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SAS User Group Conference Schedules

The following SAS user groups hold annual, multiple—day conferences. SAS Lisers Group International (SUGD is the world's
largest gathering of SAS software users. PharmaSUG and DiaMondSLUG are special-interest SAS user groups The other user
groups listed below are regional SAS user groups

Conference Dates | Location CE::;I’Ziie
SUGL April 9-12, 2000 Indignapolis, Indiana v
PharmaSUG May 7-10, 2000 Seattle, Washington v
DialvlondSLIG May 28-31 2000 San Francisco, California
PMNWSLIG June 18-20, 2000 | Portland, Oregon v
WS LIS September 10-12, 2000 Southfield, Michigan v
WSS September 17-19, 2000 | Scottsdale, AZ v
MNESUIG September 24-26, 2000 Philadelphia, PA v
SESUG October 1517, 2000 Charlotte, NC v
SCSUG October 22-24, 2000 Austin, TX +
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Application Development

Coder's Corner

Data Management and Validation

Electronic Submission (CANDA/ESUB)

Emerging Technologies and
Web Applications

Posters

Statistics and Pharmacokinetics

Technical Techniques

SAS Presentations

PH-Clinical
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[1SAS Output Delivery System(ODS) Quick Tips
[JAccurate Manipulation of Clinical Trial Data
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[1SAS and the Web
[1Bringing Data to the Web
[1The Drug Development Process
[] Statistics for Non-Statistician
[]Getting started Using SCL
[JFundamentals of VBA
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Output Delivery System
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ods listing close;
ods htm body="wei ghts.
content s="wei g
frame="wei ghts
g

ht
hts contents. htm "
_frame.htm ";
proc m xed dat a=wei ghts; _
cl ass Program Subject Ting; i
nmodel Strength = Program Ti nme PrograntTi ne;
repeated / type=cs sub=Subj ect ( Program ;
run; )
proc m xed dat a=wei ghts;
cl ass Program Subject Tine; i
nmodel Strength = Program Ti nme PrograntTi ne;
repeated / type=ar(1) sub=Subj ect (Program;
run; .
proc m xed dat a=wei ghts; _
cl ass Program Subject Ting; i
nodel Strength = Program Ti me PrograntTinme;
repeated / type=un sub=Subj ect ( Program ;
run;

ods htm close;
dm "wbrowse ""weights frame.htm""";
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CFR:Code of Federal Regulations
21CFRI&Food and Drug Administration
http://www.access.gpo.gov/nara/cfr/index.html
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21CFR Partl1l

11.1 Scope.
11.2 Implementation.

11.3 Definitions.

11.10 Controlsfor closed systems.

11.30 Controlsfor open systems.

11.50 Signature manifestations.

11.70 Signature/record linking.

11.100 General requirements.

11.200 Electronic signature components and controls.
11.300 Controls for identification codes/passwords.

21CFR Partl1l

11.1 Scope.

(@) Theregulationsin this part set forth the
criteriaunder which the agency considers
electronic records, electronic signatures, and
handwritten signatures executed to electronic

records to be trustworthy, reliable, and
generally equivalent to paper records and

handwritten signatures executed on paper.
(THRER /I#K)
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5. SPONSOR
5.1 Quality Assurance and Quality Control

5.1.1 The sponsor is responsible for implementing and maintaining quality
assurance and quality control systems with written SOPs to ensure that
trials are conducted and data are generated, documented (recorded), and
reported in compliance with the protocol, GCP, and the applicable
regulatory reguirement(s).

5.1.2 The sponsor is responsible for securing agreement from all involved
parties to ensure direct access (see 1.21) to all trial related sites, source
data/documents , and reports for the purpose of monitoring and auditing by
the sponsor, and inspection by domestic and foreign regulatory authorities.

5.1.4 Agreements, made by the sponsor with the investigator/institution and
any other parties involved with the clinical trial, should be in writing, as
part of the protocol or in a separate agreement.

Data Management and Validation
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Data Mar]agemen_t_an_d \»/ra_rlidation

L Margaret Hung, Henry Shades and Michael Acra

Expedite Processing Central Laboratory Data with Working
Practices, Standards and SAS

[l Marla Childers

Global Integrated Database (GIDB): Not Just a Set
Statement

'l Nancy Bourgeois and Bobbie Coleman

Automating the Quantification of Healthcare Resource
Utilization with Base SAS software

[l Caroline Bahler
Optimizing Data Extraction from Oracle Tables

Data I\/Ian’agemen’trand \_/a_lidation

1 Philip M. Pochon and Thomas H. Burger
Integration Metadata in Pharmaceutical R&D Warehouses
[ Jim Grudzinski

Efficient SAS Quality Checks: Unique Error Identification
and Enhanced Data Management Analysis

[l Edward R. Smith

Table Generation Using the PROC REPORT Feature
[0 Malachy J Foley

Check Digits: Avoiding Errors in Clinical Trials

'l Neil Howard and Michelle Gayari

Validation, SAS, and the Systems Development Life Cycle:
An Oxymoron?
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Data Mar]agemen_t_an_d \»/ra_rlidation

U Arthur L. Carpenter and Richard O. Smith

Clinical Data Management: Building a Dynamic Application
[1 Steven Light and Andy Siegel

Compliance Readiness for the New Millennium

[l Robert Virgile

How MERGE Really Works

[l Gajanan Bhat

Data Modeling in Clinical Data Analysis Projects

[l Susan M. Fehrer

I Don't Look Good in Orange and Stripes

Subtitled, "Hard Coding Clinical Data is not Permissible"

Data I\/Ian’agemen’trand \_/a_lidation

1 Wendih Yao
How to Improve the Process of Generating Audit Listings
L Mary Jane Young, Tamara Jackson and Greg Silva

How to Conduct 100% Validation of Derived Variables.
Tables and Listings

L Franly De Cooman

Data Mining and Statistics in a Pharmaceutical Environment
[l Gary Franklin and Art Jensen

Integrity Constraints and Audit Trails Working Together

[l Peter Villiers

Clinical Data Warehouse Functionality
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