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INTRODUCTION




Takle 1
bdverse Events

FPlacebo + S5oC

Drung A + SoC

S0C PT (H=86&) (N=168)

CABRDIAC DISCORDERS ATRIATL FIBRILLATIOCH 1 1.2) 9 2.1)
ATREIAT FLUTTER 0 2 1.2)
ATRIAL HYPERTROFHY 1 1.2) 1]
ATRIOVENTEICULAR BLOCE FIREST DEGEEE 1 1.2) 1 0.8)
ATREIOVENTREICULAR BLOCE SECOND 1 1.2) 1]
DEGREE
BRADYCARDIR 1 1.2) 1]
BUNDLE BBANCH BLOCE LEFT 1 1.2} 1]
BUNDLE BELNCH BLOCE RIGHT 1 1.2) 1 0.8)
CARDIAC DISCEDER O 1 0.8)
CABDIAC FATLURE CONGESTIVE 1 1.2) 1]
MYOCARDIAT THFARCTICH 9 4.7) & 3.8)
FALPITATIONS 0 2 1.2)
SINUS ARRHYTHMIA 1 1.2) 1]
SINUS BRADYCARDIZ 2 2.3) ] 8.9)
SUPBAVENTEICULAR EXTRASYSTOLES 1 1.2) 2 1.2)
SUPBAVENTEICULAR TACHYCAEDIA O 1 0.8)
TACHYCARDIR 1 1.2} 1]
VENTEICULLR EXTRASYSTOLES 0 3 1.8)
VENTEICULAR HYPERTECOPHY 1 1.2) 1]
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—Wrap a macro around the entire program
group.

— Wrap only the PROC REPORT in a macro, calling it fo
using macro variables for the denominator labels.
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Although both these look to be simple ways to
may not be the best solution.

— Multiple calls to PROC REPORT
— Need to take care of code for opening and closing RTF

— Lack of ablility to programmatically check denominator coun
each group.

— Issues with multiple resolving ‘&' can be hard to trace back.
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02 ACROSS VARIABLES



= Examples tend to show ACROSS variables bein
and summarize It.

= As clinical programmers we want to create a reporting
directly represents the required output to assist with QC.

= Because of this we tend to overlook the possibilities of using A
variables.
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03 SIMPLE EXAMPLE



Takle 1
bdverse Events

D ADVERSE EVENT FREQUENCY TABLE

Flacebo + SoC

Drung A + SoC

S0C PT (H=86) (N=168)

CABRDIAC DISCORDERS ATRIATL FIBRILLATIOCH 1 1.2) 9 2.1)
ATREIAT FLUTTER 0 2 1.2)
ATRIAL HYPERTROFHY 1 1.2) 1]
ATRIOVENTEICULAR BLOCE FIREST DEGEEE 1 1.2) 1 0.8)
ATREIOVENTREICULAR BLOCE SECOND 1 1.2) 1]
DEGREE
BRADYCARDIR 1 1.2) 1]
BUNDLE BBANCH BLOCE LEFT 1 1.2} 1]
BUNDLE BELNCH BLOCE RIGHT 1 1.2) 1
CARDIAC DISCEDER O 1
CABDIAC FATLURE CONGESTIVE 1 1.2) 1]
MYOCARDIAT THFARCTICH 9 4.7) &
FALPITATIONS 0 2
SINUS ARRHYTHMIA 1 1.2) 1]
SINUS BRADYCARDIZ 2 2.3) ]
SUPBAVENTEICULAR EXTRASYSTOLES 1 2
SUPBAVENTEICULAR TACHYCAEDIA O 1
TACHYCARDIR 1 1]
VENTEICULLR EXTRASYSTOLES 0 3
VENTEICULAR HYPERTECOPHY 1 1]

= | et's reproduce this table by age group!
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» Create denominator count date

O|Placebo + SoC 1

O|Placebo + SoC 65-80 2 42
O|Placebo + SoC >80 3 30
1|Drug A + SoC <65 1 19
1|Drug A + SoC 65-80 2 102
1|Drug A + SoC >80 3 47
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= Make denominator labels

TRTO1AN TRTO1A AGEGR1 |(AGEGRI1N VAR1
O|Placebo + SoC <65 1 14|Placebo + SoC# (N=14)
O[Placebo + SoC 65-80 2 42|Placebo + SoC# (N=42)
O|Placebo + SoC >80 3 30[Placebo + SoC# (N=30)
1{Drug A + SoC <65 1 19|Drug A + SoC# (N=19)
1{Drug A + SoC 65-80 2 102|Drug A + SoC# (N=102)
1{Drug A + SoC >80 3 47|Drug A + SoC# (N=47)
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... and transpose

AGEGR1IN |AGEGR1 NCOLO NCOL1
11<65 Placebo + SoC# (N=14) Drug A + SoC# (N=19)
2165-80 Placebo + SoC# (N=42) Drug A + SoC# (N=102)
31>80 Placebo + SoC# (N=30) Drug A + SoC# (N=47)
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= Create AE counts by treatment and age

TRTO1AN |TRTO1A AGEGRIN |AGEGR1 AESOC AEDECOD
O|Placebo + SoC 11<65 GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS |ASTHENIA 1 14 1 7.
O|Placebo + SoC 2165-80 GASTROINTESTINAL DISORDERS ABDOMINAL PAIN 1 1 2.
0|Placebo + SoC 2165-80 PSYCHIATRIC DISORDERS AGITATION 1 1 2.
O|Placebo + SoC 31>80 MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS BACK PAIN 1 1 3.
O|Placebo + SoC 31>80 PSYCHIATRIC DISORDERS AGITATION 1 1 3.
1|Drug A + SoC 2165-80 GASTROINTESTINAL DISORDERS ABDOMINAL PAIN 3 3 2.
1|Drug A + SoC 2165-80 MUSCULOSKELETAL AND CONNECTIVE TISSUE DISORDERS BACK PAIN 4 4 3.
1|Drug A + SoC 2165-80 PSYCHIATRIC DISORDERS AGITATION 3 3 2.
1|Drug A + SoC 31>80 GASTROINTESTINAL DISORDERS ABDOMINAL PAIN 1 1 2.
1|Drug A + SoC 31>80 GENERAL DISORDERS AND ADMINISTRATION SITE CONDITIONS |ASTHENIA 1 1 2.
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= Transpose AE counts by treatment and merc

at

—_
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AGEGRI1N AGEGR1 AESOC AEDECOD NCTO NCT1 NCOLO NCOL1

1 <65 [IGENERAL DIS...|[ASTHENIA 1 .1) 0 I Placebo + SoC# (N=14) |Drug A + SoC# (N=19)
2 65-80 GASTROINTES. . .|ABDOMINAL PAIN 1 .4) 3 ( 2.9) |Placebo + SoC# (N=42) |Drug A + SoC# (N=102)
2 65-80 [IVIUSCULOSKEL. . .|BACK PAIN 0 4 3.* Placebo + SoC# (N=42) |Drug A + SoC# (N=102)
2 65-80 PSYCHIATRIC. . .[AGITATION 1 .4) 3 ( 2.9) |Placebo + SoC# (N=42) |Drug A + SoC# (N=102)
3 >80 I]GASTROINTES ...|ABDOMINAL PAIN 0 1 ( 2 1I Placebo + SoC# (N=30) |[Drug A + SoC# (N=47)
3 >80 GENERAL DIS...|ASTHENIA 0 1 ( 2.1) |Placebo + SoC# (N=30) |[Drug A + SoC# (N=47)
3 >80 I MUSCULOSKEL. . .|BACK PAIN 1 .3) 0 I Placebo + SoC# (N=30) |[Drug A + SoC# (N=47)
3 >80 PSYCHIATRIC. . .|AGITATION 1 .3) 0 Placebo + SoC# (N=30) |Drug A + SoC# (N=47)




at’s report!

PROC REPORT data=rep3 nowd missing split="#";

BY agegrln agegrl;

COLUMNS aesoc aedecod nct0,ncol0O nctl,ncoll;

DEFINE
DEFINE
DEFINE
DEFINE

RUN;
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aesoc
aedecod
nct:
ncol:

— T T T

"SOC" order order=data stylestatement ;
"PT"  stylestatement ;

o __Stylestatement ;
"% across;



Age group: <65

Placebo + SoC

s0C PT (H=14) (H=19)
CARDIAC DISORDERS ATRIAL HYPERTRODHY 1 7.1 0

ATRICVENTRICULAE BLOCE SECOND DEGREE 1( 7.1) 0

SINUS BRADYCARDIA 0 1{ 5.3
GRETEOINTESTINLIL DISORDERS DIAREHOEDR 3 21.4 1 5.3
Age group: ©5-30

Placebo + Sol Drug A + SoC

sS0DC PT (H=42) (H=102)
CRRDIAC DISORDERS ATRIAL FIBRILLATION 0 20 2.9)

ATRICVENTRICULAR BLOCE FIRST LEGEEE 1 2.4) 1 ¢ 1.0)

BEADYCABRDIL 1 2. o

CRRDIAC DISORDER 0 1 (0 1.0}

MYQCABDIAL IMEFRARCTION 1 2.4) 4 ( 3.9)

Age group: >30

s0C

FT

Placebo + S0l
(H=30)

CARDIAC DISORDERS

Cytel

ATRIAL FIERILLATION
ATRIRL FLUTITER

BUMDLE BRAMCH BLOCK LEFT
BUNDLE BRENCH ELOCE RIGHT
CABDIAC FRAILUERE COHGESTIVE

ro3.3)

3.3
3.3)
3.3)
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WHAT IF | HAVE

04 SPANNING

HEADERS?



= Create treatment count dataset with counts grou

treatment and age grou

n-treatment-sex

TRTO1AN [TRTO1A AGEGR1 |AGEGR1N [SEX SEXN |NCOL |[NSPAN (VAR1 VAR2
O|Placebo + SoC |<65 1l|Female 1 9 14|Sex: Female# (N=9) Placebo + SoC# (N=14)
O|Placebo + SoC |<65 1|Male 2 5 14|Sex: Male# (N=5) Placebo + SoC# (N=14)
O|Placebo + SoC |65-80 2|Female 1 22 42|Sex: Female# (N=22) |Placebo + SoC# (N=42)
O|Placebo + SoC [65-80 2|Male 2 20 42|Sex: Male# (N=20) Placebo + SoC# (N=42)
O|Placebo + SoC |>80 3|Female 1 22 30|Sex: Female# (N=22) [Placebo + SoC# (N=30)
O|Placebo + SoC |>80 3[Male 2 8 30[Sex: Male# (N=8) Placebo + SoC# (N=30)
1|Drug A + SoC |[<65 1|{Female 1 10 19|Sex: Female# (N=10) |Drug A + SoC# (N=19)
1|Drug A + SoC [<65 1|Male 2 9 19|Sex: Male# (N=9) Drug A + SoC# (N=19)
1|Drug A + SoC |65-80 2|Female 1 56 102|Sex: Female# (N=56) |Drug A + SoC# (N=102)
1|Drug A + SoC |65-80 2|Male 2 46 102|Sex: Male# (N=46) Drug A + SoC# (N=102)
1|Drug A + SoC [>80 3|Female 1 24 47|Sex: Female# (N=24) [Drug A + SoC# (N=47)
1|Drug A + SoC [>80 3[Male 2 23 47|Sex: Male# (N=23) Drug A + SoC# (N=47)
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AGEGRI1N AGEGR1 AESOC |AEDECOD NCTO1 NCTO02

1]<65 GENER. . |{ASTHENTA 1 (11.1) 0 r 0 r 0

2165-80 GASTR. . |{ABDOMINAL PAIN 1 ( 4.5) 0 2 ( 3.6) 1 ( 2.2)

2165-80 MUSCU. . |BACK PAIN r 0 0 2 ( 3.6) 2 ( 4.3)

2165-80 PSYCH. . |AGITATION 1 ( 4.5) 0 3 ( 5.4) 0

31>80 GASTR. . {ABDOMINAL PAIN[ 0 0 1 ( 4.2) 0

31>80 GENER. . {ASTHENTA 0 0 1 ( 4.2) 0

31>80 MUSCU. . |BACK PAIN 1 ( 4.5) 0 0 0

31>80 PSYCH. . JAGITATION 1 ( 4.5) 0 0 0
_'.;COLOI NCOL02 NCOL1l1 NCOL12 SPANO
;Sex: Female# (N=9) Sex: Male# (N=5) Sex: Female# (N=10) |Sex: Male# (N=9) Placebo + SoC# (N=14) |Drug A + SoC# (N=19)
:Eex: Female# (N=22) [Sex: Male# (N=20) [Sex: Female# (N=56) |Sex: Male# (N=46) |Placebo + SoC# (N=42) [Drug A + SoC# (N=102)
ISex: Female# (N=22) |Sex: Male# (N=20) |Sex: Female# (N=56) |Sex: Male# (N=46) [Placebo + SoC# (N=42) |Drug A + SoC# (N=102)
ibex: Female# (N=22) [Sex: Male# (N=20) [Sex: Female# (N=56) |Sex: Male# (N=46) |Placebo + SoC# (N=42) [Drug A + SoC# (N=102)
:Sex: Female# (N=22) [Sex: Male# (N=8) Sex: Female# (N=24) [Sex: Male# (N=23) |[Placebo + SoC# (N=30) |Drug A + SoC# (N=47)
|§ex: Female# (N=22) |[Sex: Male# (N=8) Sex: Female# (N=24) |Sex: Male# (N=23) |Placebo + SoC# (N=30) [Drug A + SoC# (N=47)
:Sex: Female# (N=22) [Sex: Male# (N=8) Sex: Female# (N=24) [Sex: Male# (N=23) |[Placebo + SoC# (N=30) |Drug A + SoC# (N=47)
;Bex: Female# (N=22) [Sex: Male# (N=8) Sex: Female# (N=24) [Sex: Male# (N=23) |Placebo + SoC# (N=30) |Drug A + SoC# (N=47)
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‘s report (again)

PROC REPORT data=rep3 nowd missing split="#";
BY agegrln agegrl;
COLUMNS aesoc aedecod (span0O, (nct0l,ncol0l nct02,ncol02)) gap
(spanl, (nctll,ncolll nctl?2,ncoll2));

DEFINE gap / display " " computed style (column)=[cellwidth=1% padding=0];
DEFINE aesoc / "SOC" order order=data stylestatement ;

DEFINE aedecod / "PT"  stylestatement ;

DEFINE nct: /" __stylestatement ;

DEFINE span: / "" across style(header)=[borderbottomwidth=0.5];
DEFINE ncol: / "" across;

RUN;
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eport (again)

COLUMNS aesoc aedecod (span0O, (nct0l,ncol01l nct02,ncol02))
gap (spanl, (nctll,ncolll nctlZ,ncoll2));
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hge group: <65

Placebo + SoC

(N=14) {(N=19)

Sex: Female Sex: Male Sex: Female Sex: Male
s0C PT (N=9) (N=5) {(N=10) (N=9)
CARDIAC DISORDEERS ATRIAT, HYPERTROFHY QO 1 ( 20.0) 0 0

ATRICVENTRICULAR BLOCEK SECOND DEGREE O 1 ( 20.0) 0 0
SINUS BERADYCARDIA 0 0 0 1 ( 11.1)
GASTROINTESTINAL DISOERDEERS DIARFHOEA 2 22.2) 1 ( 20.0) 1 ( 10.0) 0
Rge group: €5-80
Placebo + SoC Drug A + SoC
(N=42) (N=102)

Sex: Female Sex: Male Sex: Female Sex: Male

50C PT (N=22) (N=20) {N=56)
CARDIAC DISORDERS ATRIAT, FIBRILLATION 0 0 2 3.8) 1
ATRICVENTRICULAR BLOCE FIRST DEGREEE 1 | 4.5) 0 QO 1
BEADYCARDIA 1 | 4.5) 0 QO QO
CARDIAC DISORDER 0 0 0 1
Age group: >80
Placebo + SoC Drug A + SoC
(N=30) (N=47T)

Sex: Female Sex: Male Sex: Female Sex: Male
s0C PT (N=22) (N=8)
CARDIAC DISORDEERES ATRIAL FIBRILLATION 1 4.5) 0

ATRIAL FLUTTER 0 0
BUNDLE EBEANCH BLOCE LEFT 1 4.5) 0
BUNDLE EBEANCH BLOCE EIGHT 1 ( 4.5} 0
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05 CONCLUSIONS



= ACROSS variables can allow us to simplify c
= QCer’s can programmatically check correct coun
= Can be extended to spanning headers

= Could be used in day-to-day programming to facilitate pro
QC and allow rapid modification to create BY tables.
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Thank You
Any questions?

chris.spence@cytel.com
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