Regulatory Compliance

Certifications (RCCs)
RCC-MDR and RCC-IVDR Study Resources List

This list is intended to provide RCC candidates with a list of study resources they can consult for
studying purposes. Exam items are designed to reflect practice and therefore there is no single set of
study materials that should be considered exhaustive for studying purposes.

MDR: REGULATION (EU) 2017/745

IVDR: REGULATION (EU) 2017/746

Pay particular attention to the following sections:

e Article 15

e Article 10(4), 10(6), 10(9), 10(10) 10(13), 11(3) (AR), 19*, 20*, 87-91

e Annex Il, lll, XV Chapter Il Section 4.1

e Note: Article 19 & 20 in the MDR are totally identical to Articles 17, 18 of the IVDR.

For a complete list of exam topics and their respective weights, see the Content Outlines located in
the RCC Candidate Guide (RCC-MDR) and the RCC Candidate Guide (RCC-IVDR).

These designations do not qualify individuals to serve in the PRRC role, nor do they guarantee that an individual meets all the
requirements necessary to practice as a qualified PRRC.
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https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02017R0745-20200424
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02017R0746-20170505&from=EN#tocId301
https://www.raps.org/rcc-mdr-candidate-guide
https://www.raps.org/rcc-ivdr-candidate-guide

