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Cephalon Today
Achieving The Right Balance

Fully integrated, biotech-based pharmaceutical company
« Focus on research and development

« Major presence in the United States and Europe

« Three key products marketed in the United States

* Rapid growth

« (Generating significant cash flow

 More than $1 billion in cash available
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Provigil
Creating The Wakefulness Market
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Gabitril - Novel Mechanism of Action
For Partial Seizures, a form of Epilepsy
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Actiq

For Breakthrough Cancer Pain
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What is a Patient Profile?
Patient Information Tool

* A tool to review data from an individual
patient/subject during a study

* The profile is made up of small macro programs or
modules each with a unique purpose

* Modules can take advantage of features available
when using the ODS output destination RTF

« Multiple modules can print to one page, allowing a
mix of procedures on one page of output
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C10953 /3020 fHASMN (Double-Blind)

Patient Profile

Page 34 of 35

Patient: Z000FY-5 Treatment: PFLACEED RBge: 3% 5Sex: FEMALE FRace: YHITE Hed Start:025EP2003 Stop:24MOV2003 Dur:8d
Lite - 1 (UMY TNYESTIGATOR) Countryr: MN Baseline Hgt(cm): 17272 gt (k) : 68 12 BMI: 22.83
Randomized: YES Lafety: YES Efficacy: YES Completed: YEL IHzcontinued: HO Disc. Date: Reason:
Schedule SIUDY STE | BEANDOMIZE | MED STABT | MED STOF | DISC DATE | STUDY STP
HAVGZ003 D1SEPZ003 0Z25EPZ2003 | 24M0V2003 | - 1 Z4MDY 2003
Adverse Evenls
_Study Day™_ _Duration
Eody Action Taken
Start Stop Hrs. Min., Description Preferred Term Bystem Serious Severity Study Med Out come Relation
-1z =10 . HEADACHE HEADACHE NELV NO MILD NONE RESOLVED NO RESIDTUAL POSEIELE
EFFECT
0 33 . HEAT:RCHE HEAD:ACHE NERY japul MODERATE MONE BESOLVED NO PESIDUAL POSETIELE
EFFECT
£l Ea . PNEUMONIA PNEUMONIA INFEC YES MODERATE MONE BESOLVED NO PESIDUAL NOT BELATED
EFFECT
Physical Braminabion
VISIT GENERAL CHEST AND RECTAL # HMUsCUOLO-
LAEBEL ALPPELPANCE HEENT LTNGE HEART ABDOMEN GENITALIA EEELETAL EEIN LTMFH MODES NEURILOGICAL
SCREENING NOPMAL NOPMAL NOPRMAL NOPMAL NORMAL o7 EXAMINED NOPMAL ARNORIMAL NOPRMAL NOPMAL
A
WEEE 1Z NOPMAL NOPMAL ABNORMAL NOPMAL NORMAL OT EXAMINED NODMAL ARNORMAL NOPMAL NOPMAL
Source: oit\biostatshclO3L33020% cpstat s \pomsplZdpats . sas (TJP) Data Extractc: 0Z2709,/04 9:44 Table Generation: 02712704 2: 57



Patient Profile Header
Critical Patient Information

« The Patient Profile Header should contain critical information
concerning a patient during the study (Demography,

Important Dates, Termination, etc.)

 The Header layout should be created and agreed upon

before the Patient Profile will work
 The Header will be the same on every page for a patient

« Use the Header to help validate other data across tables
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C10953 /3020 fHASMN (Double-Blind)

Patient Profile

Page 3 of 35

Patient: 2000f7-5 Treatment: PLACEED Age: 3% Sex: FEMALE ERace: THITE Med Start:025EP2003 Stop:240V2003 Dur:8d
Eite 1 (DUMMY ITNVESTIGATOR) Countryry: MW Baseline Hgt(cm): 17272 gt (k) : 68 12 BMY: 22_%83
Randomized: YES Lafety: YES Efficacy: YES Completed: YEL IHzcontinued: HO Disc. Date: Reason:
Echedule STUDY STR | EANDOMIZE | MED START | MED STOFP | DISC DATE | STUDY STP
HAUGZ003 | 01SEPZ003 | 0Z5EP2003 | 24M0V2003 | - 1 Z4MDY 2003
BET
INDE< PAGENO VISTTHO VISLAREL VISIT DT NOTLONE INITYN SEQNO QNTTM ITEM FATIGZ RESFNITM
1 LE 11 Z BASELTINE O13EPZ003 TES 11 PLEASE BATE YOUR FATIGUE (WEARINESE®, TIBEDNESS) EY CIRCLING TES 3
THE OME NUMEER THAT EE:T DESCRIEES YOUR FATIGUE PIGHT NOW
z LE 11 Z BASELINE O13EPZ0032 TES zE PLEASE BATE TOUR FATICUE (WEARINES:, TIFEDNEZS) BT CIRCLING TES 4
THE OME NUMEER THAT EE:T DESCRIEE:S YOUR FATIGUE LUURING THE
PAST £4 HOUTRS
3 LE 11 Z BASELTINE O13EPZ003 TES 33 PLEASE BATE YOUR FATIGUE (WEARINESE®, TIBEDNESS) EY CIRCLING TES 9
THE OME NUMEER THAT EE:T DESCRIEES YOUR WORST LEVEL OF
FATIGUE DURING THE PAST Z4 HOURS
4 LE 11 Z BASELINE O13EPZ003 TES 4 44 CIECLE THE ONE NUMEEER THAT DESCRIEBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOTTR=, FATIGUE HaZ% ITMTERFERED WITH YOUR GEMNERAL ACTIVITY
5 LE 11 Z BASELTINE O13EPZ003 TES E 4E CIERCLE THE ONE NUMEEER THAT DESCRIBES HOW, DUBRIMNG THE PAST Z4 TES 7
HOTR:, FATIGUE HAS IMTERFERED WITH YOUR MOOD
3 LE 11 Z BASELINE O15EPZ003 TES & 4C CIECLE THE ONE NUMEEER THAT DESCRIEES HOW, DURING THE PAST Z4 TES ]
HOTTRS, FATIGUE Ha3 IMTERFERED WITH YOUR TALETIMG AETLITY
7 LE 11 Z BASELINE O13EPZ003 TES 74D CIBCLE THE ONE MNUMEEER THAT DESCRIEBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOTTRS, FATIGUE Ha% ITMTERFERED WITH YOUR NOFMAL TWORE (INCLUDES
EOTH WORE OUTZIDE THE HOME AMND DAILY CHORES)
g LE 11 Z BASELINE O15EPZ003 TES 8 4E CIECLE THE ONE NUMEEER THAT DESCRIEES HOW, DURING THE PAST Z4 TES g
HOTTRS, FATIGUE Ha% IMTERFERED WITH YOUR BELATIONS TWITH OTHEER
PEOPLE
9 LE 11 Z BASELTINE O15EPZ003 TES 9 4F CIRCLE THE ONE NUMEEER THAT DESCRIBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOURS, FATIGUE HAS INTERFERED WITH YOUR ENJOYMENT OF LIFE
1a LE za 3 WEEE 4 ZO9ZEPZ003 TES 11 PLEASE BATE YOUR FATIGUE (WEARINE=E, TIREDNESS) EY CIRCLING TES 4
THE OME NUMEER THAT EE:T DESCRIEES YOUR FATIGUE PBIGHT NOW
11 LE za 3 WEEE 4 ZAZEPZ0032 TES zE PLEASE BATE TOUR FATICUE (WEARINES:, TIFEDNEZS) BT CIRCLING TES ]
THE OME NUMEER THAT EE:T DESCRIEE:S YOUR FATIGUE LUURING THE
PAST £4 HOUTRS
1z LE za 3 WEEE 4 ZO9ZEPZ003 TES 33 PLEASE BATE YOUR FATIGUE (WEARINE=E, TIREDNESS) EY CIRCLING TES ]
THE OME NUMEER THAT EE:T DESCRIEES YOUR WORST LEVEL OF
FATIGUE DURING THE PAST Z4 HOURS
Source: oit\biostatshclO3L33020% cpstat s \pomsplZdpats . sas (TJP) Data Extractc: 0Z2709,/04 9:44 Table Generation: 02712704 2: 57



Types of Modules

Small Specific Macro Programs
 Review all RAW or DERIVED data, as is

o Stack relevant datasets across visits

« For example, stack Vitals, ECGs, and Labs

* Print specific data in a readable listing with important

data bolded or italicized

« Create graphs with annotations that show data over

time
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C10953 /3020 fHASMN (Double-Blind)

Patient Profile

Page 3 of 35

Patient: 2000f7-5 Treatment: PLACEED Age: 3% Sex: FEMALE ERace: THITE Med Start:025EP2003 Stop:240V2003 Dur:8d
Eite 1 (DUMMY ITNVESTIGATOR) Countryry: MW Baseline Hgt(cm): 17272 gt (k) : 68 12 BMY: 22_%83
Randomized: YES Lafety: YES Efficacy: YES Completed: YEL IHzcontinued: HO Disc. Date: Reason:
Echedule STUDY STR | EANDOMIZE | MED START | MED STOFP | DISC DATE | STUDY STP
HAUGZ003 | 01SEPZ003 | 0Z5EP2003 | 24M0V2003 | - 1 Z4MDY 2003
BET
INDE< PAGENO VISTTHO VISLAREL VISIT DT NOTLONE INITYN SEQNO QNTTM ITEM FATIGZ RESFNITM
1 LE 11 Z BASELTINE O13EPZ003 TES 11 PLEASE BATE YOUR FATIGUE (WEARINESE®, TIBEDNESS) EY CIRCLING TES 3
THE OME NUMEER THAT EE:T DESCRIEES YOUR FATIGUE PIGHT NOW
z LE 11 Z BASELINE O13EPZ0032 TES zE PLEASE BATE TOUR FATICUE (WEARINES:, TIFEDNEZS) BT CIRCLING TES 4
THE OME NUMEER THAT EE:T DESCRIEE:S YOUR FATIGUE LUURING THE
PAST £4 HOUTRS
3 LE 11 Z BASELTINE O13EPZ003 TES 33 PLEASE BATE YOUR FATIGUE (WEARINESE®, TIBEDNESS) EY CIRCLING TES 9
THE OME NUMEER THAT EE:T DESCRIEES YOUR WORST LEVEL OF
FATIGUE DURING THE PAST Z4 HOURS
4 LE 11 Z BASELINE O13EPZ003 TES 4 44 CIECLE THE ONE NUMEEER THAT DESCRIEBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOTTR=, FATIGUE HaZ% ITMTERFERED WITH YOUR GEMNERAL ACTIVITY
5 LE 11 Z BASELTINE O13EPZ003 TES E 4E CIERCLE THE ONE NUMEEER THAT DESCRIBES HOW, DUBRIMNG THE PAST Z4 TES 7
HOTR:, FATIGUE HAS IMTERFERED WITH YOUR MOOD
3 LE 11 Z BASELINE O15EPZ003 TES & 4C CIECLE THE ONE NUMEEER THAT DESCRIEES HOW, DURING THE PAST Z4 TES ]
HOTTRS, FATIGUE Ha3 IMTERFERED WITH YOUR TALETIMG AETLITY
7 LE 11 Z BASELINE O13EPZ003 TES 74D CIBCLE THE ONE MNUMEEER THAT DESCRIEBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOTTRS, FATIGUE Ha% ITMTERFERED WITH YOUR NOFMAL TWORE (INCLUDES
EOTH WORE OUTZIDE THE HOME AMND DAILY CHORES)
g LE 11 Z BASELINE O15EPZ003 TES 8 4E CIECLE THE ONE NUMEEER THAT DESCRIEES HOW, DURING THE PAST Z4 TES g
HOTTRS, FATIGUE Ha% IMTERFERED WITH YOUR BELATIONS TWITH OTHEER
PEOPLE
9 LE 11 Z BASELTINE O15EPZ003 TES 9 4F CIRCLE THE ONE NUMEEER THAT DESCRIBES HOW, DUBRIMNG THE PAST zZ4 TES g
HOURS, FATIGUE HAS INTERFERED WITH YOUR ENJOYMENT OF LIFE
1a LE za 3 WEEE 4 ZO9ZEPZ003 TES 11 PLEASE BATE YOUR FATIGUE (WEARINE=E, TIREDNESS) EY CIRCLING TES 4
THE OME NUMEER THAT EE:T DESCRIEES YOUR FATIGUE PBIGHT NOW
11 LE za 3 WEEE 4 ZAZEPZ0032 TES zE PLEASE BATE TOUR FATICUE (WEARINES:, TIFEDNEZS) BT CIRCLING TES ]
THE OME NUMEER THAT EE:T DESCRIEE:S YOUR FATIGUE LUURING THE
PAST £4 HOUTRS
1z LE za 3 WEEE 4 ZO9ZEPZ003 TES 33 PLEASE BATE YOUR FATIGUE (WEARINE=E, TIREDNESS) EY CIRCLING TES ]
THE OME NUMEER THAT EE:T DESCRIEES YOUR WORST LEVEL OF
FATIGUE DURING THE PAST Z4 HOURS
Source: oit\biostatshclO3L33020% cpstat s \pomsplZdpats . sas (TJP) Data Extractc: 0Z2709,/04 9:44 Table Generation: 02712704 2: 57



C10953 /3020 fHASMN (Double-Blind)

Patient Profile

Page 34 of 35

Patient: Z000FY-5 Treatment: PFLACEED RBge: 3% 5Sex: FEMALE FRace: YHITE Hed Start:025EP2003 Stop:24MOV2003 Dur:8d
Lite - 1 (UMY TNYESTIGATOR) Countryr: MN Baseline Hgt(cm): 17272 gt (k) : 68 12 BMI: 22.83
Randomized: YES Lafety: YES Efficacy: YES Completed: YEL IHzcontinued: HO Disc. Date: Reason:
Schedule SIUDY STE | BEANDOMIZE | MED STABT | MED STOF | DISC DATE | STUDY STP
HAVGZ003 D1SEPZ003 0Z25EPZ2003 | 24M0V2003 | - 1 Z4MDY 2003
Adverse Evenls
_Study Day™_ _Duration
Eody Action Taken
Start Stop Hrs. Min., Description Preferred Term Bystem Serious Severity Study Med Out come Relation
-1z =10 . HEADACHE HEADACHE NELV NO MILD NONE RESOLVED NO RESIDTUAL POSEIELE
EFFECT
0 33 . HEAT:RCHE HEAD:ACHE NERY japul MODERATE MONE BESOLVED NO PESIDUAL POSETIELE
EFFECT
£l Ea . PNEUMONIA PNEUMONIA INFEC YES MODERATE MONE BESOLVED NO PESIDUAL NOT BELATED
EFFECT
Physical Braminabion
VISIT GENERAL CHEST AND RECTAL # HMUsCUOLO-
LAEBEL ALPPELPANCE HEENT LTNGE HEART ABDOMEN GENITALIA EEELETAL EEIN LTMFH MODES NEURILOGICAL
SCREENING NOPMAL NOPMAL NOPRMAL NOPMAL NORMAL o7 EXAMINED NOPMAL ARNORIMAL NOPRMAL NOPMAL
A
WEEE 1Z NOPMAL NOPMAL ABNORMAL NOPMAL NORMAL OT EXAMINED NODMAL ARNORMAL NOPMAL NOPMAL
Source: oit\biostatshclO3L33020% cpstat s \pomsplZdpats . sas (TJP) Data Extractc: 0Z2709,/04 9:44 Table Generation: 02712704 2: 57



C10953 /3020 fHASMN (Double-Blind)

Patient Profile

Page 35 of 35

Patient: 2000f7-5 Treatment: PLACEED RBge: 3% Sex: FEMALE Race: THITE Med Start:025EP2003 Stop:240V2003 Dur:8d
Eite 1 (DUMMY ITNVESTIGATOR) Countryry: MW Baseline Hgt(cm): 17272 gt (k) : 68 12 BMY: 22_%83
Randomized: YES Lafety: YES Efficacy: YES Completed: YEL IHzcontinued: HO Disc. Date: Reason:
Echedule : STUDY S5TR | BEANDOMIZE | MED START | MED STOP | DISC DATE | STUDY S5TP
HAUGZ003 | 01SEPZ003 | 0Z5EP2003 | 24M0V2003 | - 1 Z4MDY 2003
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Source: oit\biostatshclO3L33020% cpstat s \pomsplZdpats . sas (TJP) Data Extractc: 0Z2709,/04 9:44 Table Generation: 02712704 2: 57



How does the Patient Profile Work™?
Subset Data, Setup Template, Create Header

e Set all data from RAW and/or DERIVED to WORK,

sub-setting all data by one patient's number

« Use PROC TEMPLATE to setup the style used by
ODS or pick a SAS provided ODS template

* Create the Header that will be used on every page,
every title and footnote will become a Header or a

Footer in the Word document
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Creating the Header

Create Macro Variables, Create Titles

proc sqgl noprint;
select patid into : admnpid from d_admn;
select site_inv into : admnsite from d_admn;
select treat into : admntgrp from d_admn; ...

data null_;
setd admn;
call symput("tit4a","Patient: &admnpid"||byte(160)||byte(160)||
"Treatment: &admntgrp"); ...

tittle4 j=I bold "&tit4a" j=c bold "&tit4b" j=r bold "&tit4c"; ...
(®3 Cephalon
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How does the Patient Profile Work?
Start ODS, Call Modules, Close ODS

« Start ODS RTF. The output destination could be
.\Profiles\Patient Number.RTF

« Call Modules. Modules must not have any Titles or

Footnotes. It should be OK to use any SAS procedure.

« Between Modules the ODS option STARTPAGE must
equal NO or NEVER

* Close ODS RTF
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Basic Syntax of ODS Section
Start ODS, Call Modules, Close ODS

ods rtf file="..\profiles\&patient..rtf" style=newrtf;
ods ESCAPECHAR="~;

%pp_raw;

ods rtf startpage=NO;
%pp_ae(pref=aepref, body=bodysys, bystring=tgrp treat, space=2);

ods rtf startpage=never;
Yopp_gVv2;

ods rtf startpage=YES;
ods rtf close;
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RAW Data Module
Print All RAW Data from One Patient

%macro pp_raw(dropvar=protocol site patno patinits scrno,
rawdata=ae demog elig labs vitals ecgs term madrs cgis);

%let k=1;
%do while (%scan(%quote(&rawdata), &k, ‘ ‘) *= %str());

proc print data=%upcase(%scan(%quote(&rawdata,&k, ‘ )
(drop=&dropvar) width=min
obs="~S={font_style=italic font_weight=bold font_size=8pt}
%upcase(%scan(%quote(&rawdata),&k, ‘ )

~S={~n~n’"
run;
%let k=%eval(&k+1);
%end;
%mend;
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C10953/3020/HAfMN (Double-Blind)

Patient Profile

Page 32 of 35

Patient: 2000f7-5 Treatment: PLACEERD Age: 3% Sex: FEMALE Race: YMHITE Med Start:025EP2003 Stop:24¥M0V2003 Dur: 84

Lite : 1 (DUMMY THVESTIGATOR) Countryr: MN Baseline Hgt(cm): 172 72 gt (hkg): 68 12 BMI: 22 383

Randomized: YES Safety: YES Efficacy: YES Completed: YES HHecontinued: NO Dizc. Date: Reazon:

Schedule STUDY STR | ERNDOMIZE | MED STRARET | MED STOF | DISC DATE | STUDY STP

HMAVGZ003 | 015EPZ003 0Z25EP2003 | 24M0V2003 | - 1 Z24MDYZ2003
TITALS
INDE< PAGENO WISITHO VISLAEEL VISIT DT MWOTDOMNE TIMERT SEQMNO CATEGOEY BESTULT TNIT

1 LE 4. 1 SCEEENING A O4ATGZ003 . MORNING 1 SITTING PULSE 8.0 ETM
z LE 4.0 1 SCEEENING A O4ATIZZ003 . MORNING Z SITTING SY¥STOLIC EP 1Zz5.0 MMHG
3 LE 4.0 1 SCREENING A O4ATIZZOOZ . MORNING 3 SITTING DIASTOLIC EF g0.0 MMHG
4 LE 4.0 1 SCREENING A O4ATIZEOOZ . MORNIMG E HEIGHT &80 IN
1 LE 4.0 1 SCEEENING A O4ATIZZ003 . MORNING & WEIGHT 1502 LE
& LE 4.0 1 SCREENING A O4ATIZZOOZ . MORNING 8 BODY TEMPERATURE Q8.6 F
7 LE 2.0 1.5 SCREENTING B 12AUGZO003 . MORNIMG 1 SITTING PULSE 3.0 EFM
g LE 9.0 1.5 SCREENTNG B 12AUGZO003 . MORNING Z SITTING SY¥STOLIC EP 1Zz5.0 MMHG
] LE 2.0 1.5 SCREENTNG B 12AUGZO003 . MORNING 2 SITTING DIASTOLIC EFP 20.0 MMHG
10 LB 1z.0 £ BASELINE O15EPZ003 . EVENING 1 SITTING PULSE &58.0 EFM
11 LE 1z.0 Z BASELINE 01SEPZ2003 . EVENING 2 SITTING SYSTOLIC EP 12z5.0 MMHG
1z LE 1z.0 Z BASELINE O12EPZ003 . EVENING 2 SITTING DIASTOLIC EFP 20.0 MMHG
13 LB lo.0 £ BASELINE O15EPZ003 . MORNING 1 SITTING PULSE &58.0 EFM
14 LE lo.0 Z BASELINE 01SEPZ2003 . MORNING 2 SITTING SYSTOLIC EP 12z5.0 MMHG
15 LE lo.0 Z BASELINE O12EPZ003 . MORNING 2 SITTING DIASTOLIC EFP 20.0 MMHG
16 LE 1z.0 Z BASELINE O15EPZ003 . MORNING POST-NFPSG 1 SITTING PULSE &7.0 EFM
17 LE 1z.0 £ BASELIMNE O12EPZ003 . MORNIMG POST-MNPEG £ BITTING SYSETOLIC EBP lz0.0 MMHG
15 LE 1z.0 Z BASELINE O1SEPZ003 . MORNING POST-NPSG 2 SITTING DIASTOLIC EFP 75.0 MMHG
139 LE z3.0 3 WEEE 4 Z95EPZ003 NOT DOME . . R
zo LE 1a.0 2 WEEE 4 ZOBEPZ003 . MORNIMG 1 SITTING PULSE &80 EFM
z1 LE 12.0 2 WEEE 4 Z9SEPZ003 . MORNING Z SITTING SY¥STOLIC EP 1Zz5.0 MMHG
ZZ LE 15.0 3 WEEE 4 Z9SEPZ003 . MORNING 3 SITTING DIASTOLIC EF g0.0 MMHG
z3 LB 2991 3.1 UMSCHELDULED 0&0CTzZO03 . EVENING 1 SITTING PULSE 70,0 EFM
zd LE Q291 2.1 UMSCHEDULED 0&0CTzOo03 . EVENING £ BITTING SYSTOLIC EBP lz5.0 MMHG
zZ5 LE Q991 2.1 UMSCHEDULED 0&0CTZO003 . EVENING 2 SITTING DIASTOLIC EFP 20.0 MMHG
ZE LB 2991 3.1 UMSCHELDULED 0&0CTZO03 NOT LONE MORNIMNG POST-NPSG R

Bource: o:ih\biostatshclO9E3Y30E0N cpstatshpoms \plEZdpats. sas (TJP) Data Extract: 0Z2/09/04 9:44 Tabhle Generation: 02712704 2:E57



Possible Uses
QC Data, Edit Checks, Communication Tool

 QC of Raw or Derived Data, quick printout of all data

for an individual patient

« Edit Checks for troublesome data or important

analysis sets

* Discovery of Anomalies across time and between

data sets

e Communication Tool
(#3 Cephalon

deliver more=

PhilaSUG Spring 2004
June 17, 2004



C10as3 /3020 /M /HY (Deuble-Elind) Patient Profile Page 24 of E5

Fatient: 2000/7-2 Treatment: PLRCEED Bge: 3§ Seuw: FEHRLE ERace: WHITE Hed Ztart:025EF2003 Stop: 24N0V20053 Dur:§4
Bite : 1 (DUHHY IRVESTIGRTOR) Country: HN Baseline Hgt(om): 172.72 Wat(kql: 65.12 BHT: 22.53
REandanized: YEES Safety: YES Efficacy: YEZ Completed: YEZ Discontinued: HO Disc. Date: . Reason:
Schedale : FTUDY TR | FANDOHIEE | HED STRRT | HED STOP | IIEC DRTE | ETUDY 2TP
4LTIE2003 | 01EEP2003 | 02EZEP2003 | 2MNWN0T2003 | Ll 2MN0T2003
MED
INDEX FAFEND NONE SEQNO DEUTGRAME DO3E UNITS CMON MM CMON DD CMON_¥¥  CMON DT CMRS_MM CMRS DD CMER3_¥¥ CMRS_DT CONT INUE
1 0DE 29.01 B Z ORTHOWOT 1 T &E B B 1375 B B B B B YEZ
2 DE 29.01 - 5 ADVIL 400 MG 10 25 2002 250CTEO02 10 21 2002 210CTEO02 -
2 DE 29.01 - 2 ACET MM INOPHEN 200 MG 3 17 2003 17SEFEQQ2 3 13 2003 195EFE002 -
% DE 27.01 5 6 EI&KIN 500 ME 11 ZZ 2002 ZENOVEODZ 11 8 2002 ZSWOVEODZ 5
5 DE 27.01 - 1MULT I-VITAMIN 1 T &E - - 1975 - - - - - TE3
3 DE 29.01 - 4 CLARIT IN z00 ME g - 1955 - - - - - TE3
MED
IND ICAT FEETF ATCCODE ATCTEXT ATC_ZIM
1EIETH CONMTROL ORTHO-NOAM G032 SEX HORMOMES 2NMD MODULATORS OF THE GENITAL EYSTEM
£ HEAD ACHE IEUFEOTEN F0Z OTHER. GYMECOLOFICALS I_ _________________________________________ e -[ Comment: Miscng AT ST
2 HE &0 ACHE FARACET AMOL WOz ANALGES ICS Won-opicid anal gesics/ar@i infl avmatory
4 PHNETMON I A CLAR ITHRIFCIN JOL1 ANT IEACTER.IALS FOR SYSTEMIC USE Antiinfectives
5 PROPHYLAXIS MILT IVIT#IINE 2all VIT 2MINS Vitamins/Hutritimal Supplament
& SEASONAL ALLERGIES LORATADINE ROE ANT IHIST I INES FOR SYSTEMIC USE Antihistamines

Jeourcae: qh\biostae=\c10952 2020\ cpstat=\pamw=\ plZlpass _=ax (TJP] Data Extract: 02,0903 9:43 Table Ganeration: 027515703 §:57




Conclusion
Patient Profile using ODS RTF is Flexible

 ODS RTF allows extreme flexibility to fit your

company’s presentation style

» Fairly easy to implement and output can improve as

new modules are created

« Can provide a solution if the FDA requires Patient

Profiles for patients in your study

(#3 Cephalon

deliver more=

PhilaSUG Spring 2004
June 17, 2004



Comments/Questions?
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