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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).

e Staff for Clinical Trial Units (CTUs) and Clinical Research Sites (CRSs).
e Principal Investigators/Investigators of Record (PIs/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_system_evaluation_checklist.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-policy-faq.pdf
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https://ecfr.federalregister.gov/current/title-21/chapter-I
https://www.ich.org/page/efficacy-guidelines
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_system_evaluation_checklist.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-policy-faq.pdf
https://www.niaid.nih.gov/sites/default/files/electronic-info-systems-policy-faq.pdf
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/media/166215/download
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/fda-bioresearch-monitoring-information/guidance-industry-computerized-systems-used-clinical-trials
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/fda-bioresearch-monitoring-information/guidance-industry-computerized-systems-used-clinical-trials
https://www.fda.gov/media/73141/download
https://www.fda.gov/media/73141/download
https://www.fda.gov/media/85183/download
https://www.fda.gov/media/75414/download
https://www.fda.gov/media/75414/download
https://www.fda.gov/media/116850/download
https://www.fda.gov/media/116850/download
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REVISION SUMMARY
Revision/ Summary of Changes
Version
V1.0 Original Version and became effective on 1/19/2021.
01 DAIDS-OCS-A28-MAN-00009 rev 01 is the first revision of this manual in the
MasterControl system. The document numbering and format have been updated
to meet current requirements.



https://niaid.mastercontrolgov.com/niaid/index.cfm?initialRequest=%2Fniaid%2FMain%2Fmastercontrol%2Fvault%2Fvault01%2Ecfm%3Fas%5Fids%3DLGFVLPKSLJBUTKTRSN%26fromCollab%3D1
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