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2. Considerations for the Design and Conduct of Externally Controlled Trials for Drug and
Biological Products
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3. Considerations for the Use of Real-World Data and Real-World Evidence To Support
Regulatory Decision-Making for Drug and Biological Products -1
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4. Real-World Evidence: Considerations Regarding Non-Interventional Studies for Drug and

Biological Products
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5. Best Practices for Conducting and Reporting pharmacoepidemiologic Safety Studies using

Electronic Healthcare Data

& HEY:LITZEHIDIZLEZANLTD

13 & FDA D3 HEAIE 2Ry 72z VR 2 5, FEfE, BT+ 2BRICHVW S —B L

>
TA LA
ENT T b3 Lkl ESE FDA T 207 L—2U—7
FDA 371 h a Lt REMEELZ L E 2 —RUOMRT 207 L—2 U —7
® iz :

CWPRET T u—F ORES AFFET— L ORI & E R, RER

> weMEEBROTE - £ - ITICED LU TORRA ST T 7T 4 A
<> IH

—RAY R B E
DFFEIR

S TH YR T Y = A0, Bk L SR T OR, PRERTHIE ; K
& D—EhE, AREMOBR, WERGE (QA) LEEH (QC). WrItHiH
T HA LORE

25



S O WRETYA L IRT VA COBEFE HREORE, A L7 L— A K
K7 R OV BAE AR 1 D E & ALER), BREE, 70 b I LADOERE

S R REMAT. B DT —F V=2 bD Y 7 TS = KRR EE
T — X OFHli & ALEE, T — 2B L i 1 A O IEREME & R T2 TR

6. Use of Electronic Health Record Data in Clinical Investigations
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7. Electronic Systems, Electronic Records, and Electronic Signatures in Clinical Investigations

Questions and Answers Guidance for Industry
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8. Data Standards for Drug and Biological Product Submissions Containing Real-World Data
Guidance for Industry
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9. Real-World Data: Assessing Registries to Support Regulatory Decision-Making for Drug and
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10. Real-World Data: Assessing Electronic Health Records and Medical Claims Data to Support
Regulatory Decision-Making for Drug and Biological Products Guidance for Industry
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11. Framework for FDA’s Real-World Evidence Program
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12. Submitting Documents Using Real-World Data and Real-World Evidence to FDA for Drug and
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