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Clinical Evidence — Key Definitions and Concepts
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Clinical Evaluation
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Appendix A: Some Considerations for Comparability
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Appendix D: Considerations for the Application of Clinical Data Generated from
Different Jurisdiction(s)
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Appendix D: Considerations for the Application of Clinical Data Generated
from Different Jurisdiction(s)
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Clinical Investigation
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EPs = Essential Principles of safety and performance of medical devices; 13
* - Conformance to performance standards may be sufficient to demonstrate compliance to relevant Essential Principles.
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Post-Market Clinical Follow-Up Studies
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Appendix A: Examples of Clinical Experience Data Sources for PMCF Studies

Fuﬁ}fuéﬁuuf“ S (CHUVNT., SRR ECERSIFE CTHD EHHE
L. T—45YV—-XEUTUTFZIRR

« Patient-generated health data:

* Device Registry:

« Health Record / Medical Record:

« Administrative data:

e Survey Data:

21



NG5 : BIlENIZAppendix[CDWT (2&257—5&0LT) -ﬂ-ndq

Appendix B: Considerations for Using Clinical Experience Data for PMCF Studies
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@ Legal and ethical considerations :
ZEIDORB & fmiEEEr. BANEHRKRECIED

@ Considerations during the study design phase :
T—ANMNAROENICEL TS EFTEIDEME CTHERR

® Considerations for clinical experience data quality :
EM)DBIIE C. mEZ2{F(EPMCFIAZEOEMNICKINDERD E UL
JEDR T, BEINEZEIE (Representation . TR, BE.
—BE%. BE%. Rl TiEr.
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Appendix C: Potential Biases and Confounding in PMCF Studies and
Controlling Methods
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