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The current participating regulatory authorities (RAs):

MDSAP Members
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MDSAP Observers:

European Union

§ The EU and WHO:
§ Joined as observers since program establishment in 2014.
§ Participated in the original IMDRF MDSAP working group and contributed to the 

foundational MDSAP documents.
§ Participated in RAC meetings and witness audits since program inception.

§ EU did not become a full MDSAP member due to funding and resource constraints, 
but remain committed to becoming a full member. 

§ WHO is not a regulator and will maintain Observer status. 

Prequalification of In Vitro 
Diagnostics Programme
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• MDSAP is currently not accepting additional regulatory authorities 
as full Members or Observers of MDSAP
– Program needs more time to settle and stabilize in the 5 jurisdictions and 

with manufacturers due to complexity of incorporating the regulatory 
requirements of 5 regulatory authorities into one audit program. 

– Auditing Organizations are either still at various stages of gaining 
recognition or gaining experience executing the MDSAP audit model 
and processes.

Expansion of MDSAP
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New MDSAP Membership Category:
Affiliate Membership

MDSAP 

Member Observer Affiliate*
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• Regulatory requirements of the Affiliate Member are not included in the 
audit model 

• Reports will need to be requested from the medical device 
manufacturer 

• Benefits:
– Training on MDSAP 
– Ability to utilize MDSAP reports in jurisdiction 
– Receive MDSAP audit/site information (MDSAP Affiliate Report)
– Listed on MDSAP website as an Affiliate Member
– Participate in yearly MDSAP Forum meetings

Affiliate Membership
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• Membership for Regulatory Authorities
• Criteria includes: 

– Laws and regulations in place for evaluating a medical device manufacturer’s QMS 
based on GHTF and IMDRF foundations and principles

– Other laws and regulations that build on GHTF and IMDRF foundations and principles 
(ex: pre-market evaluation, post-market surveillance/vigilance, clinical 
safety/performance) 

– Completion of MDSAP on-line training modules
– Objectives for becoming an Affiliate Member
– Contributions to MDSAP 
– Implementation of MDSAP documents

Affiliate Membership Criteria
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Affiliate Membership Application Form
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Affiliate Membership Application Form
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MDSAP Affiliate Members

https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-audit-program-mdsap

• Argentina's National Administration of Drugs, Foods and Medical 
Devices (ANMAT)

• Republic of Korea's Ministry of Food and Drug Safety

• Singapore's Health Sciences Authority (HSA)

https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-audit-program-mdsap
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• MDSAP Affiliate Membership Document
– https://www.fda.gov/media/127697/download

• MDSAP Affiliate Membership Application
– https://www.fda.gov/media/127700/download

• MDSAP Website
– https://www.fda.gov/medical-devices/cdrh-international-programs/medical-device-single-

audit-program-mdsap

• MDSAP Training 
– https://www.fda.gov/training-and-continuing-education/cdrh-learn
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Any Questions?




