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Reconciling CRF and SAS Data

Jim DePasquale
Synteract, Inc.

Background

• Must perform audit of CRF data
compared to what data is in SAS data set
- We do not export by plate, rather by creating data

sets that may contain data from more than 1 plate
- For example, a vital signs data set
- Little correlation between a DF record and a SAS

record

• Use patient profiles to reconcile CRF
data and SAS data
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Background

• Legacy system was SAS 6 based software
-  Required data processing staff to order variables
within a dataset and the data sets within the report
- Result was a manual and  time consuming process to
create patient profile report.

• Already create an annotated CRF document
that maps CRF data to SAS data sets

Overview
• Patient profile generator program reads in

ACRF file and creates SAS program

• SAS program created is a series of PROC
REPORTS used to create 1 RTF document per
patient

• Output document is in the order of the patient’s
CRF book allowing for easy comparison to
original CRFs



DFUG 2005 March 20 - March 23, 2005

3

Step1: Annotated CRF

• Text based document that maps CRF data to
SAS data set

Step1: Annotated CRF(cont.)

• Perl script reads the ACRF file and uses the
DFtips file to find the location of the field in
the PS file used for study setup

• Output is each plate image with field number
superimposed along with the variable
attributes in a SAS PROC CONTENTS-like
format
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Step1: Annotated CRF (cont.)

STEP 2: Create SAS PROC
REPORTS

• SAS program that parses the ACRF text file to
create a SAS program that creates the patient
reports

• Only need to modify study specific information:
paths on network, unique patient identifier and
date format

• Program determines the relationship between a
plate,  data set and the order of the variables on
the page
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STEP 2: Create SAS PROC
REPORTS (cont.)

Step 3: PROC REPORTS

• The PROC REPORT statements contain the
order of the variables and the length of the
variable

• Before each PROC REPORT there is a DATA
step

- Appropriate subsetting of data by patient and visit, if
needed

-Patient and visit
- Variable labels can be modified
- Observation number is added to record
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Step 3: PROC REPORTS (cont.)

• Once plate and data set relationship is
mapped out, it can be repeated via macro
call for each visit

Step 3: PROC REPORTS (cont.)
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Step 4: The Report

• Program utilizes the SAS Output Delivery
System (ODS) to create a RTF document
suitable for viewing and printing in MS
Word

• Output document is easy to read and
follows the order of the patient’s CRF book

• Footer fields contain QC sign off area for
documentation

Step 4: The Report (cont.)
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Step 4: The Report (cont.)

Advantages

• Program works well across multiple studies

• Minimal manipulation of SAS data sets
- most of the time, none at all

• Report is easy to compare with original
CRF data
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What’s Next?

• Incorporate visit map and page map
information in order to further automate
report creation

• Interface that allows data management
staff to change certain variable attributes
such as column width and labels without
overwriting existing data

Questions?

Jim DePasquale
Application Developer II
Synteract


