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AHRQ CHI (consolidated health informatics) https://ushik.ahrg.gov/ViewltemDetails?&syste

m=mdr&itemKey=74237000

AMA AMA Manual of Style http://www.amamanualofstyle.com/

CDISC Clinical Data Interchange Standards http://www.cdisc.org/

CONSORT CONSORT Statement http://www.consort-statement.org/consort-

EMA External guidance on the implementation |https://www.ema.europa.eu/human-
of the European Medicines Agency policy |regulatory/marketing-authorisation/clinical-
on the publication of clinical data for data-publication/support-industry/external-
medicinal products for human use guidance-implementation-european-

EMA Reflection paper on expectations for https://www.ema.europa.eu/documents/regula
electronic source data and data tory-procedural-guideline/reflection-paper-
transcribed to electronic data collection  |expectations-electronic-source-data-data-

EMA Guideline on good pharmacovigilance http://www.ema.europa.eu/docs/en GB/docu
practices (GVP) ment_library/Scientific_guideline/2014/09/WC

EU Regulation EU No 536/2014 [EU CTR] https://ec.europa.eu/health/human-use/clinical

EU Directive 95/46/EC https://publications.europa.eu/en/publication-

detail/-/publication/335ef9fc-250a-4dfa-a76d-
5583b689e91e/language-en/format-

EU Regulation (EU) 2017/745 https://publications.europa.eu/en/publication-

detail/-/publication/83bdc18f-315d-11e7-9412-
Olaa75ed71al/language-en/format-

FDA 21 CFR 820.20 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfcfr/CFRSearch.cfm?FR=820.20

FDA 21 CFR Part 11 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfcfr/CFRSearch.cfm?CFRPart=11

FDA 21 CFR 312.42 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfcfr/CFRSearch.cfm?fr=312.42

FDA 21 CFR 803.3 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfCFR/CFRSearch.cfm?fr=803.3

FDA 21 CFR 210.3 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfcfr/CFRSearch.cfm?fr=210.3

FDA 21 CFR 310.305 https://www.accessdata.fda.gov/scripts/cdrh/cf

docs/cfcfr/CFRSearch.cfm?fr=310.305

FDA Glossary of Terms http://www.fda.gov/Drugs/InformationOnDrugs

FDA Acronyms and Abbreviations https://www.accessdata.fda.gov/scripts/cder/a

FDA General Principles of Software Validation; | https://www.fda.gov/downloads/MedicalDevice
Final Guidance for Industry and FDA Staff|s/DeviceRegulationandGuidance/GuidanceDo

FDA Science & Research http://www.fda.gov/ScienceResearch/SpecialT

opics/RunningClinicalTrials/EducationalMateri

FDA Medical Device Development Tools https://www.fda.gov/MedicalDevices/Sciencea
(MDDT) ndResearch/MedicalDeviceDevelopmentTools

FDA Expedited Access for Premarket Approval|https://www.fda.gov/downloads/MedicalDevice
and De Novo Medical Devices Intended |s/DeviceRegulationandGuidance/GuidanceDo
for Unmet Medical Need for Life cuments/UCM393978.pdf

FDA Guidance for Industry Electronic Source |https://www.fda.gov/downloads/drugs/guidanc
Data in Clinical Investigations, September |ecomplianceregulatoryinformation/guidances/ |

FDA Guidance for Industry Patient-Reported | http://www.fda.gov/downloads/Drugs/Guidanc
Outcome Measures: Use in Medical es/UCM193282.pdf
Product Development to Support Labeling

FDA Guidance for Industry Computerized https://www.fda.gov/downloads/Drugs/Guidan

Systems Used in Clinical Investigations,

ceComplianceRegulatorylnformation/Guidanc
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