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Objectives

Reporting
Variability
Ease of use
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DISPLAY SAF.Z ADVERSE EVENTS: TABULATION OF ALL EVENTS
ITT POPULATION

rHasE - [

BODY SYSTEM OR ORGAN CLASS E F OVERALL
PREFERRED TERM n=64 n=64 n=457
(%) N (%) N (%)

SUBJECTS HAVING ANY EVENT - { 90.6%) 53 { 92.2%) - 418 { 91.5%)

BLOOD AND LYMPHATIC SYSTEM . . 23.4%) 17 { Z6.6%) - 97 ( z2l.2%)

DISORDERS
ANAEMIA
LEUKOPENIA
LYMPHOPENIA
NEUTROPENIA
PANCYTOPENTIA
THROMEOCYTOPENTA

15.6%) . .7
3.1%) . .8%)
. 4%)
1z.5%) - - 0%)
- Z%)
. 8%)

N W®

CARDIAC DISORDERS
ANGINA PECTORIS
EUNDLE BRANCH BLOCK LEFT
PALPITATIONS
SUPRAVENTRICULAR
EXTRASYSTOLES
TACHYCARDIA - - -1%)
VENTRICULAR EXTRASYSTOLES -2%)

. 8%)
. 2%)
. 2%)
- 1%)
- 2%)

oNOOW

CONGENITAL, FAMILIAL AND . . 2%)
GENETIC DISORDERS
GILBERT'S SYNDROME . -2%)

NUMBER OF SUBJECTS WITH THAT PARTICULAR AE.

PERCENTAGE OF SUBJECTS WITH THAT PARTICULAR AE, COMPUTED AGATINST THE TOTAL NUMBER OF SUBJECTS WHO ARE STILL IN THE TRIAL IN THAT
PHASE.

AEs THAT HAVE NOT BEEN CODED, THE BODY SYSTEM IS CONSIDERED UNENOWN AND THE VEFBATIM TERM IS SHOUN INSTEAD OF THE PREFERRED TERM.
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Techniques used in our standard macro

- Meta-programming
- Mimicking higher generation languages

+ Shielding from bad input
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Meta-Programming

No fixed report layout

— Template driven
» Guarantees flexibility

Interpretation for dynamic code generation

— Writing code that writes code
» Simplifies configuration

Caution is advised

— Code becomes increasingly hard to understand
» Ease of use <-> Development complexity
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Mimicking higher generation languages

- Divide functionality
— Think about deliverables upfront

- Requires controller macro
— Calls functions’
— Maintains process overview

— Bug isolation
Easy to disable a step in the process

— Facilitates customization




real time 0.17 seconds

cpu time 0.00 seconds
12
13 ¥=-- Retrieve laboratory analysis data =--%;
14 K o o o e e e e LI

Pro ¢ [nrm.;)snrt date = ac.wac (wrere = (ue = 1" ard paas:ar = 39) ard aiwalipta > 0 aw 1bst-esr

LN B

ARNING: The Base Product product with which SORT is associated will be expiring soon, and is
currently in warning mode to indicate this upcoming expiration. Most typically this
warning period runs for 45 days. Please run PROC SETINIT to obtain more information on

our warning period.

F;E:(l)gé cngi = lbad (keep = subjid armcd phasen phase analtptn analtpt lbparam lbstresn
resc chgl)

FIOR Li nﬁ |s not assigned.

odupkeys,

by Su arm phasen phase analtptn analtpt lbparam lbstresn lbstresc lbstchgl;

ND Ec)f: EEE] vstem stopped processing this step because of errors.
ARNING: The data set WORK.LBAD may be incomplete. MWhen this step was stopped there were 0
r ervations and 0 variables.
URE SORT used (Total process time):
real time 0.01 seconds

sible solutions:

data labl;

P etk ﬁ%ﬁﬁﬁ%ﬁﬁfﬁ&@&@ﬁﬁ%ﬁﬁ?@&tﬂ ion: Moot typically this

warning period runs for 45 days. Please run PROC SETINIT to obtain more information on
ThrOWuwafrngmrg@,go@@tom errors,

merge in~= "in_dm
2? lbad (in = in_1b);
28 by subjid;
29 _if in_dm and not in_lb then put ”NOTICE: in DM but not in LB " subjid=;

0 r]ssl ' » in_dm and in_lb then put "NOTICE: not in DM but in LB * subjid=;
’ dm and in_1b;

32 run;

Hml;;,ggggm@ scrolling through huge logs or finding the right
RROR - r ot on input data set WORK.DMAD.
HERHY éfru .QB le:@l'd @’ﬂot on |nzut data set WORK.LBAD.
OTE: The SAS System stopped processing this step because of errors.
ABNING: The data set WORK.LAB1 may be incomplete. When this step was stopped there were 0
observations and 1 variables.
OTE: DATA statement used (Total process time):

real time 0.32 seconds
cpu time 0.07 seconds
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Program Shield

8B ¢l

« Check input before
running process

12:37 Wednesday, June 2,2010 1

REPORT SAF2D UNSUCCESSFULLY RUN.

 Clean error overview

— Error weight
— Data feedback

Critical process errors:

Input dataset not Tound.
Title dataset not Tound.

Will affect report outcome:

variable 1 of report section 'D' has not been assigned.
variable 2 of report section ‘D' has not been assigned.
variable 3 of report section ‘D' has not been assigned.
variable 4 of report section 'D' has not been assigned.
variable § of report section 'D' has not been assigned.

- Draws attention to

variable 6 of report section 'D' has not been assigned.

variable 7 of report section 'D' has not been assigned.

. n variable 1 of report section 't' has not been assigned.

e rro rs I n Va I I d O u t u t variable 2 of report section 't' has not been assigned.
variable 3 of report section 't' has not been assigned.

variable 4 of report section 't' has not been assigned.

H H variable 5§ of report section 't' has not been assigned.

t a t I I l I g t Ot e rW I se variable 6 of report section 't' has not been assigned.
variable 7 of report section 't' has not been assigned.

have been overlooked

Could affect report outcome:

No denominator dataset defined.
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PHASE | @ svsTEM OR ORGAN mss* DICTIONARY'DERIVED TERM.) ’ @’@@@G' 1 TE— “ T — = | g
1 TMC435/PBO SUBJECTS HAVING BNY EVENT 60 61 61 64 5 . g 8 2
2 |TMCa3sPBO BLOOD AND LYMF’PA TIC SYSTEM 13 11 (2 2 1 £ 2
DISORDERS 488(D 4
3 TMC435/PBO BLOOD AND LYMPHATIC SYSTEM ANAEMIA 5 2 8 1C 5 E 5
DISORDERS 6 |F 6
4 |TMcassPBO BLOOD AND LYMPHATICSYSTEM  LEUKOPENIA T 2 3 3 2 —B :
DISORDERS 8| OvERALL g
5 TMC435/PBO EIF'SD[?HDDA[NHDS LYMPHAYIC SYSTEM LYMPHOPENIA 0 o 0 1 9 A 1 phase 0 SCREENING
0 |a 1 phase 1 TMC435/PBO
6 |TMC435/PBO BLOOD AND LYMPHANICSYSTEM  NEUTROPENIA 5 8 9 5 o€ s e TalTMCaE/rR0T
7 |TMCaaspE0 BLOOD AND LYMPHAYC SYSTEM  PANCYTOPENIA 0 0 0 C 12~ 1 phase 1.2/ TMCA/PBO I
DISORDERS | 1 phase 1.3 TMC435/PBO I
8 |TMC435/PBO BLODD AND LYMPHAT\CSYSTEM  THROMBOCYTORENIA o 2 2 \ ¢ 14 |A 1 phase 2 TMC435/PBO/SOC
DISORDERS 15 |a 1 phase 21 50C
TMC435/PB0 CARDIAC DISORDERS b 1 I 6 14 1 phase 3 FOLLOW-UP
TMCA435/PBO CARDIAC DISORDERS ANGINA PECTOR { 0 0 A 1 phase 939 72WEEKS STUDY PERIOD
TMC435/PBO CARDIAC DISORDERS BUNDLE BRANCH BLOCK LEFT i 1 0 0 1 8 e 2 phase, 0 SCREENING
TMC435/PBO CARDIAC DISORDERS PALPITATIONS 1 0 0 2 1 13 B 2 phasy 1 TMC435/PBO
TMC435/PBO CARDIAC DISORDERS ggfﬁﬁgsggﬂ'é LAR 0 0 1 0 C 20 |B 2 phafe 1.1 TMC435/PBO |
TMC435/PE0 CARDIAC DISORDERS TACHYCARDIA 1 0 0 1o al i 2 pffsse 1.2| TMCAZS/PBO I
TMCA35/PE0 CARDIAC DISORDERS VENTRICULAR EfTRASYSTOLES 0 0 0 0« 2 B 2 fase 1.3| TMCASS/PBO I
TMC435/PBO CONGENITAL, FAMILIAL AND 0 0 0 1 c 23 B 4 phase 2 TMC435/PBO/SOC
GENETIC DISORDERS 24 |[B phase 21.s0C
TMC435/PB0 CONGENITAL, FAMILIAL 4D GILBERT'S SYNDJIOME 0 0 0 1o 2 |G 2 phase 3|FOLLOW P
GENETIC DISORDERS i) B 2 phase 999 72 WEEKS STUDY PERIOD
TMC435/PBO EAR AND LABYRINTH DISPRDERS 3 2 4 4 E 27 cC 3 phase 0 SCREENING
TMC435/PBO EAR AND LABYRINTH DISPRDERS EAR DISCOMFOR 0 o 0 1 C 28 cC 3 phase 1 TMC435/PB0O
20 TMC435/PBO EAR AND LABYRINTH DISQRDERS EAR PAIN 0 0 1 0 C 23 [ 3 phase 1.1 TMC435/PBO |
21| TMCa35/PB0 EAR AND LABYRINTH DISQRDERS AR PRURITUS 0 0 1 0 2 |c 3 phase 1.2 TMC435/PBO Il
22| TMC435/PB0 N
e L [P u_d_tab_aes.txt - Notepad
g mg:g:’;gg File Edit Format |view Help
2| MCa3s/PED IR R R R Y e e e I R e R T R R R TR R R P TS PSPPI FFIIIITFFITISIFII595S
27| TMCa35/PB0
e e $5555% $4595F S8 T 5895555999555 5399555399955999955549%%% $E559AF555555995555599555955558544%%
30| TMCas/Pa0 P YT e eTs s eses s qessssqsssssssss s ssssssspssssssssssssNssss SIS FIITITFFIIIITFIIATS588%
31| TMC435/PB0
32| MCa3s/PED PHASE = S Sss8sssssdssssesssssssssssi et ittt sttt st tsssqstsssssstss sttt sttt ssessssssssyIesesssssssssssssssssnTess388844s
33 TMC435/PBO
34 TMC435/PBO
3| TMCa35/PBO
3| TMC/PED BODY SYSTEN OR ORGAN [CLASS $ $ $ $ 13333333
PREFERRED TERM n=## n=## N n=d
N (%)

O0O0O0OO0OO0O00 3333333330t

a_

a_ $EEIII59SSIRIII99999S $$ 13333333
b_ E23333331 333333333 $$ 13333333
I $55555555553555538941 13 (333311113
I $5555555555455538834%9 $$ 133333333
I $5555555555988583%% $$ 13333333
P $55555555559555585%%9 $$ 13333333
I 55555555559 5555555% $$ 13333333
SIS IL ST EIILL $$ $$55559%
111111331 33331333 $$ 133333333
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Configuration: 4 simple steps

Creation of a template
Initialization of the reporting process
Assigning variables to template positions

Calling the main reporting macro
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- Notepad

Reporti| [zymiidabies

— Witlevariable sequences

— Hesdvarraiatoarsequences
— ‘Page x of y

— Hardcoded values

— Radeté@
— Eotbtore@
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2. Initialization of the reporting process

* %init_reporting;

— Clears work library
— Sets global variables
— Resets section counters
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3. Assigning variables to template positions

%assign_variable(<parameters>);

— Report_part

— Variable

— Variable_type
alignment
group_skip
split_value
hard_split

— default_blank_split
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4. Calling the main reporting macro

- % macro create_report(<parameters>);

~template_path —program_name
—input_dataset —program_suffix
~title_dataset ~by_var
—~denominator_dataset —grouper_variable
—population —split
—output —pagesize
—output_library —empty_report_string
—page_spread
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Challenges

Finding one dynamic solution to suit numerous
clients’ needs

Development is an time consuming investment
— Allowing for macro disabling

— Several remodeling attempts
— Restructuring dynamic code is harder than fixed code

Adding multipage functionality to a one-page
template
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Conclusions

Building a dynamic solution is time intensive
— Design with no results to show for it
— Harder to estimate timeframes for development

Most additions require no redesigning
— Saves time for future updates
— Templates are very easy to adjust

Can handle many more situations than the fixed
code solution

Worth it in the end
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Questions
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