 Month after Vax 2" BLDV7FL

| abel =" Bl ood Sanple Drawn 6 Months after Vax 2" BLDV1DT

| abel =" Bl ood Sanpl e Date before Vax 1" format=date9.

BLDV2DT | abel ="Bl ood Sanple Date 1 Wek after Vax 1" fornmat=date9.
BLDV3ADT | abel ="Addi ti onal Bl d Sanple Date 3Wafter Vax1" fornat=date9.
BLDVAADT | abel =" Addi ti onal Bl d Sanple Date 4Wafter Vax1l" fornat=date9.
BLDV5ADT | abel =" Addi tional Bl d Sanple Date 5Wafter Vax1" fornat=date9.
BLDV6ADT | abel ="Addi tional Bld Sanple Date 7Wafter Vax1" fornat=date9.
BLDV3DT | abel ="Bl ood Sanpl e Date before Vax 2" format=date9.

BLDVADT | abel ="Bl ood Sanple Date 1 Wek after Vax 2" fornmat=date9.
BLDVSDT | abel =" Bl ood Sanpl e Date 2 Weeks after Vax 2" format=dat e9.
BLDV6EDT | abel ="Bl ood Sanple Date 1 Month after Vax 2" format=date9.
BLDV7DT | abel ="Bl ood Sanple Date 6 Months after Vax 2" format=date9.

I NCL1FL | abel ="Are eligible for the study at rand" | NCL2FL

| abel ="Have received Vax 1 as randoni zed" | NCL3FL

| abel ="Have valid and DTMimuno result 1" | NCL4FL

| abel ="Have valid and DTMimuno result 2" | NCL5FL

| abel ="Have BD within the tineframe 1" | NCL6FL

| abel ="No i mportant PD determ ned by clinician" | NCL7FL

| abel =" Recei ved 2 doses as rand within w ndow' | NCL8FL

| abel ="Have valid and DTMimuno result 3" | NCL9FL

| abel ="Have BD within the tineframe 2" | NCL10FL

| abel =" Unbl i nded after 1M post Dose 2 visit" EXCL1FL | abel =" Excl usion Flag 1"
EXCRI T1 | abel ="Exclusion Criterion 1" fornmat=$200. EXCL2FL

| abel =" Excl usi on Flag 2" EXCRI T2 | abel ="Exclusion Criterion 2" fornmat=%$200.
EXCL3FL | abel ="Excl usion Flag 3" EXCRI T3 | abel ="Exclusion Criterion 3"
f or mat =$200. EXCL4FL | abel ="Excl usi on Fl ag 4" EXCRI T4

| abel ="Exclusion Criterion 4" format=$200. EXCL5FL | abel ="Excl usion Flag 5"
EXCRI T5 | abel ="Exclusion Criterion 5" fornmat=$200. EXCL6FL
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| abel =" Excl usi on Flag 6" EXCRI T6 | abel ="Exclusion Criterion 6" fornmat=%$200.
RSEXSAF | abel =" Reason for Exclusion from Safety Pop" fornmat=%$200. EXCL7FL

| abel =" Exclusi on Flag 7" EXCRI T7 | abel ="Exclusion Criterion 7" fornmat=%$200.
EXCL8FL | abel ="Excl usi on Fl ag 8" EXCRI T8 | abel ="Exclusion Criterion 8"

f or mat =$200. EXCLOFL | abel ="Excl usi on Fl ag 9" EXCRI T9

| abel ="Exclusion Criterion 9" fornat=$200. EXCL10FL | abel ="Excl usi on Fl ag 10"
EXCRI T10 | abel ="Excl usion Criterion 10" fornmat=$200. EVALO1lFL

| abel =" Dose 1 eval uable I mun Popu Fl ag" EVALO2FL

| abel =" Dose 2 eval uabl e I mun Popu Fl ag" AAI O1FL

| abel ="Dose 1 all-available I mmun Popu Fl ag" AAl 02FL

| abel =" Dose 2 all-available I mmun Popu Fl ag" EVALEFFL

| abel =" Eval uabl e Efficacy Popu Fl ag" AAlI 1EFFL

| abel ="Dose 1 all-available Efficacy Popu Flag" AAl 2EFFL

| abel =" Dose 2 all-avail able Efficacy Popu Fl ag”

i f not mssing(siteexcld) then
RSEXSAF="Unrel i abl e data due to | ack of Pl oversight";
else if not mssing(safety) then

RSEXSAF="Di d not provide informed consent";

if not m ssing(covis60748) then
BLDV1FL="Y";

el se if not m ssing(covis60765) then
BLDV1FL="Y";

el se

BLDV1FL="N";

if not m ssing(covis60750) then
BLDV2FL="Y";
el se

BLDV2FL="N";

i f not m ssing(covis60751) and cohortn”=1.16 then
BLDV3FL="Y";

el se if not m ssing(covisll165454) and cohortn=1.16 then
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BLDV3FL="Y";

el se

BLDV3FL="N";

i f not m ssing(covis60752) and cohortn”=1.16 then

BLDV4AFL="Y",

else if not

m ssi ng(covi s1165455) and cohortn=1.16 then

BLDV4AFL="Y",

el se

BLDV4AFL="N";

i f not m ssing(covis60753) and cohortn”=1.16 then

BLDVSFL="Y";

else if not

m ssi ng(covi s1165456) and cohortn=1.16 then

BLDVSFL="Y";

el se

BLDVSFL="N";

i f not m ssing(covis60754) and cohortn”=1.16 then

BLDV6FL="Y";

else if not

m ssi ng(covi s1165457) and cohortn=1.16 then

BLDV6FL="Y";

else if not

m ssi ng(covi s60767) then

BLDV6FL="Y";

el se

BLDV6FL="N";

i f not m ssing(covis60755) or not m ssing(covisl165458) or not

m ssi ng(covi s60768) then

BLDV7FL="Y",

el se

BLDV7FL="N";

i f not m ssing(codt60748) then

BLDV1DT=codt 60748;

else if not

m ssi ng(codt 60765) then
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BLDV1DT=codt 60765;

i f not m ssing(codt60750) then
BLDV2DT=codt 60750;

if not m ssing(codt60751) and cohortn=1.16 then
BLDV3ADT=codt 60751

el se if not m ssing(codt60751) then
BLDV3DT=codt 60751

i f not m ssing(codt1165454) and cohortn=1.16 then
BLDV3DT=codt 1165454;

i f not m ssing(codt60752) and cohortn=1.16 then
BLDV4ADT=codt 60752;

el se if not m ssing(codt60752) then
BLDVADT=codt 60752;

i f not m ssing(codt1165455) and cohortn=1.16 then
BLDVADT=codt 1165455;

if not m ssing(codt60753) and cohortn=1.16 then
BLDV5ADT=codt 60753;

el se if not m ssing(codt60753) then
BLDV5DT=codt 60753;

i f not m ssing(codt1165456) and cohortn=1.16 then
BLDV5DT=codt 1165456;

i f not m ssing(codt60754) and cohortn=1.16 then
BLDV6ADT=codt 60754;

el se if not m ssing(codt60754) then
BLDV6DT=codt 60754;

i f not m ssing(codt1165457) and cohortn=1.16 then
BLDV6DT=codt 1165457;

i f not m ssing(codt60767) then
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BLDV6DT=codt 60767,

i f not m ssing(codt60755) then
BLDV7DT=codt 60755;

if not m ssing(codt1165458) and cohortn=1.16 then
BLDV7DT=codt 1165458;

i f not m ssing(codt60768) then
BLDV7DT=codt 60768;

if not mssing(safety) then

SAFFL="N";

i f RFICDT>. and RANDFL="Y" and ARM ne "SCREEN FAI LURE" and | NEX="" then
| NCL1IFL="Y";
el se

I NCL1FL="N";

i f (vax101dt>. or vax102dt>.) and randfl="Y" and ARM ne "" and
(((i ndex(upcase(vax101l), "BNT162B1") and i ndex(upcase(arm, "BNT162B1")) or
(i ndex(upcase(vax101), "BNT162B2") and i ndex(upcase(arny,
"BNT162B2")) or
(i ndex(upcase(vax101), "PLACEBO') and index(upcase(arnj,
"PLACEBO'))) or
(vax101dt =. and vax102dt>. and ((index(upcase(vax102), "BNT162Bl1")
and i ndex(upcase(arm, "BNT162B1")) or
(i ndex(upcase(vax102), "BNT162B2") and
i ndex(upcase(arn), "BNT162B2")) or
(i ndex(upcase(vax102), "PLACEBO') and
i ndex(upcase(arn), "PLACEBO'))))) then
I NCL2FL="Y";
el se

I NCL2FL="N";

if incl3p and VAX101DT>. and phasen=1 t hen
| NCL3FL="Y";
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el se if phasen=1 then

I NCL3FL="N";

if not mssing(vis60751) and VAX101DT>. and phasen=1 then
| NCLAFL="Y";
el se if phasen=1 then

I NCL4FL="N";

i f 19<=cdi ff60751<=23 and phasen=1 t hen
| NCL5FL="Y";
el se if phasen=1 then

I NCLS5FL="N";

if not m ssing(BLDV6DT) then
vi si t 3dt =BLDV6DT;

if not mssing(safety) or (not mssing(efficacy) and ((dvstdt-vax102dt<14)
or (dvstdt-vax102dt>=14 and (dvstdt<=visit3dt)))) or not nissing(imuno) then
| NCL6FL="N";
el se

I NCL6FL="Y";

i f 19<=VAX102DT- VAX101DT<=42 and vax10l1=vax102 and ARM ne "" /*and vax1Oudt=. */
and
((index(upcase(vax102), "BNT162B1") and i ndex(upcase(arn), "BNT162B1")) or
(i ndex(upcase(vax102), "BNT162B2") and index(upcase(arn), "BNT162B2")) or
(i ndex(upcase(vax102), "PLACEBO') and index(upcase(arm, "PLACEBO'))) then
I NCL7FL="Y";
el se

I NCL7FL="N";

i f incl8p and VAX102DT>. then
| NCL8FL="Y";

el se
| NCL8FL="N";

*1nmpd2 after dose 3 will be exclude;
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i f phasen=1 and VAX102DT>. and ((6<=cdiff60752<=8 and (codt 60752<=vax201dt

vax201dt=.) and cohortn ne 1.16) or

(6<=cdi ff1165455<=8
and (codt1165455<=vax201dt or vax201dt=.) and cohortn=1.16)) then
I NCLOFL="Y";
el se if phasen ne 1 and VAX102DT>. and (28<=cdiff60767<=42
and (codt60767<=vax201dt or vax201dt=.)) then
I NCLOFL="Y";
el se

I NCLOFL="N";

i f UNBLNDDT>. and vax102dt>. and UNBLNDDT>vi sit3dt>. then
| NCL1OFL="Y";

or

el se if vax102dt>. and (.<UNBLNDDT<=vi sit3dt or .<UNBLNDDT<vax102dt+14) then

I NCL1OFL="N";

i f INCL3FL="N' and (VAX101DT>. or vax102dt>.) then
do;
EXCL3FL="Y";

EXCRI T3="did not have at least 1 valid and determ nate i mmunogenicity result

ter Dose 1 but before Dose 2";

end;

i f I NCL8FL="N' and vax102dt>. then

i f I NCL1OFL="N' t hen
do;
EXCL10FL="Y";

i f . <UNBLNDDT<vax102dt+7 then

do;
EXCL8FL="Y";
EXCRI T8="did not have at least 1 valid and determ nate i mmunogenicity result
ter Dose 2";
end;
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EXCRI T10="unbl i nded prior to 7 days post Dose 2";
el se if vax102dt +7<=UNBLNDDT<vax102dt +14 t hen

EXCRI T10="unbl i nded on or after 7 days but prior to 14 days post Dose 2";
el se if vax102dt +14<=UNBLNDDT<=vi si t 3dt then

EXCRI T10="unbl i nded on or after 14 days but no later than 1 nonth post
Dose 2 visit";

end;

i f INCLIFL="N' then

do;
EXCL1FL="Y";
EXCRI T1="not eligible for the study at random zation";
end;
el se
do;

i f INCL2FL="N' t hen

do;
c EXCL2FL="Y";
% EXCRI T2="di d not receive Dose 1 as random zed";
Q end;
=
o\ el se
N
S do;
N
S , .
< i f INCLAFL="N" then
3 do;
=
@) EXCLAFL="Y";
9 EXCRI T4="did not have at least 1 valid and determn nate
iLnmunogenicity result 21 days after Dose 1";

end;

i f I NCLSFL="N' then
do;
EXCL5FL="Y";

EXCRI T5="di d not have blood collection within 19-23 days
ter Dose 1";
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if INCL7FL="N' then
do;
EXCL7FL="Y";

EXCRI T7="did not receive all vaccination(s) as randonized or
did not receive Dose 2 within the predefined wi ndow (19-42 days after Dose 1)";

end;

i f INCLO9FL="N' and not m ssi ng( VAX102DT) then

do;
EXCLOFL="Y";
i f phasen”=1 then
EXCRI T9="di d not have bl ood collection within 28-42 days
after Dose 2";
el se if phasen=1 then
EXCRI T9="di d not have bl ood collection within 6-8 days
after Dose 2";
end;

end;

end;

i f INCL6FL="N" then
do;
length _ttt_ $100;

if not mssing(safety) then

_ttt_="Safety";

if not mssing(efficacy) then

do;

i f not m ssing(vax102dt) then
do;

i f .<dvstdt-vax102dt<7 then
do;

if not mssing(_ttt_) then
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_ttt_=strip(_ttt_ )||", Efficacy (within 7 days
post Dose 2)";

el se
_ttt ="Efficacy (within 7 days post Dose 2)";
end;

el se if 7<=dvstdt-vax102dt <14 then

do;
if not mssing(_ttt_ ) then
_ttt_=strip(_ttt_ )||", Efficacy (between 7-14
days post Dose 2)";
el se
_ttt_="Efficacy (between 7-14 days post Dose 2)";
end;

el se if dvstdt-vax102dt>=14 and (.<dvstdt<=visit3dt) then

do;
if not mssing(_ttt_ ) then
_ttt_=strip(_ttt_ )||", Efficacy (between 14 days
—~ 1 nonth post Dose 2)";
el se
_ttt_="Efficacy (between 14 days - 1 nonth post
se 2)";
end;

end;

end;

i f not m ssing(immuno) then

do;
if not mssing(_ttt_ ) then
_ttt_=strip(_ttt_)|]|", I|mmunogenicity";
el se
_ttt_="Inmunogenicity";
end;
EXCL6FL="Y";

EXCRI T6="had i nmportant protocol deviation(s) as determ ned by the clinician
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for
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“||strip(_ttt_)||" Population(s)";

end;

i f phasen=1 and I NCL1fl="Y" and I NCL2f|="Y" and I NCL4fl="Y" and I NCL5f|="Y"
and saffl ="Y" and mi ssing(i muno) then
EVALO1FL="Y";
el se if phasen=1 then

EVALO1FL="N";

if INCL1fI="Y" and I NCL2fl="Y" and (INCL7fl="Y" and vax1l0Oudt=.) and
I NCL8fI ="Y" and saffl="Y" and I NCL9f|="Y" and mi ssi ng(i mmuno) then
EVALO2FL="Y";
el se

EVALO2FL="N";

i f phasen=1 and randfl="Y" and saffl="Y" and (VAX101DT>. or vax102dt>.) and
I NCL3fI ="Y" and not (not m ssing(immuno) and not mi ssing(siteexcld)) then
AAI O1FL="Y";
el se if phasen=1 then

AAlI O1FL="N";

if randfl="Y" and saffl="Y" and vax102dt>. and | NCL8fl="Y" and not (not
m ssi ng(i muno) and not m ssing(siteexcld)) then
AAl O2FL="Y";
el se

AAlI 02FL="N";

i f RFICDT>. and RANDFL="Y" and ARM ne "SCREEN FAI LURE" and I NCL2f| ="Y"
and (I NCL7fl="Y" and (vaxl1lOudt=. or (vax1lOudt>vax102dt>. and
vax1l0udt >=vax102dt +7))) and
VAX102DT>. and (UNBLNDDT=. or (UNBLNDDT>=vax102dt+7>.)) and saffl="Y" and
I NCL1IFL="Y" and not (not mi ssing(efficacy) and dvstdt-vax102dt<7) and
not (not mssing(efficacy) and not missing(siteexcld)) then
EVALEFFL="Y";
el se

EVALEFFL="N";
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i f

randfl ="Y" and saffl="Y" and (vax101dt>. or vax102dt>.) and not (not
m ssing(efficacy) and not m ssing(siteexcld)) then

AAl 1EFFL="Y";

el se

i f

AAl 1EFFL="N";

randfl ="Y" and saffl="Y" and vax101dt>. and
vax102dt>. and (UNBLNDDT=. or (UNBLNDDT>=vax102dt+7>.)) and not (not
m ssing(efficacy) and not m ssing(siteexcld)) then

AAl 2EFFL="Y",

el se

run;

AAl 2EFFL="N";

khkhkkhkhkhhkhkhhhhhhhhhhhhhhhkhhhkhhhhhhhhhhhdhhhdhdhdhdhdhdhddhddhdhhdhhdhhrhhddxhddhrdhrdkdrddrrdxx*x*

* Specification 8 *;

(o3} (3] B~ w N =
1

-Apr-2021+ 2145 (GMT) *
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OTHER POP SELECTI ON FLAGS *;

Det ermi ne popul ation flags. *;

Read in flags - PROCGR1/ PROCGRIN. *;
Read in flags - PED MVFL. *;
PCLMD2FL. *;

HV flag. *;

Determ ne subjects with booster dose. *;

Kdhkhkkhhkhkhhkhhhhhhhhhhhhhhhkhhhhhhkhhhhhhhhhdhhhdhhhdhdhddhdhhdhhdhhdhhdhhrhhddxhrdhrddhrddrrdrrdxx*%

at a adsl ;

mer ge adsl (i n=a) sv(in=b keep=usubjid visit where=(index(visit, "V104_")=0 and

i ndex(visit, "_MONTH6_")));

| abel SCREEN="Screeni ng" DS3KFL="Phase 3 3000 Subjects Flag"

DS30KFL="Phase 3 30k Subjects Fl ag"

OPBOUFL="Subj ect s Recei ved Pl acebo & unblinded" JPNFL="Japanese Subject Fl ag"
MULENRFL="Mul ti ply Enrolled Subjects"

PEDREAFL="Phase 2/3 Pop for 12-25 Reacto Subset"
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STEXCFL="Si t e/ Subj ect Excl usion Flag for SCQE"
UNKRDFL=" Unknown Randomi zati on G oup Flag";

by usubji d;

if a;

if (tr02sdt>. or UNBLNDDT>.) and actarmin ("Placebo") then
OPBOUFL="Y";
el se

OPBOUFL="N";

i f actarm="BNT162b2 Phase 2/3 (30 ntg)" and
vax101="BNT162b2 (30 (*ESC+){uni code 03BC}g)" and
vax102="BNT162b2 (30 (*ESC+){uni code 03BC}g)" then

DS3KFL="Y";
el se

DS3KFL="N";

i f not m ssing(RFICDT) then
SCREEN="Y' ;
el se

SCREEN="N";

if '27JUL2020" d<=rficdt and .<randdt<='090CT2020' d and phasen ne 1 then

DS30KFL="Y";
el se

DS30KFL="N";

i f RACI ALD="JAPANESE" t hen
JPNFL="Y";
el se

JPNFL="N";

if not mssing(multiple) then

MULENRFL="Y";

if reactofl="Y" and phasen ne 1 and agegr4n in (1 2) then
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PEDREAFL="Y";
STEXCFL="";

if arm"" and randdt>. then
UNKRDFL="Y";
run;
*Add PEDI ML for pediatric info;
/[*proc inport datafile="&expath./C4591001-subject-1list-for-12-25-inmuno-anal ysis. xI sx"
out =popl2_25 dbns=xl sx repl ace;
get nanes=yes;
run; */
*Check file nane before finalization;
proc i mport
dat af i | e="&expat h. / C4591001_subject _list_for_12-25 i mmuno_anal ysis_27Jan2021. x| sx"
out =popl2_25 dbns=xl sx repl ace;
get nanes=yes;

run;

—

|_
%roc sort dat a=popl2_25;

5

by usubji d;

21 21:4
[
2

20
D
=4
o
m
Q
@

nmer ge adsl (i n=a) popl2_25(in=b);
by usubjid subjid;

if b then
PEDI MMVFL="Y" ;
if a;

| abel PEDI MMFL="Pop for Non-inferiority Assessenent";

7rg196b7a9f0\Final\Final On: 06-Apr-
>S5

&l
(@]
(@]
(7))

o

o)
®reate table _ col as
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select * from dataprot.co

where strip(upcase(coref))
and coval ="'Y' and codtc *

' SAMPLE COLLECTED and strip(visit) = 'V3_MONTHL_POSTVAX2_L'

order by usubjid, codtc;
quit;
data _ co2;
set _ col;
by usubjid codtc;
if first.usubjid;
run;
** Get |S data. **;
data __is(keep = usubjid testcd test cat stresc adt visitnumvisit spec nethod);
set is_rep;
where strip(istestcd) in ("CI9NIG);
length testcd $8 test $40 cat stresc spec nmethod $200;
testcd = strip(istestcd);
test = strip(istest);
cat = strip(iscat);
%t resc = upcase(strip(isstresc));
gpec = strip(isspec);
get hod = strip(ismethod);
gdt = input(isdtc, ?? yynudl10.);
g_orn’at adt yymudd1o0. ;
:éun;
o
** Cet MB data. **;

c

-%ata __nb(keep = usubjid testcd test cat stresc adt visitnumvisit_ nbloc spec nethod
ename = (visit_ = visit));

T

=et dat aprot. nb;

c

iwhere (upcase(strip(nbtest)) = 'SEVERE ACUTE RESP SYNDROMVE CORONAVI RUS 2' and

g/:_npcase(st ri p(mbmet hod)) = "1 MMUNOCHROVATOGRAPHY") or

(e)]
Cupcase(strip(mbtest)) in (' CEPHEI D RT-PCR ASSAY FOR SARS- COV-2',' CEPHEI D RT- PCR ASSAY OF
BARS-COV-2') and

%pcase(st ri p(mbmet hod)) = ' REVERSE TRANSCRI PTASE PCR );
Eength testcd $8 test $40 cat stresc spec nmethod $200 visit_ $64;
§f upcase(strip(nbtest)) = 'SEVERE ACUTE RESP SYNDROVE CORONAVI RUS 2' and strip(spdevid)
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not in ('34',"'44','68"') then do;
nborres = ' UNKNOWN ;

nmbstresc = ' UNK' ;

end;

testcd = strip(nbtestcd);

test = strip(nbtest);

cat = strip(nbcat);

stresc = upcase(strip(nbstresc));
visit_ = strip(visit);

spec = strip(nmbspec);

met hod = stri p(nbret hod);

adt = input(nbdtc, ?? yymddl0.);
format adt yymmddl1o0. ;

run;

proc sort data = __nmb out = _ nmbl nodup;

by usubjid testcd adt visitnum stresc;

run;

|ﬁata_rsltl;

%et _is __nh1;

%

4f strip(stresc) = '1NDETERM NATE then stresc = 'IND ;

oV

gl se if strip(stresc) = 'UNKNOAWN' then stresc = 'UNK ;

%I se if strip(stresc) in (' NEGATIVE ,'NEG ) then stresc = 'NEG ;
%se if strip(stresc) in ("PCSITIVE ,'POS') then stresc = 'POS ;

gf strip(testcd) in ("CIOSNIG) then grp = 21;
él se if strip(testcd) in (' RTCOV2NS') then grp = 22;
_gl se if strip(testcd) in (' SARSCOV2') then grp = 23;

LL

Hf stresc ='' then stat = 0;

c

@ se stat = input(put(stresc,$stat.), ?? best.);
=

aun;

@

N~

groc sql ;

%reate table _rslt2 as

Eel ect * from__rsltl left join (select vax101dt, vax102dt, BLDV6DT, phasen, phase from
ddsl as b) on
o)

Qtrip(usubjid) = strip(b.usubjid);
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create table _rslt2a as

select * from __rslt2 left join (select codtc from __co2 as b) on
strip(usubjid) = strip(b.usubjid)

order by usubjid, vax101ldt, vax102dt, visitnum visit, grp, adt;
quit;

data _ rslt3(drop = codtc)

__rslt3_flags(keep = usubjid vax101ldt vax102dt vidrslfl vrblngfl vrv3ngfl crdingfl
crd2ngfl pdpl7fl _ pdp27fl );

set _ rslt2a;
by usubjid vax101ldt vax102dt visitnumvisit grp adt;
** Derive result flags. **;

if first.usubjid then do;

vrblngfl ="'U;

vrv3ngfl ="'U;

crdingfl ="'U;

crd2ngfl ="'U;

pdpl7fl _ = "'N;

@dp27fl _ = "N

%nd;

\@Idrslfl ='N,;

& strip(visit) = "'V1_DAY1l _VAX1_L' then do;

g‘f . < adt <= vax101dt then vidrsifl ="'Y';

%_Jf vidrslifl ="'Y and strip(put(stat,stat.)) = 'POS then do;
féf grp = 21 then vrblngfl ="'N;

Q;:'f grp = 22 then crdlngfl = "'N;

O

-%nd;

'ELf vidrslifl ="'Y and strip(put(stat,stat.)) = 'NEG then do;
Ef grp = 21 then vrblngfl ="'Y";

%f grp = 22 then crdlngfl ="'Y";

o))

gnd,

gf last.visitnumand vrblngfl ="Y and crdingfl ="'Y then pdpl7fl_ ="'Y";
,\é'nd,

~

Gise if strip(visit) ='V2_VAX2_L' then do;
o)
®f . < adt <= vax102dt then vidrslfl ="'Y;
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if vidrsifl ="Y and strip(put(stat,stat.)) = "'POS and grp = 22 then crd2ngfl ="'N;

if vidrsifl ="Y and strip(put(stat,stat.)) = "NEG and grp = 22 then crd2ngfl ="Y";
jz(llast.visitnum and vrblngfl ="'Y and crdlngfl ="'Y' and crd2ngfl = "Y' then pdp27fl_ =
end;

else if strip(visit) not in ('V1_DAY1l VAX1 L','V2 VAX2_L') and grp = 21 then do;

i f vax102dt < adt <= COALESCE(BLDV6DT, vax102dt+28) then vldrslifl ="'Y';

if vidrsifl ="Y and strip(put(stat,stat.)) = "'POS and grp = 21 then vrv3ngfl ="'N;

if vidrsifl ="Y and strip(put(stat,stat.)) = "NEG and grp = 21 then vrv3ngfl ="Y";
end;

else if strip(visit) not in ('V1_DAY1 VAX1 L','V2_VAX2_L','V3_MONTHL POSTVAX2_ L') and grp
A= 21 then do;

cnerslfl ="Y';

end;

if first.grp and last.grp then cncrslfl ="Y";
el se do;

** Check if multiple results are present and valid. **;

if vidrsifl ="'Y then cncrslifl ="'Y";
|énd,

O .

\Lgodt = input(codtc, ?? yynmddl0.);

?-orn’at codt yynmdd10. ;

.

N

autput _ rslt3;

S

ql\rf | ast.usubjid then output _ rslt3 flags;

E'Gt ain vrblngfl vrv3ngfl crdlngfl crd2ngfl pdpl7fl _ pdp27fl _;

n: 66-
[
3

Q
o
(@]
(7]
o
=
—
o
Q
—
Q
1

_rslt3 out = __rslt4(drop = cat spec method nbl oc);

Ey usubjid vax10ldt vax102dt visithnumvisit grp stat adt;

LL

Fhere cnerslfl ="Y;

=

lun;

=)

Shat a rslt5 _ rsltb5a(keep = usubjid vax101dt vax102dt BLDV6DT codt phasen adt stat
,@rbl ngfl rename = (adt = nva_bl _dt stat = nva_bl)) _ rslt5b(keep = usubjid vax101dt

maxlOZdt BLDV6DT codt phasen adt stat vrv3ngfl renanme = (adt = nva_v3_dt stat = nva_v3))
QO rslt5c(keep = usubjid vax101dt vax102dt BLDV6DT codt phasen adt stat crdingfl renane =
adt = cnt_1dt stat = cnt_1)) rslt5d(keep usubj i d vax101dt vax102dt BLDV6DT codt
hasen adt stat crd2ngfl renane = (adt = cnt_2dt stat = cnt_2)) _ rslt5e(keep = usubjid

w~ax101dt vax102dt BLDV6DT codt phasen visitnumvisit adt stat vidrslifl rename = (vldrslfl
c_vldrslfl adt = cnt_unp_dt stat = cnt_unp)) _ rslt5f(keep = usubjid vax101ldt vax102dt

8LDV6DT codt phasen visitnumvisit adt stat vidrslifl rename = (vlidrsifl =1 _vldrslfl adt
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[ cl _unp_dt stat

set _ rslt4;

by usubjid vax101ldt vax102dt

if last.grp then keepflg = 1;

output _ rsltb5;

[cl _unp));

visitnumvisit grp stat adt;

if keepflg = 1 then do;

if grp =21 and strip(visit) = 'Vl DAYl VAX1_ L' then output _ rsltba;

if grp =21 and strip(visit) ="Vl DAYl VAX1 L' and vidrslifl ="Y" then output _ rslt5b;
if grp = 22 and strip(visit) ="'Vl _DAY1l VAX1_ L' then output __rsltb5c;

if grp =22 and strip(visit) = 'V2 VAX2_ L' then output _ rslth5d,

if grp =22 and strip(visit) not in ('V1 _DAY1l VAX1 L','V2_VAX2_L') then output _ rsltb5e;
if grp =23 and strip(visit) not in ('V1 DAYl VAX1 L','V2_VAX2_L') then output _ rsltb5f;
end;

run;

data _ rslté6;

merge __rslt5a(in =a) _ rsltSb(in =Db) _rslt5c(in =¢c¢) __rslthd(in = d);

by usubjid vax101ldt vax102dt;

Ef first.usubjid and last.usubjid then dupflg

Q

et se dupflg = 1;
b3 prig
Yn-

Jun;

o\

data _ cnt_lcl1;
N

)

REer ge __rslt5e(in a)

@y usubjid vax101ldt vax102dt

{o)
oO** Process central and | ocal

6** Concl ude NAAT result for
_Ef cnt_unp ~= .

LL
Faat _unp = cnt_unp;
c

@aat _unp_dt = cnt_unp_dt;
=

@nd;

N

else if lcl_unp "= .

©

(o))

gaat_unp = lcl _unp;

Eaat _unp_dt = lcl _unp_dt;
gnd;

o

format naat _unp_dt yymuddl0.;

_rslt5f(in

and cnt_unp_dt "= .

0;

= b);
vi sitnum vi sit;
lab rerults. **;

unpl anned visits. **;

t hen do;

and | cl _unp_dt then do;
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run;
proc sort data = __cnt_lcll out = _cnt_lcl2;

by usubjid vax101ldt vax102dt descendi ng naat _unp naat _unp_dt;
wher e naat_unp *= 2;

run;

data __cnt _lcl2;

set __cnt_lclZ2;

by usubjid vax101ldt vax102dt descendi ng naat _unp naat _unp_dt;
if first.usubjid then keepflg = 1;

run;

data _rslt7;

merge _ rslt6(in = a drop = dupflg) __cnt_Icl2(in = b keep = usubjid vax101ldt vax102dt
BLDV6DT phasen naat _unp naat_unp_dt keepflg where = (keepflg = 1));

by usubjid vax101ldt vax102dt;

if a and not b then nflg = 1;

if aand b then nflg = 2;

if not a and b then nflg = 3;

un:

%* (b)(6)" 26Feb2021 to include all subjects with any record,

@roc sort data=_rslt4 out=__rslt4_1 nodupkey;

ay usubj i d;

-

Nun;

N

g_at a _rslts;

< . .

Berge __rslt4_1(in=a) __rslt7(in=b);

o

By usubjid vax10ldt vax102dt,

©)

-Ef a or b;

c

if nva_bl =4 or cnt_1 = 4 or cnt_2 = 4 or nva_v3 = 4 then pclnd2fl ="'Y';

_EI se pclnd2fl = 'N;

LL

ch naat_unp = 4 and ((. < naat_unp_dt <= nva_v3_dt) or (nva_v3 dt = . and . < naat_unp_dt

&= codt) or (nva_v3 dt = . and codt = . and . < naat_unp_dt <= BLDV6DT) or (nva_v3_dt = .
nd codt = . and BLDV6DT=. and . < naat_unp_dt <= sun{vax102dt,28)) or (nva_v3 dt = . and

©odt = . and BLDV6DT=. and vax102dt=. and . < naat_unp_dt <= sun(vaxlOldt 28))) then

Reimd2fl = "Y',

—

,Eabel pclmd2fl = 'Positive SARS-CoV-2 Prior to 1MP Dose 2';

N~

Hun;

o)
@ata _ rslt9(keep = usubjid pclnd2fl);
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set _ rslt8§;

by usubjid vax101ldt vax102dt;

wher e phasen >= 2;

proc sort;

by usubjid descendi ng pclnmd2fl;

run;
data _ rsltl10;

set _ rslt9;

by usubjid descendi ng pclnmd2fl;

if first.usubj

run;

id;

proc sort data=dataprot.mh out=_mh(keep=usubjid) nodupkey;

by usubji d;

wher e mhdecod in (' COVID 19

run;

data _ rsltl1;

merge _ rslt10 _mh(in=a);

Ey usubj i d;

gf vax101ldt =.

nal Gn
-~ 5

*proc inport

\Einah\Fi

epl ace;

,_
X

,_,.
>
Q
=
n

<
D
wn

t
c
2
*
~

e 96g7a§‘0

a then pclmd2fl="Y";

a)

or vaxl1l02dt=.

_rslt1l(in =

' SARS- CoV-2 anti body test positive');

b);

then pcind2fl="";

dat af i | e="&expat h./hiv-preferred-terns. x|l sx" out=hi vpt dbnms=xl sx

ECheck file nanme before finalization;

o

o)
$roc inport datafile="&expath./201114

H 'V preferred terns. xl sx" out=hivpt
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dbms=xl sx repl ace;

get nanmes=yes;

run;
proc sort;

by term
run;

proc sort data=dataprot.mmh out=nh_hiv (keep=usubjid nmhdecod

rename=nhdecod=t ernj ;

by mhdecod;
run;
data hivl,;
merge mh_hiv (in=a) hivpt (in=b);
by term
if a and b;
run;
=
= :
®r oc sort;
g% by usubjid;
—
aun;
-
Ql
aat a adsl;

nmerge adsl (in=a) hivl (in=b keep=usubjid);
by usubji d;

if a;

*xkxx @O(14Nov2020) - Flag for HV +ve Subjects *****;

if a and b then
HI VFL="Y";
el se
HI VFL="N";
| abel H VFL="H 'V Positive Subjects Flag";

090177e196b7a9f0\Final\Final On: 06-Apr-

*rkxx @O(14Nov2020) - Set all Efficacy Flags to N for Phase 1 subjects *****;
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i f phasen eq 1 then

do;
EVALEFFL="N";
AAl 1EFFL="N";
AAl 2EFFL="N";
end;

run;

[**** START - Setting up ADSYMPT dat aset *****/;
** Get FA data. **;

proc sort data=dataprot.face(keep=studyid donmain usubjid faseq fatestcd fatest
faobj facat fascat faorres fastresc fadrvfl visitnumvisit fadtc) out=face;
by usubjid visitnumvisit fatestcd faobj faorres;
where upcase(strip(facat))="EFFI CACY';

run;

data facel face_stdt(keep=usubjid faorres visitnumvisit
rename=(faorres=fastdtc)) face_endt(keep=usubjid faorres visitnumvisit
rename=(faorres=faendtc)) face_ong(keep=usubjid faorres visitnumvisit
rename=(faorres=faong));

set face;

by usubjid visitnumvisit fatestcd faobj faorres;

-Apr-2021 21:45 (GMT)

i f upcase(strip(fatestcd))="FSYMDATE then
out put face_stdt;

el se if upcase(strip(fatestcd))="LSYMDATE then
out put face_endt;

el se if upcase(strip(fatestcd))="SYMONGO then
out put face_ong;

el se

out put facel,;

c
>

at a face2;
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merge facel(in=a) face_stdt(in=b) face_endt(in=c) face_ong(in=d);

by usubjid visitnumvisit;

if a;

run;

data fa(keep=studyid domain usubjid param parancd param parcatl parcat?2 aval
aval ¢ adt astdt aendt visitnumvisit) fa_excluded;
set face2;
[ ength paramm 8 paranctd $8 param parcatl parcat2 aval c $200;
par amrupcase(stri p(faobj));
par cat 1=" SI GNS AND SYMPTOMS OF DI SEASE' ;
par cat 2=' RESPI RATCORY | LLNESS' ;

aval c=strip(fastresc);

if strip(paran) in ('CHLLS , 'D ARRHEA', 'FEVER ) then

do;
par ancd=stri p(paran;
i f parancd='CH LLS then
par amn=1,
i f parancd=' DI ARRHEA' t hen
par am=2;
i f parancd=' FEVER then
par amm=3;
end;

else if strip(param="NEWLOSS OF TASTE OR SMELL' then
do;
par amm=4,
par ancd=" NLTSTSM.' ;
end;
el se if strip(param="NEW OR | NCREASED COUGH then
do;

par amm=5;

090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)
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par ancd=" NCOUG ;

end;

el se if strip(param="NEW OR | NCREASED MJUSCLE PAIN then

do;

par amm=6;

par ancd=" NMUSPN ;

end;

el se if strip(param="NEW OR | NCREASED SHORTNESS OF BREATH t hen

do;

par am=7,

par ancd=" NSTBRTH ;

end;

else if strip(paranm=

do;

par amm=8;

" NEW OR | NCREASED SORE THROAT' then

par ancd=" NSRTHROT" ;

end;

else if strip(paranm=

do;

par amm=9;

"VOM TING then

par ancd="VOM T' ;

end;

else if strip(paranm=

do;

par amm=10;

'LOSS OF TASTE/ SMELL' then

par ancd=" LSTSTSM.' ;

end;

else if strip(param

in (" NEW OR | NCREASED NASAL CONCESTI ON

" NASAL CONGESTION ) then

do;

paramm=11;

par ancd=" NNSLCONG ;

par anr' NEW OR | NCREASED NASAL CONCESTI ON ;
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end;
el se if strip(param="NEW OR | NCREASED NASAL DI SCHARGE' then
do;
par amm=12;
par ancd=" NNSLDSCH ;
end;
el se if strip(param="NEW OR | NCREASED SPUTUM PRODUCTI ON' t hen
do;
par amm=13;
par ancd=" SPUTPROD ;

end;

else if strip(param in (' NEW OR | NCREASED WHEEZI NG , ' WHEEZI NG ) t hen

do;

par amm=14;

par ancd=" WHEEZ' ;

par amr' NEW OR | NCREASED WHEEZI NG ;
end;

el se if strip(param="FATIGUE then

do;
par amm=15;
par ancd=" FATI GUE' ;
par am=' FATI GUE' ;
end;

el se if strip(param="HEADACHE t hen

do;
par amm=16;
par ancd=" HEADACHE' ;
par am=" HEADACHE' ;
end;

el se if strip(param="NAUSEA' then
do;
par amm=18;

par ancd=" NAUSEA' ;
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par am=" NAUSEA' ;

end;
el se
do;
i d=prxparse('/"' || "RUNNY NOSE || '/i');
call prxsubstr(id, param point, |Ing);
if Ing > 0 or upcase(faobj)="RH NORRHOEA' then
do;
param=17;
par ancd=" Rl HNRA' ;
par am=" RH NORRHCEA' ;
end;
end;
aval =. ;

adt =i nput (fadtc, ?? yymddl0.);

ast dt =i nput (fastdtc,

out put fa_excl uded,;

end;

c
>

roc sql;

A=t

faobj ~="";

090177et96b7a9fO\Final\Final On: 06

= aendt =i nput ( f aendt c,
% format adt astdt aendt date9.;
<
o if not (strip(reverse(substr(reverse(strip(visit)),
N
- "SR, '4.S, '6_S, '_NS,
S
N in (' V3_MONTH1_POSTVAX2_L',
2‘ do;

i f parancd ="' then

out put fa;
el se

create table fa_prnt as select distinct faobj

?? yymmdd10.);
?? yymmdd10.);

1, 3)))
"SCR) or strip(visit)

in("1S, '2.S,

"4 1', '6_L',

'V5_MONTHL2_L')) then

fromfa_excluded where
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quit;
** Get |S data. **;

data i s(keep=studyi d domai n usubjid param parancd param parcatl parcat?2 aval
aval ¢ adt astdt aendt visitnumvisit isspec isnethod);
set is_rep;
where strip(istestcd) in ("CI9NIG);
[ ength paramm 8 parantd $8 param parcatl parcat2 aval c $200;
parcat 1=stri p(iscat);
par cat 2="";
par amm=90;
par ancd=stri p(i stestcd);
par amrupcase(strip(istest));
aval =. ;
aval czupcase(strip(isorres));

adt =i nput (i sdtc, ?? yymddl10.);

ast dt =. ;
E aendt =. ;
O
; format adt astdt aendt date9.;
Ei *if strip(visit) in ('V1_DAY1l VAX1 L') then output;
o\
Hun;
N
o
g* * K -
=4 Cet MB dat a. ;
<

86

at a nb(keep=studyi d domai n usubjid paramm parancd param parcatl parcat2 aval
aval c adt astdt aendt visitnumvisit_ nbl oc nbspec nbret hod
rename=(visit_=visit));

set dat aprot. nb;

where (upcase(strip(nbtest))="SEVERE ACUTE RESP SYNDROME CORONAVI RUS 2' and
upcase(stri p(nbnet hod)) =" MMUNOCHROVATOGRAPHY" ) or

(upcase(strip(nmbtest)) in (' CEPHEI D RT- PCR ASSAY FOR SARS- COV-2',

' CEPHEI D RT- PCR ASSAY OF SARS-COV-2') and
upcase(stri p(nbnet hod)) =" REVERSE TRANSCRI PTASE PCR ) ;

| ength paramm 8 parantd $8 param parcatl parcat2 avalc $200 visit_ $64;

090177e196b7a9fO\Final\Final On:
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i f upcase(strip(nbtest))="SEVERE ACUTE RESP SYNDROME CORONAVI RUS 2' and

strip(spdevid) not in ('34', '44', '68') then
do;
nmbor res=" UNKNOWN ;
mbstresc=" UNK';
end;
parcat 1=stri p(nbcat);

par cat 2="";

if strip(nbtestcd)="SARSCOV2' then

par amm=40;

if strip(nbtestcd)="RTCOV2NS' then
par amm=41;
par ancd=stri p( bt est cd) ;

par amrupcase(stri p(nbtest));

format adt astdt aendt date9.;

aval =. ;
= aval c=stri p(nborres);
% visit_=strip(visit);
L adt=input(nbdtc, ?? yymud10.);
RJ' astdt=.;
-
& aendt=.;
o
S
<

if not (strip(reverse(substr(reverse(strip(visit)), 1, 3)))

in (' V3_MONTHL_POSTVAX2 L', 'V5_MONTH12_L')) then

out put ;

[
>

=

oc sort data=nb out=nbl nodup;

by usubjid param adt visitnum aval c;

c
>

at a adsynpt 1;

08017 7e196b7a9f0\Einal\Final On: 06

in("1S, '2.S,
'SR, '4S, '6S, "' NS, '4Ll, '6.L, "SCR) or strip(visit)

FDA-CBER-2022-5812-0736177



set fa is nbil;
avi si t n=vi si t num
avisit=strip(visit);

run;

proc sort data=adsynpt1l out=adsynpt2 nodup;

by domain usubjid visithumvisit adt astdt aendt isspec ismethod nbl oc

nmbnet hod nbspec;

run;
%et excl visla =
%tr('SCR ,"'V1_DAY1_VAX1_S','V2_DAY2_PCSTVAX1_S',' V3_WEEK1_POSTVAX1_S','V4_WEEK3_VAX2_S','
V5_WEEK1_POSTVAX2_S', ' V6_WEEK2_ POSTVAX2_S',' V7/_MONTHL_S');
et excl vislb =
U%str (' VA_WEEK3_VAX2_S R ,'V5_WEEK1_POSTVAX2_S R ,' V6_WEEK2_POSTVAX2_S R ,'V7_MONTHL_S R ,'
V8_MONTH6_S' , ' VO_MONTH12_S' , ' V10_MONTH24_S' ) ;
%et _excl vis2 =
%str (' VI_DAY1_VAX1_NS','V2_VAX2_NS','V3_WVEEK2_POSTVAX2_NS','V4_MONTHL_NS','V5_MONTH6_NS','
V6_MONTHL12_NS', ' V7_MONTH24_NS' ) ;
%et _ excl vis3 =
U%tr (" VI_DAY1_VAX1_L','V2_VAX2_L','V3_MONTHL_POSTVAX2_L','VA_MONTH6_L','V5_MONTH12_L','V6_
MONTH24_L',"' POT_COVI D I LL', " POT_COVI D_CONVA' ) ;

E* Cet CE data. **;

G

§at a _ ce(keep=usubjid domain adt astdt aendt visitnumvisit);

N set dataprot. ce;

where upcase(strip(cecat))="SEVERE COVID-19 |ILLNESS and upcase(strip(cescat))
in ('SIGN FI CANT ACUTE RENAL DYSFUNCTI ON' ,

-Apr-2021 2

" SI GNI FI CANT ACUTE HEPATI C DYSFUNCTI ON'
" SI GNI FI CANT ACUTE NEUROLOG C DYSFUNCTI ON') ;
adt =i nput (cedtc, ?? yymuddl10.);
ast dt =i nput (cestdtc, ?? yymddl0.);
aendt =i nput (ceendtc, ?? yymmddl0.);
format adt astdt aendt yynmddio0.;

c
>

*

Cet FA data. **;

77e296b7Fa9f0\Final\Final On: 06

d“g'roc sort dat a=dat aprot.face(keep=studyid usubjid domain faseq fatestcd fatest

09

faobj facat fascat faorres fastresc fadrvfl visitnumvisit fadtc) out=__ face;
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run;

by usubjid visitnumvisit fatestcd faobj faorres;

where upcase(strip(facat))="EFFI CACY';

data _ facel _ face_stdt(keep=usubjid faorres visitnumvisit

rename=(faorres=fastdtc)) _ face_endt(keep=usubjid faorres visitnumvisit

rename=(faorres=faendtc)) _ face_ong(keep=usubjid faorres visitnumvisit

rename=(faorres=faong));
set _ face;

by usubjid visitnumvisit fatestcd faobj faorres;

i f upcase(strip(fatestcd))="FSYMDATE then
out put _ face_stdt;

el se if upcase(strip(fatestcd))="LSYMDATE then
out put _ face_endt;

el se if upcase(strip(fatestcd))="SYMONGO then

out put _ face_ong;

el se
E out put _ facel;
O
Yun;
To)
<
Eat a _ fa(keep=usubjid domain adt astdt aendt visitnumvisit);
-
8 merge _ facel(in=a) _ face_stdt(in=b) _ face_endt(in=c) __face_ong(in=d);
oY
= by usubjid visitnumvisit;
<
© .
o if @
6 adt =i nput (fadtc, ?? yymddl0.);
_g astdt =i nput (fastdtc, ?? yymddl0.);
LL
c:U aendt =i nput (faendtc, ?? yymmuddl0.);
c
E format adt astdt aendt yynmddio.;
o
aun;
@
N~
o
O« Get data fromHO **;
—
[0
'\roc sql ;
5 ;
8 create table _ hol as select * fromdataprot.ho left join
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(sel ect gnam gl abel, gval from dataprot.suppho as b where
upcase(strip(gnam)="HCUHSP') on strip(usubjid)=strip(b.usubjid) and
strip(put(hoseq, best.))=strip(b.idvarval);

create table _ ho2 as select * from __hol left join

(select hostdtc as hostdtc_, hoendtc as hoendtc_, hoenrtpt as
hoenrtpt _, hoentpt as hoentpt_ from __hol as b where
upcase(strip(hocat))="HOSPI TALI ZATI ON STATUS and
upcase(strip(hotern))="HOSPI TAL') on usubji d=b. usubjid and
Vi si tnumeb. visitnum and visit=b.visit and gnam ~=""' order by usubjid, hoseq,
host dt c;

quit;

data __ _ho(keep=usubjid domain adt astdt aendt visitnumvisit);
set _ hoz;

adt =i nput (hodtc, ?? yymuddl10.);

i f upcase(strip(hoterm))="1CU then

do;
Eé ast dt =i nput (hostdtc, ?? yymmddl0.);
S% aendt =i nput (hoendtc, ?7? yymmdl10.);
< .
o out put ;
N
— end;
Ql
o
oY
é_ i f upcase(strip(gnam)="HCUHSP' then
<
. do;
ast dt =i nput (hostdtc_, ?? yymudd10.);
aendt =i nput (hoendtc_, ?? yymudd10.);
out put ;
end;

format adt astdt aendt yynmddio.;

c
>

*

CGet |S data. **;

ata __is(keep=usubjid domain adt astdt aendt visitnumvisit);
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where strip(istestcd) in ("CI9NIG);
adt =i nput (i sdtc, ?? yymddl10.);
astdt=.;

aendt =. ;

format adt astdt aendt yynmmddio.;

run;

** Get LB data. **;

data _ | b(keep=usubjid domain adt astdt aendt visitnumvisit_
rename=(visit_=visit));
set dataprot.|b;
wher e upcase(strip(lbcat))="OXYGENATI ON PARAMETERS ;
length visit_ $64;
visit_=strip(visit);
adt =i nput (I bdtc, ?? yymuddl10.);
astdt=.;
aendt =. ;

format adt astdt aendt yynmddio0.;

21:454GMT)
>
g

MB data. **;

-2021

ata _ nmb(keep=usubjid domain adt astdt aendt visitnumvisit_
rename=(visit_=visit));

set dat aprot. nb;

where (upcase(strip(nbtest))="SEVERE ACUTE RESP SYNDROME CORONAVI RUS 2' and
upcase(stri p(nbnet hod)) =" MMUNOCHROVATOGRAPHY" ) or

(upcase(strip(nmbtest)) in (' CEPHEI D RT- PCR ASSAY FOR SARS- COV-2',

' CEPHEI D RT- PCR ASSAY OF SARS-COV-2') and
upcase(stri p(nbnet hod)) =" REVERSE TRANSCRI PTASE PCR ) ;

length visit_ $64;

visit_=strip(visit);

adt =i nput (nbdtc, ?? yymuddl10.);

ast dt =. ;
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aendt =. ;
format adt astdt aendt yynmddio0.;

run;

** Get PR data. **;

data __ pr(keep=usubjid domain adt astdt aendt visitnumvisit);

set dataprot. pr;

where strip(prcat)="GENERAL NON- DRUG TREATMENT' and prtrt ~="";

adt =i nput (prdtc, ?? yymddl10.);

ast dt =i nput (prstdtc, ?? yymddl0.);
aendt =i nput (prendtc, ?? yymmddl0.);
format adt astdt aendt yynmddio.;

run;

** Get VS data. **;

data __ vs(keep=usubjid domain adt astdt aendt visitnumvisit);

set dataprot.vs;

format adt astdt aendt yynmddio.;

c

n;

ata _ visits_sdtm

set ce fa ho is _|Ib _nb __pr _ vs;

[
>

=

oc sort data=__visits_sdtm nodup;

by usubjid visitnumvisit adt astdt aendt domain;

09Q177ex96b7agfO0\Final\FinakOn: 86
>

covid vis_cnt) _ covid_vis_cnt(keep=usubjid covid_vis_cnt);

E where upcase(strip(vscat))="CENERAL VI TAL SIGNS and strip(vstestcd)
% in ("RESP', "HR, 'OXYSAT', 'DIABP', 'SYSBF');

Ei adt =i nput (vsdtc, ?? yymddl10.);

N

— astdt=.;

S

N aendt =. ;

S

<

ata _ visits_sdtmrvl(drop=visit_) _ visits_sdtmrvla(drop=visit_ visitnum
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set _ visits_sdtm

by usubjid visitnumvisit adt astdt aendt domain;

vi si t num bak=vi si t num

visit_bak=strip(visit);

if length(visit) >=8 then

i f domai n=" MB' and substr(strip(visit),

'6', '"R) and substr(strip(visit),

do;
rvfl g=1;
if rvflg=1 then
Vi sit=substr(visit,
end;

** Create Covid visits count to be used for repeat visits.

length visit_ $200;

if first.usubjid then
do;
covid_vis_cnt=0;
visit_="";

end;

1, 6)="CovID '

in(121, '2", '3, "4, '5",

t hen

* %k -

if length(visit_bak) >=6 and upcase(substr(strip(visit_bak),

and strip(visit_) ~=strip(visit_bak) and rvflg ~=1 then

do;

covid_vis_cnt=sum(covid_vis_cnt,

visit_=strip(visit_bak);

end;

if rvflg=1 then

output _ visits_sdtmrvla;

el se

output _ visits_sdtmrvli;

if last.usubjid then

1, 6))='COVID_'
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output _ covid_vis_cnt;

retain covid vis cnt visit_;

run;
proc sql
** CGet visitnuns for repeat visits. **;
create table _visits sdtmrv2a as select distinct * from
(select * from __visits_sdtmrvla) left join
(select visitnumfrom __visits_sdtmrvl as b where rvflg ~=1) on
usubj i d=b. usubjid and visit=b.visit;
** Check if any of them m ssing visitnumfrom above. **;
create table _ visits_sdtmrv3a as select * from __visits_sdimrv2a left join
(select visitnumas visitnumrv, visit as visit_rv, astdt as astdt_rv,
aendt as aendt rv from visits sdtmrvl as b where domai n=' FA' and
astdt ~=. and aendt "=.) on usubjid=b.usubjid and b.astdt <=adt <=b.aendt and
Vi si t nune. ;
** Get visits count to assign visitnums. **;
[ create table visits sdtmrv4a as select * from __visits sdtmrv3a | eft
% join (select covid vis_cnt from __covid_vis_cnt as b) on usubjid=b.usubjid
=
5; order by domain, usubjid, visitnum visit, adt, astdt, aendt;
é$uit,

-2021

ata __visits_sdtmrvba
set __visits_sdtmrvda

by domain usubjid visitnumvisit adt astdt aendt;

if visitnume. then

do;

if visitnumrv 2=, and visit _rv *=""' then
do;
vi si t numevi sitnum rv;
visit=strip(visit_rv);
end;

el se
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vi si t numesun{covid_vis_cnt, 1);
end;

run;

data __visits_raw,
set _visits_ sdtmrvl _ visits_sdtmrvba(drop=visitnumryv visit_rv astdt_rv
astdt _rv covid_vis_cnt);

run;

proc sort data=__visits_raw out=__visits_raw ung nodupkey;
by usubjid visitnumvisit adt astdt aendt domain;

run;

data __visits_all;
recseq=put(_n_, z7.);

set _ visits_raw_ung;

if domainin ('IS, 'LB, "MB, '"VS) then

ast dt =adt ;
Eé *if domain = 'HO and adt *= . and astdt = . then astdt = adt;
e
EQ if strip(visit) not in (& excl_visla, & excl_vislb, & excl_vis2
R} & excl _vis3) and visitnum”=. and visit ~='"" then
-
N vi sflg=1;
o
E% el se
L vi sfl g=0;

c
>

=

oc sort data=__visits_all out=__visitsl(drop=) nodupkey;
by usubjid astdt descendi ng aendt visitnumvisit;

where visfl g=1;

roc sort data=__visitsl out=__visits_ung_visl(keep=domain usubjid visitnum
vi sit) nodupkey;

by usubjid visitnumvisit;
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>
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** Check if an unplanned visit has FA records with date. **;

proc sort data=__visits_all out=__visitsl fa nodupkey;
by usubjid visitnumvisit;
wher e domai n=' FA' and vi sfl g=1;

run;

** \When no FA visit is present, then exclude. **;

data _ visits_ung_visl a(keep=usubjid visitnumvisit eligflg);
merge _ visits_ung_visl(in=a) _ visitsl fa(in=b);

by usubjid visitnumvisit;

if a and b then
eligflg=1;

run;

data __ visits_ung_vis2;

set _ visits_ung_visl a(where=(eligflg=1));

E by usubjid visitnumvisit;
e
Q if first.usubjid and I ast.usubjid then
RJ' m vi sfl g=0;
-
N else
o . _
s m vi sfl g=1;
un;
roc sql;

create table __ visits2 as select * from__visitsl left join (select mvisflg
from __visits_ung_vis2 as b) on usubjid=b.usubjid and visitnun¥b. visitnum
order by usubjid, astdt, aendt desc, visitnum

** For subjects that were not part of FA, conbine their nultiple different visits
hat have same start date into single visit. **;

** Add such records to __visit2 data. **;
create table _ visits2a as select * from __visits2 left join

(select distinct usubjid as usubjid_same_dt from

090177e196b7a9fO\Final\Final ©n: 06=A

(select * from

FDA-CBER-2022-5812-0736186



(select * from__visits2 where mvisflg ~=1) inner join

(sel ect astdt as astdt_same, visitnumas visitnumnot, visit as
visit_not from __visits2 as b) on usubjid=b.usubjid and astdt=b.astdt and
Vi sitnum ~=b. visitnumand visit ~=b.visit) as b) on usubjid=b.usubjid order
by usubjid, astdt, aendt desc, visitnum

quit;

data _ visits3(drop=mvisflg usubjid_same_dt) _ visits3a(drop=mvisflg
usubj i d_sane_dt clsp_pros_flg);
set _ visits2a
by usubjid astdt descendi ng aendt visitnum

where mvisflg=1 or usubjid_same_dt "="";

if (domain="FA') or (domain='"HO and astdt ~=. and aendt ~=.) or (domai n='VS
and astdt ~=.) then
do;
cl sp_pros_flg=1;

out put _ visits3a;

Eé end;

O o

~ output _ visits3;

O

Sun-

Jun;

N

—

Egata __visitsd _ visits4_clsp(keep=recseq usubjid visitnumvisit astdt clspfl
N

avisitn avisit);
set _ visits3a
nxt obs= n_ + 1;

by usubjid astdt descendi ng aendt visitnum

if not last.usubjid then
set _ visits3a(keep=usubjid visitnumvisit astdt aendt
rename=(usubj i d=usubj i d_nxt vi sitnumevi sitnum nxt visit=visit_nxt

ast dt =ast dt _nxt aendt =aendt_nxt)) poi nt=nxt obs;

if first.usubjid then
do;
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aendt =aendt;
vi sitnum =vi sit num
visit_=visit;

end;

usubj i d=usubj i d_nxt then

do;

if resetflg="Y then

do;
astdt =astdt;
aendt =aendt;
vi sitnum =vi sit num
visit_=visit;
resetflg="";

end;

** Check if nxt start is in range of current and expand the date range.

if aendt _ "=. and astdt_ <=astdt_nxt <=sun{aendt_, 3) then

do;
if aendt < astdt_nxt then
aendt _=astdt_nxt;
i f aendt_nxt ~=. and aendt__ < aendt_nxt then
aendt _=aendt nxt;
end;

** Check the current dates and visits and coll apse. **;

if visitnum_ “=visitnumthen

do;

if (aendt_=. and astdt_ <=astdt <=sunm(astdt_, 3)) or (aendt_ "=

astdt_ <=astdt <=aendt_) then
do;
clspfl=Y;

avi sit n=vi si t num ;

* % -

and
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avisit=visit_;
end;

end;

if aendt=. and astdt <=astdt_nxt <=sum(astdt, 3) then
astdt =astdt;
end;

** Reset the _ vars with current visit.;

if (aendt_=. and sum(astdt_, 3) < astdt_nxt) or (aendt_ "~=. and
astdt _ < sum(aendt _, 3) < astdt_nxt) then
resetflg="Y;

out put _ visits4;

if clspfl=Y then
output _ visits4 clsp;
format astdt aendt astdt_nxt aendt_nxt astdt_ aendt_ yymudd1O.

retain visitnum_ visit_ astdt_ aendt_ resetflg;

un;

3

E?OC sort data=__visits4_clsp out=__visits4_clsp_b nodupkey;
E} by recseq usubjid visitnumvisit astdt clspfl avisitn avisit;
N

Hun;

Ql

o

Dy

Broc sql ;

<

create table _ visits5 as select * from__visits3 left join
(select astdt as astdt_c, clspfl, avisitn as avisitn_c, avisit as
avisit_c from __visits4 clsp_b as b where clspfl="Y") on usubjid=b.usubjid
and
((visitnumeb. visitnum and clsp_pros_flg=. and b.astdt <=astdt) or
(recseg=b.recseq and clsp_pros_flg=1)) order by usubjid, astdt,

aendt desc, visitnum recseq, astdt_c;

c
—

ata _ visitse6;

set __visitsh
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ru

*

*

<)
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by usubjid astdt descendi ng aendt visitnumrecseq astdt_c;

if clspfl="Y and avisitn=. then
do;
avi sitn=avisitn_c;
avisit=avisit_c;

end;

if avisitn=. then
do;
avi sitn=vi si t num
avisit=visit;

end;

if last.recseq then
keepf | g=1;

n;

Prepare all visits. **;

ta __visits_raw prepare;

set __visits_raw,

if domainin ('1S, 'LB, 'M,
ast dt =adt ;
if domainin ('1S, 'LB, 'M,
do;
ast dt =adt ;
adt f| g=1;
end;

'VS') then

'VS') then

if strip(visit) not in (& excl_visla, & excl_vislb, & excl _vis2,

& excl _vis3) and astdt ~=.
vi sfl g=1;
el se

vi sfl g=0;

and vi sitnum "=,

and visit ~=""'

t hen
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run;

proc sql

create table __visits_ all_1 as select * from __visits_all left join (select
mvisflg from __visits_ung_vis2 as b) on usubjid=b.usubjid and
Vi si t nunmeb. vi si t num

create table _ visits_ all_2 as select * from __visits_ all_1 left join (select
avisitn, avisit, clspfl from__visits6 as b where keepfl g=1) on
usubj i d=b. usubjid and vi sitnumeb. vi sitnum and visit=b.visit and astdt=Db. astdt
and aendt =b. aendt;

create table _ visits_all_3 as select * from__visits_raw prepare left join

(select visflg as visflg_ , mvisflg, astdt as astdt_, aendt as aendt_,

avisitn, avisit, clspfl from__visits_all_2 as b) on domai n=b. domai n and
usubj i d=b. usubjid and vi sitnumeb. visitnum and visit=b.visit and
vi si t num bak=b. vi si t num bak and visit_bak=b.visit_bak and adt=b.adt and
ast dt =b. astdt and aendt=b. aendt order by usubjid, astdt_, aendt_ desc,

vi si t num

—

ta clsp_covid_ vis_test clsp_covid vis(drop=adtflg rvflg visitnum bak
visit_bak visflg_ visflg mvisflg astdt_ aendt_);
set __visits_ all_3;

by usubjid astdt_ descendi ng aendt _ visitnum

if not(visflg=1 and mvisflg=1) then
do;
avi si tn=vi si t num
avisit=strip(visit);

end;

if rvflg=1 then
do;
vi si t numevi si t num bak;

visit=visit_ bak;
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if avisitn=. then
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avi si t n=1;
end;

out put cl sp_covid_vis_test;

if adtflg=1 then

ast dt =. ;

if rvflg=1 then
clspfl=Y;

if visflg=1 or rvflg=1 then
out put cl sp_covid_vis;

run;

** Report. **;

proc sql
create table _ _reportl as select distinct * from
(select distinct * fromclsp_covid_ vis_test where strip(visit) not
in (& excl_visla, & excl_vislb, & excl_vis2, & excl_vis3)) inner join
(select clspfl as clspfl_ fromclsp_covid_vis_test as b where
clspfl="Y") on usubjid=b.usubjid order by usubjid, astdt_, aendt_ desc,

vi si t num

—

ta __report2(drop=rvflg visitnumbak visit_bak visflg_ visflg mvisflg astdt _

-Apr-2021 21:45 (GMT)

aendt _ clspfl _);
set _ _reportl,

by usubjid astdt descendi ng aendt visitnum

if adtflg=1 then
astdt=.;

un;

*** Drop all records for Phase 1 subjects from ADSYMPT ****;
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=

create table adsynpt3 as select * fromadsynpt2 left join
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(select avisitn as avisitn_clsp, avisit as avisit_clsp, clspfl from
clsp_covid vis as b where clspfl="Y) on domai n=b. domai n and
usubj i d=b. usubjid and visitnumeb. vi sitnum and visit=b.visit and adt=b.adt and
ast dt =b. astdt and aendt=b. aendt inner join (select phasen, phase fromadsl c
where phasen ne 1 and 12 <=agetr01 <=25 and EVALO2FL='Y') on
usubj i d=c. usubjid order by usubjid, visitnum visit, adt, astdt, aendt;

quit;

data adsynpt4 adsynpt (keep=usubjid visit: param parcat: aval: adt astdt aendt
avisit avisitn);
recseq=put(_n_, z7.);

set adsynpt 3;

if clspfl=Y then
do;
avi sitn=avisitn_cl sp;

avi sit=avisit_clsp;

end;
aval c=strip(avalc);
if avalc="."' then
aval c="";

i f aval c=' UNKNOWN' t hen
aval c=' UNK' ;

-Apr-2021 21:45 (GMT)

i f aval c=' POSI TI VE' then
aval c=' POS'

i f aval c='| NDETERM NATE' t hen

aval c=' I ND ;

i f aval c=' NEGATI VE' then
aval c=' NEG ;

c
>
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proc sort data=adsynpt;
by usubjid avisitn param aval aval c adt astdt;

run;

data synp_all 1 ord_data_ 1(keep=usubjid visitnumvisit avisitn avisit srtdt)

vi s_col spl(keep=usubjid visithnumvisit avisitn avisit);

recseq=put(_n_, z7.);

set adsynpt (keep=usubjid param parancd param parcatl aval aval ¢ visitnum
visit avisitn avisit adt astdt aendt);

by usubjid avisitn param aval aval c adt astdt;

stat =i nput (put (aval c, $stat.), ?? best.);

srtdt =astdt;

** Group Synptoms and test results. **;

if strip(parancd) in ('CHLLS , 'D ARRHEA', 'FEVER , 'NLTSTSM.', ' NCOUG ,
"NSTBRTH , 'NMUSPN , 'NSRTHROT', 'VOM T') then
do;
grp=1;
out put synp_all _1;

end;

if strip(parancd) in ('CHLLS , 'D ARRHEA', 'FEVER , 'NLTSTSM.', 'NCOUG ,
"NSTBRTH , 'NMUSPN , 'NSRTHROT', 'VOM T') or strip(parancd) in ('FATI GUE ,
" HEADACHE' , ' RIHNRA', ' NAUSEA', 'NNSLCONG ) then
do;
grp=2;
out put synp_all _1;

end;

if strip(parancd) in ('CI9NIG ) and strip(avisit)="V1l DAYl VAX1 L' then
do;
grp=21;
** These nunber assignnents are used bel ow. **;

srtdt =adt ;
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out put synp_all _1;

FDA-CBER-2022-5812-0736194



end;

if strip(parancd) in (' RTCOV2NS' ) then

do;

gr p=22;

srtdt =adt;

out put synp_all _1;
end;

if strip(parancd) in (' SARSCOV2') then

do;

gr p=23;

srtdt =adt;

out put synp_all _1;
end;

if strip(parancd) in ('CIO9NIG ) and strip(avisit) ~="V1l DAYl VAX1 L' then

do;

gr p=24;

srtdt =adt;

out put synp_all _1;
end;

if grp *=. then

out put ord_data_1;

-Apr-2021 21:45 (GMT)

if visitnum”=avisitn or visit *=avisit then
out put vis_col spl;

format adt astdt aendt srtdt yymddlO.;

[
>

oc sort data=ord_data_1 out=ord_data_la noduprecs;
by usubjid srtdt avisitn avisit visitnumvisit;

where srtdt ~=. and avisit not in('V1_DAY1l VAX1 L', 'V2_VAX2 L');
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ata ord_data_ 1b;
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set ord_data 1la;
by usubjid srtdt avisitn avisit visitnumvisit;

l ength avislist $1000;

if first.usubjid then
do;
avislist="";
srtord=10;
end;
i d=prxparse('/"' || strip(avisit) || "/i");

call prxsubstr(id, avislist, point, Ing);

if first.usubjid or (first.avisitn and | ng=0) then

do;
srtord + 2;
keepf | g=1;
avislist=strip(strip(avislist) || " " || strip(avisit));
end;
=
= . .
¢ if last.usubjid then
g | astrec=1;
- . o
N retain avislist;
-
Nun;
o
%oc sql ;

create table ord data_1c as select * from
(select distinct * fromord data_1) left join (select srtord from
ord _data_1b as b where keepfl g=1) on usubjid=b.usubjid and avisitn=b.avisitn
and avisit=b.avisit order by usubjid, avisitn, srtord, srtdt;

ui t;

ata ord_data_ 1d;
set ord _data 1c;

by usubjid avisitn srtord srtdt;

if first.usubjid then
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srtord_b=0;

if avisit in (' VI_DAYL VAXL L', 'V2_VAX2 L') then

do;
if strip(avisit)="V1l_DAY1l VAX1 L' then
do;
srtord b=srtord b + 1
srtord=srtord_b;
end;
if strip(avisit)="V2_VAX2_ L' then
do;
srtord b=srtord b + 1
srtord=srtord_b;
end;
end;
el se
= do;
=
gl if srtord=. then
<
R do;
o\
-
N if first.usubjid then
o
s srtord=10. 1;
<
L el se
srtord=srtord_ + .1;
end;
srtord_=srtord,;
end;

retain srtord_b srtord_;

c
>

roc sort data=vis_col spl out=vis_col sp2 nodupkey;

by usubjid avisitn avisit;
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proc sql

** Merge sort order. **;

create table synp_all _2 as select * fromsynp_ all_1 left join (select srtord

fromord_data_1d as b) on usubjid=b.usubjid and visitnumeb. vi sitnum and

visit=b.visit and avisitn=b.avisitn and avisit=b.avisit and srtdt=b. srtdt;

** Flag coll apsed visits records. **;

create table synp_all _3 as select * fromsynp_ all_2 left join (select 1 as

clspflg, avisitn as avisitn_colsp, avisit as avisit_colsp fromvis_col sp2 as

b) on usubjid=b.usubjid and avisitn=b.avisitn and avisit=b.avisit;

** Merge Death date. **;

create table synp_all _4 as select * fromsynp_all_3 left join (select dthdt,

vax101dt, vax102dt from adsl as b) on usubjid=b.usubjid order by usubjid,

avisitn, avisit, grp, stat, astdt, visitnum aendt;

quit;

data synp_all 5 synmpl(keep=recseq usubjid vax101ldt vax102dt avisitn avisit
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parcatl grp stat dthdt srtord clspflg grpcat grp_stdt grp_endt visitnum_

visit_ renanme=(grp_stdt=astdt grp_endt=aendt visitnum =visitnum

visit_=visit)) nva_naat1(keep=recseq usubjid vax101ldt vax102dt vi sitnum visit

avisitn avisit param parancd param parcatl aval avalc grp adt srtord dthdt

stat clspflg);
set synp_all _4;

by usubjid avisitn avisit grp stat astdt visitnum aendt;

if avisitn_colsp *=. then

cl spfl g=1;

if grpin (1, 2) then
gr pcat =1,

if first.grp then
do;
grp_stdt =astdt;
gr p_endt =aendt ;

grp_stat=stat;
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c
>

=
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ata synmp2(drop=vis_endtfl

vi sitnum =vi sitnum
visit_=visit;

end;

if grp_stat < stat or grp in (7, 8) then

do;
grp_stdt=astdt;
gr p_endt =aendt ;
grp_stat=stat;
vi sitnum =vi sitnum
visit_=visit;

end;

if grp_stdt=. and stat=4 then

grp_stdt=astdt;

if (. < grp_endt < aendt) or aendt=.

gr p_endt =aendt ;

if last.grp and grp < 20 then
keepf | g=1;
out put synp_all _5;

i f keepflg=1 then
out put sympl;

if grp in (21, 22, 23, 24) then
out put nva_naat 1;

format grp_stdt grp_endt yynmddio.;

retain grp_stdt grp_endt grp_stat visitnum_ visit_;

oc sort data=synpil;

by usubjid avisitn avisit grpcat grp stat astdt aendt visitnum

t hen

setflg vis_stat vis_astdt vis_aendt vis_endtfl _cdc
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setflg_cdc vis_stat_cdc vis_astdt_cdc vis_aendt_cdc);

set synpl,;

by usubjid avisitn avisit grpcat grp stat

if first.avisitn then
do;
vis_endtfl =0;
vis_endtfl cdc=0;
set fl g=0;
setfl g_cdc=0;

end;

if setflg=0 and 3 <=grp <=7 then
do;
vis stat=stat;
vi s_astdt =astdt;
vi s_aendt =aendt ;
setfl g=1;

end;

if setflg _cdc=0 and 8 <=grp <=9 then
do;
vis _stat _cdc=stat;
vis_astdt cdc=astdt;
vi s_aendt cdc=aendt;
setfl g_cdc=1;

end;

if 3 <=grp <=7 then
do;

if aendt=. or stat ~=4 then

vis_endtfl=1;

if vis stat <=stat then

do;

astdt aendt visitnum
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vis stat=stat;

if vis_astdt=. or (vis_astdt ~=. and
vi s_astdt =astdt;

end;

if vis stat=stat and astdt < vis_astdt then

vi s_astdt =astdt;

if . <vis_aendt < aendt then
vi s_aendt =aendt ;

end;

if 8 <=grp <=9 then
do;

if aendt=. or stat ~=4 then

vis_endtfl cdc=1;

if vis_stat _cdc <=stat then

do;
vis _stat _cdc=stat;
if vis_astdt_cdc=. or (vis_astdt_cdc "=.
s_astdt _cdc)
t hen
vis_astdt cdc=astdt;
end;

if vis_stat_cdc=stat and astdt < vis_astdt_cdc

vis_astdt cdc=astdt;

if . <vis_aendt_cdc < aendt then
vi s_aendt cdc=aendt;
end;

out put ;

if last.grpcat then
do;

< astdt < vis_astdt) then

and . < astdt <

t hen
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i f grpcat=2 then
do;
gr p=20. 1;
stat=vis_stat;

astdt=vis_astdt;

if vis_endtfl=0 then
aendt =vi s_aendt ;
el se
aendt =. ;
par cat 1=' SEVERE COVI D- 19 SYMPTOMS' ;
out put ;

end;

i f grpcat=3 then
do;
gr p=20. 2;
stat=vis_stat cdc;

astdt=vis_astdt_cdc;

if vis_endtfl _cdc=0 then
aendt =vi s_aendt cdc;
el se

aendt =. ;

-Apr-2021 21:45 (GMT)

par cat 1=' SEVERE COVI D- 19 SYMPTOMS' ;
out put ;
end;
end;
retain vis_endtfl vis_endtfl_cdc setflg setflg _cdc vis_stat vis_astdt

vis_aendt vis_stat cdc vis_astdt _cdc vis_aendt cdc;

c
>

=

oc sql;

** Merge synptom dates based on VISITNUM **;
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(sel ect usubjid as usubjid_v, mn(astdt) as astdt_symv fornmat
yymdd10., nmax(aendt) as aendt_symyv format yymmddl10. fromsynp_all _3 as b
where grp in (1, 2) and astdt ~=. group by usubjid, visitnum visit) on
usubj i d=b. usubjid and vi sitnumeb. vi sitnum and visit=b.visit order by usubjid,

vax101dt, vax102dt, avisitn, avisit, visitnum visit, grp, adt;

** Merge synptom dates based on AVISITN. **;

create table nva_naatlb as select * fromnva_naatla left join

quit;

(sel ect usubjid as usubjid_av, mn(astdt) as astdt_sym av fornat
yymdd10., nmax(aendt) as aendt_sym av format yymddl1l0. from synpl as b where
grp in (1, 2) and astdt ~=. group by usubjid, avisitn, avisit) on
usubj i d=b. usubjid and avisitn=b.avisitn and avisit=b.avisit order by usubjid,

vax101dt, vax102dt, avisitn, avisit, visitnum visit, grp, stat, adt;

** Determine if NVA or NAAT result/s are valid based on dates to exclude nmultiple records
that are out of w ndow. **;

data nva_naat 2 nva_naat _fl ags(keep=usubjid vax101dt vax102dt dthdt vldrslfl
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set

vrbl ngfl crdingfl crd2ngfl pdpl7fl_ pdp27fl );

**** Use this dataset for flags *****;

nva_naat 1b;

by usubjid vax101ldt vax102dt avisitn avisit visitnumvisit grp stat adt;

** Derive result flags. **;

if first.usubjid then

do;
vrbl ngfl="U
crdingfl =" U ;
crd2ngfl =" U ;
pdpl7fl _="N;
pdp27fl _="N ;
end;
vidrsifl="N;

if strip(avisit)="V1_DAY1l VAX1 L' then

do;
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if . < adt <=vax101ldt then

vidrslfl="Y;

if vidrsifl="Y and strip(put(stat, stat.))=" POS

do;
if grp=21 then
vrbl ngfl ="N
if grp=22 then
crdingfl =" N ;
end;

if vidrsifl=Y and strip(put(stat, stat.))="NEG

do;
if grp=21 then
vrbl ngfl="Y";
if grp=22 then
crdingfl ="Y";
end;

if last.avisitn and vrblngfl="Y and crdingfl="Y
pdpl7fl _="Y";
end;
else if strip(avisit)="V2_VAX2_L' then
do;

if . < adt <=vaxl1l02dt then

vidrslfl="Y;

if vidrsifl="Y and strip(put(stat, stat.))=" POS
crd2ngfl =" N ;

if vidrsifl=Y and strip(put(stat, stat.))="NEG
crd2ngfl =" Y';

t hen

t hen

t hen

and grp=22 then

and grp=22 then
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if last.avisitn and vrblngfl="Y and crdingfl="Y and crd2ngfl="Y" then
pdp27fl _="Y';
end;
else if strip(avisit) not in ('V1_DAY1l VAX1 L', 'V2_VAX2_L') and grp =24 then
do;

if usubjid_av ="' then
do;
if astdt_symav ~=. and aendt_sym av=. and sum(astdt_sym av, -4)
<=adt then

vidrslfl="Y;

if astdt_symav ~=. and aendt_sym av ~=. and sun{astdt_sym av, -4)
<=adt <=sum(aendt_sym av, 4) then
vidrsifl=Y;
end;
else if usubjid v ~="" then

do;

if astdt_symv ~=. and aendt_symv=. and sum(astdt_symyv, -4) <=adt

D
=)

vidrsifl=Y;
else if astdt_symv ~=. and aendt_symyv ~=. and sum(astdt_symyv, -4)
<=adt <=sum(aendt_symyv, 4) then
vidrsifl=Y;
end;
el se
cnerslfl="Y";

end;

if first.grp and last.grp then
cnerslfl="Y";

el se
do;

** Check if multiple results are present and valid. **;
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if vidrslfl="Y then
cnerslfl="Y;
end;

out put nva_naat 2;

if last.usubjid then
out put nva_naat _fl ags;
retain vrblngfl crdingfl crd2ngfl pdpl7fl_ pdp27fl _;

run;

proc sort data=nva_naat2 out=nva_naat 3(drop=usubjid_v usubjid_av);
by usubjid vax101ldt vax102dt avisitn avisit visitnumvisit grp stat adt;
where cncrslfl="Y";

run;
***xx Chek Nunmber of Subjects with VRBLNGFL='Y' and CRDINGFL='Y' and CRD2NGFL='Y' ****x**.

proc sgl noprint;

sel ect count (distinct usubjid) into :nl1 fromnva_naat_fl ags where

E VRBLNGFL="Y"' and CRDINGFL="Y' and CRD2NGFL='Y' and usubjid in (select
S% di stinct usubjid fromadsl where saffl="Y");

< .

Jui t;

N

-

Egata nva_naat 4 nva_naat 4a( keep=usubjid adt stat renane=(adt=nva_dt stat=nva))
oY

nva_naat 4b( keep=usubjid adt stat rename=(adt=cnt_1dt stat=cnt_1))
nva_naat 4c( keep=usubjid adt stat rename=(adt=cnt_2dt stat=cnt_2))
nva_naat 4d( keep=usubj i d vax101ldt vax102dt avisitn avisit visitnumvisit adt
stat srtord clspflg vidrsifl rename=(vlidrslfl=c_vldrslfl adt=cnt_unp_dt
stat=cnt_unp srtord=cnt_srtord)) nva_naat4e(keep=usubjid vax101ldt vax102dt
avisitn avisit visithnumvisit adt stat srtord clspflg vlidrslfl
rename=(vldrslfl=l_vldrslfl adt=lcl_unp_dt stat=lcl_unp srtord=lcl _srtord))
nva_naat 4f (keep=recseq usubjid vax101dt vax102dt adt grp stat
rename=(recseq=recseq_f adt=nva_v3_dt stat=nva_v3)) nva_naat 4g( keep=recseq
usubjid vax10ldt vax102dt adt grp stat cl19cnv_dy rename=(recseq=recseq_g

adt =nva_cnv_dt stat=nva_cnv));
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by usubjid vax101ldt vax102dt avisitn avisit visitnumvisit grp stat adt;

if grp=24 and strip(avisit) ~='"V3_MONTHL_ POSTVAX2_ L

do;

c19cnv_dy=adt - vax102dt + 1;

end;

if last.grp and grp <=23 then

keepf |l g=1;

i f grp=24 then

keepf | g=1;

out put nva_naat 4;

i f keepflg=1 then

do;

grp=21 and strip(avisit)="V1l DAYl VAX1 L' then

out put nva_naat 4a;

grp=22 and strip(avisit)="V1l DAYl VAX1 L' then

out put nva_naat 4b;

grp=22 and strip(avisit)="V2_VAX2_ L' then

out put nva_naat 4c;

grp=22 and strip(avisit) not in ('V1 DAYl VAX1 L',

out put nva_naat 4d;

grp=23 and strip(avisit) not in ('V1 DAYl VAX1 L',

out put nva_naat 4e;

grp=24 then
do;

if strip(avisit)="V3_MONTHL POSTVAX2_ L' then
out put nva_naat 4f;
el se

out put nva_naat 4g;

and vax102dt ~=. then

'V2_VAX2_L') then

'V2_VAX2_L') then
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end;
end;

run;
** Process central and local lab rerults. **;

data cnt _lcl1;
mer ge nva_naat 4d(i n=a) nva_naat 4e(i n=b);
by usubjid vax101ldt vax102dt avisitn avisit visitnumvisit;

** Concl ude NAAT result for unplanned visits. **;

if cvldrslfl=Y then

do;
naat _unp=cnt _unp;
naat _unp_dt=cnt_unp_dt;
srtord_swab=cnt srtord,;
end;

else if c vldrsifl ~="Y and | _vldrslfl=Y then

do;
naat _unp=I cl _unp;
naat _unp_dt=Ilcl _unp_dt;
srtord_swab=lcl srtord,;
end;

if cvldrslfl ~="Y and | _vldrslfl ~="Y then

do;
i f nmss(cnt_unp, naat_unp) < 2 then
stat _sort=max(cnt_unp, naat_unp);
if nmss(cnt_unp_dt, naat_unp_dt) < 2 then
dt _sort=max(cnt_unp_dt, naat_unp_dt);
end;
el se
do;

stat_sort=naat_unp;
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dt _sort=naat _unp_dt;

end;

if srtord _swab=. then

do;
if cnt_srtord ~=. then
srtord_swab=cnt srtord,;
if cnt_srtord=. and lcl _srtord ~=. then
srtord_swab=lcl srtord;
end;

if cvldrslfl="Y or | _vldrslfl=Y then
vunprfl ="Y";
format naat _unp_dt yymudd10.;

run;

proc sort data=cnt_lcl1

= by usubjid vax101ldt vax102dt avisitn avisit vunprfl naat_unp stat_sort dt_sort;
=

@un;

N

To)

Jata cnt_lcl 2(drop=stat_sort);

N

R} *xx%xxx Use this dataset for conlcuded lab results *****;

8' set cnt _lcl1;

é% by usubjid vax101ldt vax102dt avisitn avisit vunprfl naat_unp stat_sort dt_sort;

if last.avisitn then
keepf |l g=1;
naat _rslt_flg=1;

renanme visitnumevisitnum visit=visit_;

c
>

*

Merge result flags with synptom data. **;

at a synmp3a(drop=keepfl g);
merge synmp2(in=a) cnt_Icl2(in=b where=(keepflg=1));
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if a and not b then

nfl g=1,;

if a and b then

nfl g=2;

if not a and b then

nfl g=3;

if nflg=3 and visitnum=. then

do;
Vi si t numevi si tnum ;
visit=visit_;
srtord=srtord_swab;
end;
run;
dat a synp3b;

nva_naat 4a(i n=c) nva_naat 4b(i n=d) nva_naat 4c(i n=d);

by usubji d;

if a;

call mssing(stdyl, stdy2);

if astdt ~=. then

do;

i f vax101ldt ~=. then

do;
i f astdt >=vax101ldt then
stdyl=(astdt - vax101ldt) + 1
el se
stdyl=(astdt - vax101dt);
end;

090177e196b7a9f0\Final\Final On: 06-Apr-2021 21:45 (GMT)

nmer ge synp3a(in=a) nva_naat_ flags(in=b drop=vax101dt vax102dt vldrslfl)
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i f vax102dt ~=. then

do;
i f astdt >=vax102dt then
stdy2=(astdt - vax102dt) + 1
el se
stdy2=(astdt - vax102dt);
end;
end;
if vrblngfl="" then
vrbl ngfl ="U
if crdingfl="" then
crdingfl =" U ;
if crd2ngfl="" then
crd2ngfl =" U ;
= i f pdpl7fl _="" then
% pdpl7fl _="N;
<
o if pdp27fl _="" then
o d f
27 =N ;
é; pap —
N renane pdpl7fl _=pdpl7fl _tnp pdp27fl _=pdp27fl _t np;
Eun;

=

oc sort data=synp3b out=synp3c;

by usubjid vax101ldt vax102dt srtord avisitn avisit grpcat grp astdt;

c
>

ata synmp3d,;
retain recseq usubjid parcatl visitnumvisit avisitn avisit clspflg vax101dt
vax102dt dthdt nva nva_dt vrblngfl cnt_1 cnt_1dt crdlngfl cnt_2 cnt_2dt
crd2ngfl grpcat grp stat astdt aendt stdyl stdy2 cnt_unp cnt_unp_dt
c_vldrslifl lcl_unp lcl_unp_dt | _vldrslfl naat_unp naat_unp_dt vunprfl

naat _rslt_flg pdpl7fl _tnp pdp27fl _tnp;
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run;

** Determ ne NAAT unpl anned result and derive case.

***x* Use synp4 dataset to identify subjects with synptons and no valid NEG result *****;

set synp3c;

by usubjid vax101ldt vax102dt srtord avisitn avisit grpcat grp astdt;

dat a synp4(drop=naat _unp_) synp_all _flags(keep=usubjid vax10ldt vax102dt dt hdt
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pdsynfl _ pdsdnfl _ cdcsynfl _ sevsynfl _ sevcdcfl _ pdrrmufl _ pdrnupfl _ cdcrmufl _

cdrrmupfl _ pdplfl _ pdpl7fl _ pdp27fl _ pdp214fl _ cdplfl _ cdpl7fl _ cdp27fl _

cdp214fl );

set synp3d end=eof;

by usubjid vax101ldt vax102dt srtord avisitn avisit grpcat grp astdt;

** Setting the flags. **;

if first.usubjid then

do;

pdsynfl _="N ;

pdsdnfl _="N ;
cdcsynfl _='"N ;
sevsynfl _="N;
sevcdcfl =" N ;
pdrmufl _="N;

pdr mupfl _='"N;
cdermuf| _="N
cdrmupfl _="N

pdplfl _=pdpl7fl _t np;
pdpl7fl _=pdpl7fl _tnp;
pdp27f1 _=pdp27fl _t np;

pdp214fl _=pdp27fl _t np;

cdpif | _=pdpifl _;

cdpl7f | _=pdpl7fl _;
cdp27f | _=pdp27fl _;
cdp214f| _=pdp27fl _;

filocrfl _pd_=""

FDA-CBER-2022-5812-0736212



filocrfl _cdc_=";

filocrfl _sev =";
filocrfl _sev_cdc =";
pd_fst_pos_dt=.;
astdt_pd_res_m ss=.
cd_fst_pos_dt=.;
astdt _cdc_res_m ss=.
| ast _vis_end dt=.;
end;

** |f concluded lab result out of CDC defined synptons date/s, reset the valid flag.
* k-

if grp=2 then
do;

if astdt=. or naat_unp_dt=. then
vunprfl="";
el se

do;

if aendt=. and sum(astdt, -4) <=naat_unp_dt then

vunprfl ="Y";

) el se if aendt "=. and sum(astdt, -4) <=naat_unp_dt <=sum(aendt, 4)

en
vunprfl ="Y";

el se
vunprfl="";
end;
end;
** Determine illness onset for protocol defined, CDC defined and severe synptonms. **;

if first.avisitn then
do;
cl9onst _=-1;

cdconst _=-1;
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end;
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if strip(put(stat, stat.))="POS and vunprfl="Y" then

do;

if strip(put(naat_unp, stat.))

naat _unp_=i nput (put (' UNK' ,

el se

naat _unp_=naat _unp;

if grp=1 then

cl9onst =naat _unp_;

if grp=2 then
cdconst =naat _unp_;

end;

in ('") then

$stat.), ?? best.);

else if strip(put(stat, stat.))="P0OS and vunprfl="" then

do;

if grp=1 then
c19onst =i nput (put (" UNK

if grp=2 then
cdconst =i nput (put (" UNK

end;

else if strip(put(stat, stat.)) in ('",

do;

if grp=1 then
c19onst =i nput (put (' NEG

if grp=2 then
cdconst =i nput (put (' NEG

end;

if grp=1 then

cl9onst _=cl9onst;

if grp=2 then

$stat.),

$stat.),

$stat.),

$stat.),

?? best.);

?? best.);

"NEG ) then

?? best.);

?? best.);
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cdconst _=cdconst;

if grp=20.1 then

do;

end;

cl9onst _=-1 then

cl9onst _=2;

strip(put(stat, stat.))="POS then

sevconst =c19onst _;

strip(put(stat, stat.)) in ("', '"NEG) then

sevconst =i nput (put (' NEG , $stat.), ?? best.);

strip(put(cl9onst_, stat.))="POS and last.usubjid and dthdt ~=. then

sevconst =i nput (put (' POS', $stat.), ?? best.);

i f grp=20.2 then

do;

end;

cdconst _=-1 then

cdconst _=2;

strip(put(stat, stat.))="POS then

cdcsonst =cdconst _;

strip(put(stat, stat.)) in ("', "NEG) then

cdcsonst =i nput (put (' NEG, $stat.), ?? best.);

strip(put(cdconst_, stat.))="POS and last.usubjid and dthdt ~=. then

cdcsonst =i nput (put (' POS', $stat.), ?? best.);

if strip(put(cl9onst, stat.))="POS and pd_fst_pos_dt=. then

pd_f st _pos_dt=astdt;

if strip(put(cdconst, stat.))="POS and cd_fst_pos_dt=. then

cd_fst_pos_dt=astdt;
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if grp=1 then

in ("NEG, 'POS') then

< astdt < pd_fst_pos_dt) then

do;
if strip(put(stat, stat.))='"POS then
do;
pdsynfl _="Y';
if astdt=. then
pdsdnfl _="Y';
if strip(put(cl9onst, stat.)) not
do;
astdt _pd_res_m ss=astdt;
if (pd_fst_pos dt=.) or (.
do;
pdrmufl _="Y";
pdr mupfl _="Y';
end;
end;
if strip(put(cl9onst, stat.))='"POS and pdrmupfl_ =Y
and . < astdt_pd_res_miss < pd_fst_pos_dt then
pdr mupfl _='"N;
end;
end;
if grp=2 then
do;

if strip(put(stat, stat.))='"POS then
do;
cdesynfl _="Y';

if strip(put(cdconst, stat.)) not
do;

astdt _cdc_res_m ss=astdt;

in ("NEG, 'POS') then
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—h

—h

if (cd_fst_pos_dt=.) or (. < astdt < cd_fst_pos_dt) then
do;
cdermufl _="Y';
cdrmupfl _="Y";
end;

end;

if strip(put(cdconst, stat.))="POS and cdrmupfl =Y
and . < astdt_cdc_res_mss < cd_fst_pos_dt then
cdrmupfl _="N;
end;

end;

grp=20.1 and strip(put(stat, stat.))="POS then

sevsynfl _="Y";

grp=20.2 and strip(put(stat, stat.))="POS then

sevcdcfl _=Y';

dt hdt ~=. then
do;
sevsynfl _="Y";
sevcdcfl _=Y';

end;

grp=1 and cl9onst =i nput (put (' POS', $stat.), ?? best.) then
do;

if (vrblngfl="Y and crdingfl="Y and . < vax10ldt=astdt)
or (. < vax10ldt < astdt) then
ildifl _pd="Y';
el se

i1d1fl _pd='N;

if . < vax101ldt < sum(vax101ldt, 7) <=astdt then
i1d17fl _pd="Y";
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el se

i1d17f1 _pd='N ;

if (crd2ngfl="Y" and . < vaxl02dt=astdt) or (. < vax102dt < astdt) then

ild2fl_pd="Y";
el se

i1d2fl _pd='N;

if . < vax102dt < sum(vax102dt, 7) <=astdt then
i1d27fl _pd="Y';
el se

i1d27f1 _pd='N ;

if . < vax102dt < sum(vax102dt, 14) <=astdt then

ild214fl _pd="Y';
el se
il d214f1 _pd='N;
if filocrfl _pd_="" then
do;
filocrfl _pd_="Y';
filocrfl _pd="Y";
end;

end;

if grp=2 and cdconst=i nput(put('POS', $stat.), ?? best.) then

do;

if (vrblngfl="Y and crdingfl="Y and . < vax10ldt=astdt)

or (. < vax10ldt < astdt) then
ildifl _cdc="Y";
el se

il1difl _cdc="N;

if . < vax101ldt < sum(vax101ldt, 7) <=astdt then
i1di7fl _cdc="Y';

el se
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i1dl7fl _cdc="N ;

if (crd2ngfl="Y" and . < vaxl02dt=astdt) or (. < vax102dt < astdt) then
ild2fl _cdc="Y";
el se

il1d2fl _cdc="N;

if . < vax102dt < sum(vax102dt, 7) <=astdt then
i1d27f1 _cdc="Y';
el se

i1d27f1 _cdc="N ;

if . < vax102dt < sum(vax102dt, 14) <=astdt then
i1d214f1 cdc="Y';

el se
i1d214f1 cdc="N;
if filocrfl _cdc_="" then
do;
filocrfl _cdc_=Y';
filocrfl _cdc="Y';
end;

end;

if (strip(put(stat, stat.))=('P0OS ) and strip(put(naat_unp, stat.)) ~=" NEG)
and stdyl < 1 then
do;

i f (vax101dt ~=. and naat_unp_dt ~=. and vax101ldt <=naat_unp_dt) or
naat _unp_dt=. or vunprfl="Y then

do;

if grp=1 then
pdplfl _="N;

if grp=2 then
cdplfl _="N;
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end;

end;

if (strip(put(stat, stat.))=('PCS ) and strip(put(naat_unp,

and stdyl < 8 then
do;

i f (vax101dt ~=. and naat_unp_dt ~=. and

stat.)) ~='NEG)

vax101ldt <=naat_unp_dt < sunm(vax101dt, 7)) or naat_unp_dt=. or

vunprfl =Y
t hen
do;
if grp=1 then
do;
pdpl7fl _="N;
pdp27fl _="N ;
end;
= if grp=2 then
5 do;
g cdpl7fl _="N;
RJ' cdp27fl _='"N;
-
N end;
o
;(_ end;
L end;

and stdy2 < 8 then
do;

unprfl="Y
t hen

do;
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if grp=1 then

if (strip(put(stat, stat.))=('PCS ) and strip(put(naat_unp,

i f (vax101dt ~=. and vax102dt ~=. and naat _unp_dt ~=.

stat.)) ~='NEG)

and

vax101dt <=naat_unp_dt < sum(vax102dt, 7)) or naat_unp_dt=. or
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pdp27fl _="N ;

if grp=2 then
cdp27fl _='"N;
end;

end;

if (strip(put(stat, stat.))=('P0OS ) and strip(put(naat_unp, stat.)) ~=" NEG)
and stdy2 < 15 then
do;

i f (vax101dt ~=. and vax102dt ~=. and naat_unp_dt ~=. and

vax101ldt <=naat _unp_dt < sunm(vax102dt, 14)) or naat_unp_dt=. or

vunprfl =Y
t hen
do;
if grp=1 then
pdp214fl _='N;
if grp=2 then
cdp214fl _="N;
end;

end;

if strip(put(naat_unp, stat.))="POS and vunprfl="Y then
do;

if . < naat_unp_dt < vax101ldt then
do;
pdplfl _="N;

end;

i f vax101ldt ~=. and vax101dt <=naat_unp_dt < sun(vax101ldt, 7) then
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do;
pdpl7fl _="N;
pdp27fl _="N ;
cdpl7fl _='"N;
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cdp27fl _

end;

i f vax101ldt ~=.

7) then
do;
pdp27f1 _
cdp27fl _
end;

i f vax10ldt ~=.
14) then
do;
pdp214f 1
cdp214f
end;

end;

if strip(put(stat, stat.

((strip(put(cnt_

=N :

and vax102dt ~=. and vax101dt <=npaat _unp_dt < sun{vax102dt,

=N :
=N :

and vax102dt ~=. and vax101dt <=npaat_unp_dt < sun{vax102dt,

=N
=N

)) ~="PCS' and

unp, stat.))="P0OS' ) or (strip(put(cnt_unp, stat.))="' and

strip(put(lcl_unp, stat.))="P0OS)) then

do;

if strip(put(cnt_unp, stat.))="POS then

do;

t np_unp=
t np_unp_

end;

cnt _unp;

dt =cnt _unp_dt;

else if strip(put(lcl_unp, stat.))="POS then

do;

t np_unp=
t np_unp_

end;

[ cl _unp;

dt =l cl _unp_dt;

if . < tnp_unp_dt < vax101dt then

do;
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pdplfl _="N;

end;

i f vax10ldt ~=. and vax101ldt <=tnp_unp_dt < sum(vax1l01ldt, 7) then

do;
pdpl7fl _="N;
pdp27fl _="N ;
cdpl7fl _='"N;
cdp27fl _='"N;
end;

if vax101ldt ~=. and vax102dt ~=. and vax101ldt <=tnp_unp_dt < sun(vax1l02dt,

7) then
do;
pdp27fl _="N ;
cdp27fl _='"N;
end;

if vax101ldt ~=. and vax102dt ~=. and vax101ldt <=tnp_unp_dt < sun(vax1l02dt,
14) then
do;
pdp214fl _='"N;
cdp214fl _="N;
end;

end;

if aendt ~=. then
| ast _vis_end _dt=aendt;

out put synmp4;

if last.usubjid then
out put synp_all _fl ags;

format naat_unp_dt |ast_vis_end_dt yymuddlO0.

retain cl9onst __ cdconst_ pdsynfl _ pdsdnfl_ cdcsynfl_ sevsynfl _ sevcdcfl _
pdrmufl _ pdrrmupfl _ cdernufl _ cdrmupfl _ filocrfl _pd_ filocrfl _cdc_
filocrfl_sev_ filocrfl_sev_cdc_ pdplfl_ pdpl7fl_ pdp27fl _ pdp214fl _ cdpifl _

FDA-CBER-2022-5812-0736223



run;

/****

cdpl7fl _ cdp27fl _ cdp214fl _ pd_fst_pos_dt cd _fst_pos_dt astdt_pd_res_m ss

astdt _cdc _res _mss last_vis_end dt;

END - Setting up ADC19EF dat aset *****/:

**xx*x*% | dentify subjects with Visit 3 (V3_MONTHI_POSTVAX2_L), Conval scent Visits
(A1,B1,C1,...), V101 and V201 visits from SV domai ns *****;

proc sql
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noprint;

create table sv_v3 as select a.usubjid, input(a.svstdtc, yymmddl0.) as v3dt

format =date9., b.subjid from dataprot.sv (where=(visit

in ('V3_MONTHL _POSTVAX2_L') and not m ssing(SVSTDTC))) a inner join

adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;

create table sv_conv as select a.usubjid, input(a.svstdtc, yymddl10.) as

convdt format=date9., b.subjid from

dat aprot.sv (where=(substr(scan(strip(visit), -1, '_"), 1, 2) in ('Al', 'B1',
‘cr, ‘b1, 'E1', "F1', 'Gl', '"H1') and not nissing(SVSTDIC))) a inner join
adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;

create table sv_V101 as sel ect a.usubjid, input(a.svstdtc, yymddl1l0.) as

V101dt format=date9., b.subjid fromdataprot.sv (where=(visit
in ('V101_VAX3') and not m ssing(SVSTDTC))) a inner join adsl (where=(phasen

ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid order by usubjid;

create table sv_V201 as sel ect a.usubjid, input(a.svstdtc, yymddl1l0.) as

V201dt format=date9., b.subjid fromdataprot.sv (where=(visit

in ('V201_SURVEIL_CONSENT') and not m ssing(SVSTDTC))) a inner join

adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;

create table dt0 as select a.usubjid, a.vax101ldt, a.vax102dt, a.subjid,

b.v3dt, c.convdt, d.Vv101dt, e.V201dt, case when not m ssing(a.vax102dt) and
not m ssing(c.convdt) then c.convdt - a.vax102dt + 1 else . end as convdy,
case when not m ssing(a.vax102dt) and not m ssing(d.v101ldt) then

d.v101ldt - a.vax102dt + 1 else . end as v10ldy, case when not

m ssi ng(a. vax102dt) and not m ssing(e.v201dt) then e.v201dt - a.vax102dt + 1
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el se . end as v201dy from adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) a
left join sv_v3 b on a.usubjid=b.usubjid left join sv_conv ¢ on
a.usubjid=c.usubjid left join sv_V101 d on a.usubjid=d.usubjid left join
sv_V201 e on a.usubjid=e.usubjid order by usubjid;
quit;
*x*xxx% | dentify subjects with CIONIG results for Visit 3 (V3_MONTHL_POSTVAX2 L),
Conval scent Visits (A1,B1,C1,...), V101 and V201 visits from ADSYMPT domai ns *****;
proc sgl noprint;
create table c19 v3 as select a.usubjid, a.adt as c19v3dt fornat=date9.
a.aval c as cl19val 3, b.subjid from adsynpt (where=(visit
in ('V3_MONTHL _POSTVAX2_L') and parantd in ('CIO9NIG))) a inner join
adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;
create table c19 conv as select a.usubjid, a.adt as c19cnvdt format=date9.
a.avalc as cl9valc, b.subjid from adsynpt (where=(substr(scan(strip(visit),
-1, " '), 1, 2) in ('Al", 'B1, 'Cl', 'D1l', "E1', 'F1', "Gl', 'Hl') and
parancd in ('CI9NIG ))) a inner join adsl (where=(phasen ne 1 and
12 <=agetr01l <=25)) b on a.usubjid=b.usubjid order by usubjid;
create table c19 v101 as select a.usubjid, a.adt as c19v101dt format=dat e9.
a.aval c as cl19val 11, b.subjid from adsynpt (where=(visit in ('V101_VAX3') and
parancd in ('CI9NIG ))) a inner join adsl (where=(phasen ne 1 and
12 <=agetr01l <=25)) b on a.usubjid=b.usubjid order by usubjid;

-Apr-2021 21:45 (GMT)

create table c19 v201 as select a.usubjid, a.adt as c19v201dt format=dat e9.
a.aval c as cl19val 21, b.subjid from adsynpt (where=(visit
in ('V201_SURVEIL_CONSENT') and parantd in ('CIO9NIG))) a inner join
adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;

c

it;

ata cl9;
merge ¢19 v3 (in=a) cl19 _conv (in=b) c¢19 v101 (in=c) c19 v201 (in=d);

by usubji d;
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if aor bor c or d;
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run;

***xxx% | dentify subjects with RTCOV2NS results for Visit 3 (V3_MONTH1L_POSTVAX2 L),

Conval scent Visits (A1,B1,C1,...), V101 and V201 visits from ADSYMPT domai ns *****;

proc sgl noprint;

create table rt_v3 as select a.usubjid, a.adt as rtv3dt fornat=date9., a.avalc
as rtval 3, b.subjid fromadsynpt (where=(visit in ('V3_MONTHL_POSTVAX2 L')
and parancd in (' RTCOV2NS' ))) a inner join adsl (where=(phasen ne 1 and
12 <=agetr01l <=25)) b on a.usubjid=b.usubjid order by usubjid;

create table rt_conv as select a.usubjid, a.adt as rtcnvdt format=date9.
a.avalc as rtvalc, b.subjid fromadsynpt (where=(substr(scan(strip(visit),
-1, " '), 1, 2) in ('Al", 'B1, 'Cl', 'D1l', "E1', 'F1', "Gl', 'Hl') and
parancd in (' RTCOV2NS' ))) a inner join adsl (where=(phasen ne 1 and
12 <=agetr01l <=25)) b on a.usubjid=b.usubjid order by usubjid;

create table rt_v101 as select a.usubjid, a.adt as rtv101dt fornat=date9.
a.avalc as rtval 11, b.subjid from adsynpt (where=(visit in ('V101_VAX3') and
parancd in (' RTCOV2NS' ))) a inner join adsl (where=(phasen ne 1 and
12 <=agetr01l <=25)) b on a.usubjid=b.usubjid order by usubjid;

create table rt_v201 as select a.usubjid, a.adt as rtv201dt fornat=date9.
a.avalc as rtval 21, b.subjid from adsynpt (where=(visit
in ('V201_SURVEIL_CONSENT') and parantd in (' RTCOV2NS'))) a inner join
adsl (where=(phasen ne 1 and 12 <=agetr01 <=25)) b on a.usubjid=b.usubjid
order by usubji d;
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merge rt_v3 (in=a) rt_conv (in=b) rt_v101 (in=c) rt_v201 (in=d);

by usubji d;

if aor bor c or d;

un;

*rxxx With Results - Get Visit 3 Date cut off x****x*.

ata dt _c19 rt mss_vis3dt noniss_vis3dt;
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merge dtO (in=a) cl19 rt;
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by usubji d;

if a;

format vi s3dt dat e9.

if (not mssing(cl9val 3) or not mssing(rtval 3)) and not m ssing(v3dt) then
vi s3dt =v3dt;
el se

do;

if (not missing(cl9valc) or not mssing(rtvalc)) and not m ssing(convdt) then

do;
if 28 <=convdy <=42 or (not m ssing(v3dt) and
v3dt - 7 <=convdt <=v3dt + 7) then
vi s3dt =convdt ;
end;

if (not mssing(cl9val 11) or not mssing(rtval 11)) and not mi ssing(v101dt)
t hen

do;

if 28 <=v101ldy <=42 or (not m ssing(v3dt) and
v3dt - 7 <=v101ldt <=v3dt + 7) then
vi s3dt =v101dt;

end;

if (not mssing(cl9val 21) or not mssing(rtval 21)) and not mi ssing(v201dt)
t hen

do;

if 28 <=v201ldy <=42 or (not m ssing(v3dt) and
v3dt - 7 <=v201dt <=v3dt + 7) then
vi s3dt =v201dt ;
end;
end;

out put dt_c19 rt;
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if mssing(vis3dt) then

out put m ss_vi s3dt;

if not m ssing(vis3dt) then
out put nom ss_vi s3dt;

run;

proc sort data=nom ss_vi s3dt;
by usubjid vis3dt;

run;

data nomi ss_vi s3dt;
set nom ss_vi s3dt;

by usubjid vis3dt;

if first.usubjid;

run;

*

***x*x Wthout Results - Only Visit - Date Get Visit 3 Date cut off *****x*.

ata dt _c19 rtl miss_vis3dtl nonmiss_vis3dtl;
merge dtO (in=a) c19 rt;

by usubji d;

if a;

format vi s3dt dat e9.

if not mssing(v3dt) then
vi s3dt =v3dt ;
el se

do;

i f not m ssing(convdt) then

do;

if 28 <=convdy <=42 or (not m ssing(v3dt) and

v3dt - 7 <=convdt <=v3dt + 7) then
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vi s3dt =convdt ;
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end;

if not mssing(v101ldt) then

do;
if 28 <=v101ldy <=42 or (not m ssing(v3dt) and
v3dt - 7 <=v101ldt <=v3dt + 7) then
vi s3dt =v101dt;
end;

if not m ssing(v201dt) then

do;
if 28 <=v201ldy <=42 or (not m ssing(v3dt) and
v3dt - 7 <=v201dt <=v3dt + 7) then
vi s3dt =v201dt ;
end;

end;

out put dt_c19 rt1;

=

% i f mssing(vis3dt) then

L out put m ss_vis3dt1;

=

N

m if not m ssing(vis3dt) then
8' out put nom ss_vi s3dt 1;
Fun;

=

oc sort data=nom ss_vi s3dt1;

by usubjid vis3dt;

c
>

ata nom ss_vi s3dt1;
set nom ss_vis3dt1;

by usubjid vis3dt;

if first.usubjid;
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***xxx% Conmbi ne VRBLNGFL, CRDINGFL, CRD2NGFL and VI S3DT to check uni que subjects ******.

proc sgl noprint;
create table nva_naat_vis3 as select a.usubjid, a.vrblngfl, a.crdlngfl,
a.crd2ngfl, b.vis3dt, case when a.VRBLNG-L='Y' and a. CRDINGFL='Y' and
a. CRD2NGFL="Y"' and not m ssing(b.vis3dt) then "Y' else "N' end as EVIMD2FL
| abel =" Subj ect wi t hout Evi dence 1MPD2" | ength=1 from nva_naat _flags a |eft
join nom ss_vis3dt b on a.usubjid=b.usubjid order by usubjid;

quit;

proc sgl noprint;
sel ect count (distinct usubjid) into :nl1 fromnva_naat_vis3 where EVIMD2FL="Y
and usubjid in (select distinct usubjid fromadsl where saffl="Y");

quit;

%ut &nl.;

***xxx% Subjects with POS swabs after concluded results ******;

proc sgl noprint;

E create table pos_s as select distinct a.usubjid, a.naat_unp, a.naat_unp_dt,

S% b.vi s3dt, b.vax101dt, b.vax102dt fromcnt_Icl2 (where=(naat_unp ne 2)) a left
E} join nom ss_vis3dt b on a.usubjid=b.usubjid

N

R} where . < b.vax101ldt <=a.naat_unp_dt <=b.vis3dt order by usubjid, naat_unp_dt;
o .

qui t;

S

roc sort nodupkey;

by usubji d;

c
>

**xxx Subjects with POS swabs for Central Lab ******;

roc sql noprint;
create table pos_s c as select distinct a.usubjid, a.cnt_unp, a.cnt_unp_dt,
b. vi s3dt, b.vax101dt, b.vax102dt fromcnt_lcl2 (where=(cnt_unp ne 2)) a left
join nom ss_vis3dt b on a.usubjid=b.usubjid

where . < b.vax101ldt <=a.cnt_unp_dt <=b.vis3dt order by usubjid, cnt_unp_dt;

490177e196b7a9f@\FinahFinatOn: 0GA

c
—
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proc sort nodupkey;
by usubji d;

run;
***xx*% Subjects with Synptons but no valid NEG result ******.

proc sgl noprint;
create table symn as select distinct a.usubjid, a.astdt, a.stat, a.naat_unp
a.naat _unp_dt, b.vis3dt, b.vax101dt, b.vax102dt from synp4 (where=((not
m ssing(astdt) or mssing(astdt)) and stat=4 and naat_unp ne 2)) a left join
nom ss_vi s3dt b on a.usubjid=b.usubjid
where . < b.vax101ldt <=a.astdt <=b.vis3dt order by usubjid, naat_unp_dt;

quit;

proc sort nodupkey;

by usubji d;
run;
ﬁﬁ**** Subj ects with POS N-bi ndi ng Assay ******.
=
%%oc sqgl noprint;
53 q p ;
o Create table pos_n as select distinct a.usubjid, a.avalc, a.adt, a. avisit,
N
R} b. vi s3dt, b.vax101dt, b.vax102dt from adsynpt (where=(paranctd in (' Cl9NIG)
Eg and avisit not in ('V1_DAYl VAX1 L') and avalc not in ("NEG))) a left join
é% nom ss_vi s3dt b on a.usubjid=b.usubjid

where . < b.vax101ldt <=a.adt <=b.vis3dt order by usubjid, adt;

c
—

-

oc sort nodupkey;

by usubji d;

c
>

*

***x Derive the final EVIMD2FL flag ******;

roc sort data=adsl out=saf_pop (keep=usubjid UNBLNDDT) nodupkey;
by usubji d;
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where EVALO2FL="Y' and phasen ne 1 and 12 <=agetr01l <=25;
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run;

data evl;
nmerge saf _pop (in=a) nva_naat_vis3 (in=b) pos_s_c (in=c) symn (in=d)
pos_n (in=e) pos_s (in=f);

by usubji d;
if a;

if (b and c) or (b and d) or (b and e) or (b and f) then
EVIMD2FL=" N ;

i f mssing(EVIMD2FL) then
EVIMD2FL=" N ;

*rREx PO(22MAR2021): As pe [T(B)(6) " we need to include subjects who UNBLNDDT before
Visit 3 Date ***x**x;

**** From®© (22Mar2021, 1:01pmin (b) (6) ): unlike AE and efficacy
whi ch could be ******;

*x*x* affected by the bias of unblinding, immuno data is objective, inpact of
di fferent bahavior ******xx*.

= **** after unblinding. such as natural infection, will be captured by 'w thout
<vi dence of infection" **;

(D . . ) . ) - |
~ **** condition, but the wthout evidence of infection flag does not need to consider
'Pnbl i ndi ng. ****xxx;

-
N

m /* if . < UNBLNDDT < vis3dt then EVIMD2FL = "N'; */;
o

qun;

2

@Broc sort out=_evl (keep=usubjid EVIMD2FL);
o

& by usubjid EVIMD2FL,

O

U

=

LL

Froc freq data=_evl,;

c

E tabl e EVIMD2FL / list;

=

aun;

@

N~

o

8*** Merging EVIMD2FL with ADSL *****;

©

rdat a adsl ;

3

8 nmerge adsl (in=a) _evl;
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run;

khkhkkhkhkkhhkhkhhhhhhhhhhhhhhkhhhkhkhhkhhhhhhkhhhdhhhdhdhdhdhdhdhddhdhhdhhdhhdhhdhhdhhrdhdddrdkdrrdrddxx%x*

*

*

*

*

*

khkhkkhkhkkhhkhkhhhhhhkhhhhhhhhhhhkhkhhhhhhhhdhhhdhdhdhhhdhhhdhdhdhhdhhdhhdhhdhhdhhddxhrdhrddrddrddrrdxx*x*

*

by usubji d;

if a;

i f mssing(EVIMD2FL) then
EVIMD2FL=" N ;

Specification 9 *;

FOLLOW UP CATEGCORI ES *;

1 - Censor Date. *;

2 - Follow up variables in days. *;

3 - Follow up categories. *;

(b)(6)" 23Feb2021 add BDCSRDT/ X1CSRDT,

data adsl ;
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set adsl;

attri b BDCSRDT | abel =" Doubl e Bl i nded Fol | ow-up Censor Date" Fornmat =dat e9.

X1CSRDT | abel =" Crossover Dosel Censor Date" Format=dat e9.
STCSRDT | abel =" St udy Censor Date" Fornmat =dat e9. ;

if randfl ="Y" then
do;
STCSRDT=mi n( eosdcdt, "&cutoff2"d);

if (tr02sdt>. or UNBLNDDT>.) and boostfl ne "Y" then
do;

if .<tr02sdt-1<"&cutoff2"d then
BDCSRDT=t r 02sdt - 1;
el se

BDCSRDT=" &cut of f 2" d;

i f . <UNBLNDDT- 1<=BDCSRDT t hen
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BDCSRDT=UNBLNDDT- 1;

i f .<eosdcdt<"&utoff2"d then
X1CSRDT=eosdcdt ;
el se

X1CSRDT=" &cut of f 2" d;

end;
el se
do;
i f . <UNBLNDDT-1<="&cutoff2"d then
BDCSRDT=UNBLNDDT- 1
el se
BDCSRDT=" &cut of f 2" d;
i f .<eosdcdt <=BDCSRDT t hen
BDCSRDT=eosdcdt ;
end;
= end;
=
@hun;
To)
EFU & cat egori es;
o\
—
gat a adsl ;
o
set adsl;
* FUP2CUT;

if randfl="Y" then
do;

i f vax102dt=. then
FUP2CUT=0;
el se if not m ssing(eosdcdt) then
do;
FUP2CUT=eosdcdt - vax102dt +1;

i f vax1lOudt >vax102dt>. then

090177e196b7a9f0\Final\Final On: 06-Apr
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FUP2CUT=eosdcdt - vax10udt +1;
end;
el se
do;
FUP2CUT=" &cut of f 2" d- vax102dt +1;

i f vax1lOudt >vax102dt>. then
FUP2CUT=" &cut of f 2" d- vax10udt +1;

end;

i f FUP2CUT ne . and FUP2CUT<=0 t hen
FUP2CUT=0;

i f vax102dt=. then
_FUP2CUT=0;

el se if not m ssing(eosdcdt) then

do;
_FUP2CUT=eosdcdt - vax102dt +1;
end;
el se
do;
_FUP2CUT=" &cut of f 2" d- vax102dt +1;
end;

if FUP2CUT ne . and _FUP2CUT<=0 t hen
_FUP2CUT=0;
end;

* FUP2UNB;

if randfl="Y" then
do;

i f vax102dt=. then
FUP2UNB=0;

el se if not m ssing(BDCSRDT) then
do;
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FUP2UNB=BDCSRDT- vax102dt +1;

i f vax1lOudt >vax102dt>. then
FUP2UNB=BDCSRDT- vax10udt +1;

end;

if FUP2UNB ne . and FUP2UNB<=0 t hen
FUP2UNB=0;
end;

* FPX1CUT;

i f (UNBLNDDT>. or tr02sdt>.) and boostfl ne "Y" then
do;

if tr02sdt=. then
FPX1CUT=0;

el se if not m ssing(eosdcdt) and eosdcdt>=tr02sdt then
FPX1CUT=eosdcdt -t r 02sdt +1;

el se

FPX1CUT=" &cut of f 2" d-t r 02sdt +1;

i f FPX1CUT ne . and FPX1CUT<=0 t hen
FPX1CUT=0;
end;

* FUNBCUT;

i f (UNBLNDDT>. or tr02sdt>.) and boostfl ne "Y" then
do;

i f UNBLNDDT=. then
FUNBCUT=0;

el se if not m ssing(eosdcdt) then
FUNBCUT=eosdcdt - UNBLNDDT+1

el se

FUNBCUT=" &cut of f 2" d- UNBLNDDT+1,;

i f FUNBCUT ne . and FUNBCUT<=0 t hen
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FUNBCUT=0;
end;

* FUPLCUT;

if randfl="Y" then
do;

i f vax101ldt=. then
FUP1CUT=0;

el se if not m ssing(eosdcdt) then
FUP1CUT=eosdcdt - vax101dt +1;

el se

FUP1CUT=" &cut of f 2" d- vax101dt +1;

if FUP1ICUT ne . and FUP1CUT<=0 t hen
FUP1CUT=0;
end;

* FUP1UNB;

if randfl="Y" then
do;

i f vax101ldt=. then
FUP1UNB=0;
el se if not m ssing(BDCSRDT) then

-Apr-2021 21:45 (GMT)

FUP1UNB=BDCSRDT- vax101dt +1;

if FUPIUNB ne . and FUP1UNB<=0 t hen
FUP1UNB=0;

end;

[
>

=

oc sql;
sel ect floor(max(FUP2CUT/ 28)/1)+1 into: maxl oop from adsl where FUP2CUT>.

ui t;

at a adsl ;
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set adsl;

| engt h FUP2CAT1 $20;

i f

randf| ="Y"

do;

t hen

i f O0<=FUP2CUT/ 28<1 t hen

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

FUP2CAT1="0-1 nont h";
FUP2CALN=1;

1<=FUP2CUT/ 28<2 t hen

FUP2CAT1="1-2 nont hs";
FUP2CALN=2;

2<=FUP2CUT/ 28<3 t hen

FUP2CAT1="2-3 nont hs";
FUP2CALN=3;

3<=FUP2CUT/ 28<4 t hen

FUP2CAT1="3-4 nont hs";
FUP2CALN=4;

4<=FUP2CUT/ 28<5 t hen

FUP2CAT1="4-5 nont hs";
FUP2CALN=5;

5<=FUP2CUT/ 28<6 t hen

FUP2CAT1="5-6 nont hs";
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FUP2CALN=6;
end;
el se i f 6<=FUP2CUT/ 28<7 t hen
do;
FUP2CAT1="6-7 nont hs";
FUP2CALN=7;
end;
el se if 7<=FUP2CUT/ 28<8 t hen
do;
FUP2CAT1="7-8 nont hs";
FUP2CALN=8;
end;
el se if 8<=FUP2CUT/ 28<9 t hen
do;
FUP2CAT1="8-9 nont hs";
FUP2CALN=9;
end;
el se if 9<=FUP2CUT/ 28<10 t hen
do;
FUP2CAT1="9- 10 nont hs";
FUP2CALN=10;
end;
el se if 10<=FUP2CUT/ 28<11 t hen
do;
FUP2CAT1="10- 11 nont hs";
FUP2CALN=11;

end;

sel ect floor(max(FUP2UNB/ 28)/1)+1 into:

max| oop from

adsl

wher e FUP2UNB>. ;
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quit;

data adsl ;
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set adsl;

| engt h FUP2CAT2 $20;

i f

randfl ="Y" then

do;

i f O<=FUP2UNB/ 28<1 t hen
do;
FUP2CAT2="0-1 nont h";
FUP2CA2N=1;
end;
el se if 1<=FUP2UNB/ 28<2 t hen
do;
FUP2CAT2="1-2 nont hs";
FUP2CA2N=2;
end;
el se if 2<=FUP2UNB/ 28<3 t hen
do;
FUP2CAT2="2-3 nont hs";
FUP2CA2N=3;
end;
el se i f 3<=FUP2UNB/ 28<4 t hen
do;
FUP2CAT2="3-4 nont hs";
FUP2CA2N=4;
end;
el se if 4<=FUP2UNB/ 28<5 t hen
do;
FUP2CAT2="4-5 nont hs";
FUP2CA2N=5;
end;

el se if 5<=FUP2UNB/ 28<6 t hen
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end;

e
>

oc sql;

ui t;

at a adsl ;
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set adsl

do;
FUP2CAT2="5-6 nont hs";
FUP2CA2N=6;
end;
el se i f 6<=FUP2UNB/ 28<7 t hen
do;
FUP2CAT2="6-7 nont hs";
FUP2CA2N=7;
end;
el se if 7<=FUP2UNB/ 28<8 t hen
do;
FUP2CAT2="7-8 nont hs";
FUP2CA2N=8;
end;
el se if 8<=FUP2UNB/ 28<9 t hen
do;
FUP2CAT2="8-9 nont hs";
FUP2CA2N=9;
end;
el se if 9<=FUP2UNB/ 28<10 t hen
do;

FUP2CAT2="9- 10 nont hs";

FUP2CAZ2N=10;

end;

sel ect floor(max(FPX1CUT/28)/1)+1 into:

max| oop from adsl

where FPX1CUT>. ;
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| engt h FPX1CAT1 $20;

if randfl="Y" then

do;
=
=
gz
To)
N
—
o\
—
N
o
o
S
<
end;

c
>

oc sql;

ui t;

at a adsl ;
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set adsl

i f O<=FPX1CUT/ 28<1 then
do;
FPX1CAT1="0-1 nonth";
FPX1CALN=1;
end;
el se if 1<=FPX1CUT/ 28<2 t hen
do;
FPX1CAT1="1-2 nont hs";
FPX1CALN=2;
end;
el se if 2<=FPX1CUT/ 28<3 t hen
do;
FPX1CAT1="2-3 nont hs";
FPX1CALN=3;
end;
el se if 3<=FPX1CUT/ 28<4 t hen
do;
FPX1CAT1="3-4 nont hs";
FPX1CALN=4;

end;

sel ect floor(max(FUPLCUT/28)/1)+1 into:

max| oop from adsl

wher e FUP1CUT>.
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| engt h FUP1CAT1 $20;

i f

randfl ="Y"

do;

t hen

i f 0<=FUP1CUT/ 28<1 t hen

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

FUP1CAT1="0-1 nont h";
FUP1CALN=1;

1<=FUP1CUT/ 28<2 t hen

FUP1CAT1="1-2 nont hs";
FUP1CALN=2;

2<=FUP1CUT/ 28<3 t hen

FUP1CAT1="2-3 nont hs";
FUP1CALN=3;

3<=FUP1CUT/ 28<4 t hen

FUP1CAT1="3-4 nont hs";
FUP1CALN=4;

4<=FUP1CUT/ 28<5 t hen

FUP1CAT1="4-5 nont hs";
FUP1CALN=5;

5<=FUP1CUT/ 28<6 t hen

FUP1CAT1="5-6 nont hs";
FUP1CALN=6;
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end;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;
else if

do;

end;

6<=FUP1CUT/ 28<7 t hen

FUP1CAT1="6-7 nont hs";
FUP1CALN=7;

7<=FUP1CUT/ 28<8 t hen

FUP1CAT1="7-8 nont hs";
FUP1CALN=8;

8<=FUP1CUT/ 28<9 t hen

FUP1CAT1="8-9 nont hs";
FUP1CALN=9;

9<=FUP1CUT/ 28<10 t hen

FUP1CAT1="9- 10 nont hs";
FUP1CA1N=10;

10<=FUP1CUT/ 28<11 t hen

FUP1CAT1="10- 11 nont hs";
FUP1CAIN=11,

11<=FUP1CUT/ 28<12 t hen

FUP1CAT1="11-12 nont hs";
FUP1CAIN=12,
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data adsl;

set adsl;

| abel FUP2CUT="PD2 FU Tinme in Days: to Cutoff"
FUP2CALN="PD2 FU Tinme Cat 1 (N): to Cutoff"
FUP2CAT1="PD2 FU Tinme Cat 1: to Cutoff"
FUP2UNB="PD2 FU Tine in Days: to Unblindi ng"
FUP2CA2N="PD2 FU Tinme Cat 2 (N): to Unblinding"
FUP2CAT2="PD2 FU Tinme Cat 2: to Unblinding"
FPX1CUT="Post Xover D1 FUTMin Days: to Cutoff”
FPX1CA1N="Post Xover D1 FUTM Cat 1 (N): to Cutoff"”
FPX1CAT1="Post Xover D1 FUTM Cat 1: to Cutoff"
FUP1CUT="PDl1 FU Tine in Days: to Cutoff"
FUP1CAIN="PD1 FU Tinme Cat 1 (N): to Cutoff"
FUP1CAT1="PDl1 FU Tinme Cat 1: to Cutoff"
FUNBCUT="Unbl i ndi ng FUTM i n Days: to Cutoff"

E FUPLUNB="PD1 FU Tine in Days: to Unblinding";
Q, new3k=DS3KFL;

o)

<

S if newsk="Y" and _FUP2CUT>=168 t hen

-

g DS3KFL="Y";

o

;(_ el se

! DS3KFL="N";

drop new3k _FUP2CUT;

[
>

hhkhkkhkhkhkhkhhkhkhhhkhhhhhkhhhhhhkhhhkhkhhhhhkhhhdhhhhhhdhdhddhdhhdhhdhhdhhdhhrhhddhddxhrddrddrddrrd*x*x*%

Speci fication 10

ADD RNA & CD4 Categories

ADD SAF1FL SAF2FL RAND1FL

DROP BOOSTER FLAG | F ALL NULL
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data | brna;
set dataprot.|b;
where I btestcd="H VR US" and | bstat ne "NOT DONE' and i ndex(visit,
"V1_DAY1 VAX1") and | bdy<=1

if not mssing(lbstresn) then

do;

if I bstresn>=50 then
do;
RNACAT=">=50";
RNACATN=2;
end;
else if I bstresn<50 then
do;
RNACAT="<50";
RNACATN=1;
end;
end;
else if anydigit(lborres)>0 then
do;

if anydigit(lborres)=1 then
do;
RNANUMEI nput (substr (I borres, 1, anyal pha(l borres)-1), best.);
end;
else if anydigit(lborres)>1 then
do;

i f index(lborres, "<") then

do;
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i f anyal pha(l borres)>1 then
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RNANUMEI nput (substr (1 borres, anydigit (! borres),
anyal pha(l borres)-anydigit(lborres)), best.)-0.01;
el se

RNANUME=I nput (substr (1 borres, anydigit(lborres)),
best.)-0.01;

end;

end;

i f RNANUM>=50 t hen
do;
RNACAT=">=50";
RNACATN=2;
end;

el se if RNANUMK50 t hen

do;
RNACAT="<50";
RNACATN=1;
end;
E end;
O
— else
2
R do;
o\
—
8 i f upcase(lborres) ne "PCSITIVE" then
N
é_ do;
<
© RNACAT="<50";
o
-~ RNACATN=1;
@)
= end;
c
i end;
©
£
proc sort;
e b biid:
% y usubjid;
N~
oun;
©
o
—
Hat a | bcd4;
N~
= set dataprot.|b;
o
o

where | btestcd="CD4" and | bstresu in ("1079/L", "/uL") and | bstat ne
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"NOT DONE" and index(visit,

if not mssing(lbstresn) then

do;

i f 200<=| bstresn*1000<=500 t hen
do;
CD4CAT="200- 500";
CD4ACATN=2;

end;

if .<lbstresn*1000<200 then
do;
CD4CAT="<200";
CD4ACATN=1;

end;

i f 500<I| bstresn*1000 then
do;
CD4CAT=">500";
CD4ACATNE=S;
end;
end;
else if anydigit(lborres)>0 then
do;

i f anydigit(lborres)=1 then
do;
CDANUMEI nput (substr (I borres,
end;
else if anydigit(lborres)>1 then
do;

i f index(lborres, "<") then

do;

"V1_DAY1l_VAX1")

11

and | bdy<=1;

anyal pha(l borres)-2), best.);

i f anyal pha(l borres)>1 then
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CDANUMEI nput (substr (I borres, anydigit(lborres),
anyal pha(l borres)-anydigit(lborres)), best.)-0.01
el se

CDANUMEI nput (substr (I borres, anydigit(lborres)),

best.)-0.01;
end;
end;
i f 200<=CD4NUM<=500 t hen
do;
CD4CAT="200- 500";
CDACATN=2;
end;
i f . <CDANUM<200 t hen
do;
CD4CAT="<200";
CDACATN=1,;
= end;
5 |
E; i f 500<CDANUM t hen
Eﬂ do;
o
< CD4CAT=">500";
N CD4CATN=3;
5? end;
end;
roc sort;
by usubji d;
un;
ata adsl ;

nmer ge adsl | brna(keep=usubjid RNACAT RNACATN) | bcd4(keep=usubjid CDACAT
CDACATN) ;

by usubji d;

| abel RNACAT="HI V RNA Cat egory" RNACATN="H V RNA Category (N)"
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CDACAT="CD4 Category for H V-positive"
CDACATN="CD4 Category for H V-positive (N";

if HVFL ne "Y" then

do;
CD4ACAT="";
CDACATNE. ;
RNACAT="";
RNACATN=. ;
end;
run;
data adsl;
set adsl;
| abel SAF1FL=' Safety - excld Milti-Enroll oer&H V& ND
SAF2FL=" Safety - exclude Milti-Enroll oer& ND
RANDLFL=" Random - exclude Milti-Enrolloer’;
— if SAFFL="Y" and MULENRFL"="Y" and HI VFL"="Y" and trtOla ne "" then
% SAF1FL="Y";
5 el se
ﬁ SAF1FL="N';
S
N if SAFFL="Y" and MULENRFL"="Y" and trtOla ne "" then
E‘ SAF2FL="Y";
el se
SAF2FL="N";

i f RANDFL="Y" and MJULENRFL"="Y" then
RAND1FL="Y";
el se

RAND1FL="N";

[
>
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Dat a datvprot. adsl (| abel =" Subj ect - Level Anal ysis Dataset");
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Retain Studyld Usubjld Subjid Siteld Age AgeU AAge AAgeU Sex SexN Race RaceN

Et hni ¢ Et hni cN Raci al d Raci al dN Country SAFFL COWVPLFL RANDFL ENRLFL DTHFL Arm

ArnCd Act Arm Act ArnCd TRTO1P TRTO1PN TRTO2P TRTO2PN TRTO1A TRTO1AN TRTO02A

TRTO2AN Trt SeqP TrtSeqA BrthDt BrthDtF DthDtc DthDt DthDtF SrvLacDt Enrl Dt

Enrl No RandDt RandNo Conpl Dt RfStDt Rf St Tm Rf EnDt Rf EnTm Rf pEnDt Rf | cDt

TrtSdt TrtStm TrtEdt TrtEtm TRO1SDT TRO1STM TRO1EDT TRO1ETM TRO2SDT TRO2STM

TRO2EDT TRO2ETM Trt Sdt m Trt Edt m TRO1SDTM TRO1EDTM TRO2SDTM TRO2EDTM vax101dt

vax102dt vax201ldt vax202dt agetr01 agetruOl agetr02 agetru02 agetr03 agetru03

agetgriln agetgrl AAgeY AAgeYu AAgeM AAgeMu AAgeW AAgeWi AAgeD AAgeDu AAgeH

AAgeHu AgeGr1 AgeGr 1N Arace AraceN RaceG 1 RaceG 1N Aet hnic Aet hni cN EosDcDt

EosDcRs Eot DcDt Eot DcRs;

Set adsl ;

Attrib TRTO1P Label ="Pl anned Treatnent for Period 01" TRTO1PN

Label =
Label =
Label =

Label ="
Label ="

Label =
Label =
Label
Label
Label =
Label =

Label ="
Label ="

Label =
Label =
Label
Label

="Pl anned Treatnent for Period 01 (N)" TRTO2P
="Pl anned Treatnent for Period 02" TRTO2PN

="Pl anned Treatnent for Period 02 (N" TRTO1lA
Actual Treatnment for Period 01" TRTO1AN

Actual Treatment for Period 01 (N)" TRO1SDT
="Date of First Exposure in Period 01" TRO1EDT
="Date of Last Exposure in Period 01" TRO1STM
="Time of First Exposure in Period 01" TRO1ETM
="Time of Last Exposure in Period 01" TRO1SDTM
="Datetime of First Exposure in Period 01" TRO1EDTM
="Datetime of Last Exposure in Period 01" TRTO02A
Actual Treatnment for Period 02" TRTO2AN

Actual Treatment for Period 02 (N)" TR02SDT
="Date of First Exposure in Period 02" TRO2EDT
="Date of Last Exposure in Period 02" TRO2STM
="Time of First Exposure in Period 02" TRO2ETM
="Time of Last Exposure in Period 02" TR02SDTM
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Label =
Label =
Label =

Label ="

="Datetime of First Exposure in Period 02" TRO2EDTM
="Datetime of Last Exposure in Period 02" Trt SeqP
="Pl anned Sequence of Treatnments" Trt SeqgA

Actual Sequence of Treatnents" SafFl Label ="Safety Popul ati on Fl ag"

Conpl FI Label =" Conpl eters Popul ati on Fl ag" Conpl Dt Label ="Date of Conpl etion"

RandFl

Label
Label
Label
Label
Label
Label
Label
Dt hDt

Trt Sdt
Label ="

Label
Label

Label ="
Label ="

Label =
Label =
Label

Label ="

Label =
Label =

Label ="
Label ="
Label ="

Label =" Random zed Popul ati on Fl ag" RandDt
="Date of Random zation" RandNo Label =" Randomi zati on Nunber" Enrl FL
="Enrol | ed Popul ati on Fl ag" Enrl Dt Label ="Date of Enrollnent" Enrl No
="Enrol | ment Nunber" RfStDt Label ="Subject Reference Start Date" RfEnDt
="Subj ect Reference End Date" RfStTm

="Subj ect Reference Start Tine" Rf EnTm

="Subj ect Reference End Ti me" RfPEnDt

="Date of End of Participation" RflcDt Label ="Date of Inforned Consent"
Label ="Date of Death" DthDtf Label ="Date of Death I|nputation Fl ag"
Label ="Date of First Exposure to Treatment" TrtEdt
Date of Last Exposure to Treatnment" TrtStm
="Time of First Exposure to Treatnent" TrtEtm
="Tinme of Last Exposure to Treatment" Trt Sdtm
Datetime of First Exposure to Treatment" TrtEdtm
Datetime of Last Exposure to Treatnent" AgeG 1
="Pool ed Age Group 1" AgeG 1IN Label ="Pool ed Age Goup 1 (N)" AgeG 4
="Pool ed Age Group 4" AgeG 4N Label ="Pool ed Age G oup 4 (N)" BrthDtf
="Date of Birth Input. Flag" BrthDt Label ="Date of Birth" AAge
Anal ysi s Age" AAgeU Label ="Analysis Age Unit" AgeG 2
="Pool ed Age Group 2" AgeG 2N Label ="Pool ed Age Goup 2 (N)" AgeG 3
="Pool ed Age Group 3" AgeG 3N Label ="Pool ed Age Group 3 (N)" AAgeY
Anal ysi s Age in Years" AAgeM Label =" Anal ysis Age in Mnths" AAgeW
Anal ysi s Age in Weks" AAgeD Label =" Anal ysis Age in Days" AAgeH

Anal ysi s Age in Hours" AAgeYu Label =" Analysis Age in Years Units"

AAgeMu Label =" Anal ysis Age in Months Units" AAgeW

Label ="

Anal ysis Age in Weks Units" AAgeDu Label =" Anal ysis Age in Days Units"

AAgeHu Label =" Anal ysis Age in Hours Units" SexN Label ="Sex (N)" RaceN

Label

="Race (N " EthnicN Label ="Ethnicity (N)" Raci al DN
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Label =" Raci al Designation (N" Arace Label ="Anal ysis Race" AraceN
Label =" Anal ysis Race (N)" Aethnic Label ="Analysis Ethnicity" AethnicN
Label =" Anal ysis Ethnicity (N" Race& 1 Label ="Pool ed Race Group 1" RaceG 1N
Label =" Pool ed Race Group 1 (N)" Eot DcDt
Label ="End O Treatnent Di scontinuation Date" Format=date9. EotDcRs
Label ="End O Treatnent Di scontinuation Reason" EosDcDt
Label ="End Of Study Di scontinuati on Date" Format=date9. EosDcRs
Label ="End O Study Di scontinuati on Reason";

Drop _: Derived_: /*PCLVD2FL*/

Conpl Dt boostfl AAGE: AETHNI C: AGETGR1l: AGETR02 AGETRU02
BELDT: BE2DT: BE3DT: BEADT: CDI FF: CODT: COWPLFL COVI S: DSRANGRP EFFI CACY
ENRLDT ENRLNO | MVUNO | NEX | SDT: MULTI PLE RACE1l- RACE4 SAFETY SI TEEXCLD
SRT1- SRT5 SRVLACDT TMPDTC TMPI D VAX101DTM VAX102DTM VAX103DTM VAX201DTM
VAX202DTM VAX203DTM VI S:  STEXCFL UNKRDFL Domai n Rf xSt Dt ¢ Rf xEnDt ¢ Rf xSt Dt
Rf xEnDt Rf xSt Tm Rf xEnTm Rf StDt ¢ RFEnDtc RflcDtc Rf PEnDtc BrthDtc;

Run;

{@r oc printto;
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