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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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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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Types of Modules
Small Specific Macro Programs

• Review all RAW or DERIVED data, as is

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

• 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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proc sql 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_;
set d_admn;
call symput("tit4a","Patient: &admnpid"||byte(160)||byte(160)|| 

"Treatment: &admntgrp"); …

title4    j=l bold "&tit4a" j=c bold "&tit4b" j=r bold "&tit4c"; ...

Creating the Header
Create Macro Variables, Create Titles
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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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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;
%pp_gv2;

ods rtf startpage=YES;
ods rtf close;

Basic Syntax of ODS Section
Start ODS, Call Modules, Close ODS
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%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;

RAW Data Module
Print All RAW Data from One Patient
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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

• Communication Tool
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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
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Comments/Questions?


