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Electronic Systems

DAIDS has an Electronic Information Systems (EIS) policy that describes the
requirements for electronic systems used in the conduct of DAIDS clinical trials and
applies to:

e DAIDS Clinical Trials Networks

e Contract Research Organizations (CROs).

e Data Management Centers (DMCs).

o Staff for Clinical Trial Units (CTUs) and Clinical Research Sites (CRSs).
e Principal Investigators/Investigators of Record (Pls/IoRs).

Electronic systems that fall under the scope of this policy include systems from which
clinical trial data may be submitted to the United States (U.S.) Food and Drug
Administration, European Medicines Agency, or any other regulatory authorities.

Refer to DAIDS EIS policy and appendix, Requirements for Using Electronic Information
Systems in Clinical Research, for complete details of DAIDS’ requirements. The policy
includes an Electronic Information System Evaluation Checklist, which serves as a tool for
the user as well as for DAIDS staff to assess compliance with 21 Code of Federal
Regulation (CFR) Part 11. The appendix addresses how data quality elements can be
satisfied where electronic systems are being used to create, modify, maintain, archive,
retrieve, or transmit research study data. Frequently Asked Questions (FAQ) exist to
address commonplace policy-related issues and/or technical questions.



https://www.niaid.nih.gov/sites/default/files/electronic-information-systems-policy.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-clinical-research.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-clinical-research.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-system-evaluation-checklist.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-policy-faq.pdf
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