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Medical Device Single Audit 
Program (MDSAP)

Program’s Regulatory Authority Council

 · Australia’s Therapeutic Goods Administration (TGA)

 · Brazil’s Agência Nacional de Vigilância Sanitária (ANVISA)

 · Health Canada (HC)

 · U.S. Food and Drug Administration (FDA)

 · Pharmaceuticals and Medical Devices Agency (PMDA)

 · Japan’s Ministry of Health Labour and Welfare (MHLW)

Official Observers

 · The World Health Organization (WHO) Prequalification of 
In Vitro Diagnostics (IVDs) Programme and the European 
Union (EU)

PR O G R A M PA R T I C I PA N T S

Australia Brazil Canada United States Japan

“The MDSAP is intended to allow MDSAP-recognized Auditing 

Organizations to conduct a single audit of a medical device 

manufacturer that will satisfy the relevant requirements of the 

medical device regulatory authorities participating in the program.”

U.S. Food and Drug Administration (FDA)
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1.  W H I C H V E R S I O N O F I SO 13 4 8 5 W I LL B E 

C O N S I D E R E D U N D E R T H E M DSA P PR O G R A M? 

The transition period of ISO 13485 is honored by 
the MDSAP program. Until March 1st, 2019, quality 
management systems compliant to both ISO 13485:2003 
and ISO 13485:2016 versions can participate. 

After the transition, only ISO 13485:2016 based QMSs can 
be certified under MDSAP. 

2 .  I S  T H E R E A N Y S PEC I F I C PR E PA R ATO RY S T E P TO 

FAC I L I TAT E A S U C C E S S F U L M DSA P C E R T I F I CAT I O N? 

MDSAP is a conformity assessment program only, 
which should pose no new requirements. Therefore, 
the manufacturers currently distributing products to the 
markets of the participating countries should already be in 
compliance with the local regulations. 

The Auditing Organization (AO) auditors will use the 
MDSAP audit model and companion document during 
the audit. Both of these can be a valuable tool during the 
preparation and can be downloaded from the FDA MDSAP 
website under MDSAP AU P0002. 

3 . FOR LEGAL MANUFAC TUR ERS CUR R ENTLY CER TIF IED 

TO I SO 13 4 8 5:2 0 0 3 U N D E R C M D CAS,  W H AT I S T H E 

PR O C E S S O F T R A N S F E R R I N G TO M DSA P? 

The MDSAP audit has to be performed as an initial 
certification performed in two stages. 

 · Stage 1: 1 typical manday to evaluate the preparedness 
for the certification 

 · Stage 2: 5-5.5 typical mandays on-site Stage 2 
certification audit. 

4 .  W H AT I S T H E E A R L I E S T DAT E F R O M W H E N C L I E N T S 

CA N O R D E R M DSA P C E R T I F I CAT I O N/AU D I T ? 

2017-04-01. After this date, in 2017 and 2018, TÜV 
Rheinland will only offer CMDCAS audits as an exception 
(with certificate expiry date of Dec. 31st, 2018) to facilitate 
a timely transfer and meet Health Canada‘s transition plan. 

An earlier application is recommended to ensure a gapless 
transition. 

5 .  CA N T H E M DSA P I N I T I A L C E R T I F I CAT I O N AU D I T 

B E C O M B I N E D W I T H AU D I T S TO T H E OT H E R 

C E R T I F I CAT I O N S? 

Yes, typically the Stage 2 can be performed as part of 
a combined audit. However this might not always be 
practical, the overall audit scope and duration will need to 
be determined individually, and will likely be increased to 
allow time to evaluate compliance to other requirements 
(e.g. EC-Directives). 

To have the combined audit at the usual date, it is 
recommended to request the Stage 1 a month earlier than 
usual. An MDSAP certification audit resulting in negative 
recommendation does not necessarily jeopardize the other 
certifications (unless the nonconformity applies generally to 
other requirements as well). 

6 .W H AT I S T Ü V R H E I N L A N D ‘S C U R R E N T  

S TAT U S AS AO? 

As of January 1st, 2017, we are an authorized AO under  
the MDSAP program. The current status can be 
confirmed here. 

Frequently Asked Questions
on MDSAP

http://www.tuv.com/mdsap
https://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPilot/ucm377580.htm
https://www.fda.gov/MedicalDevices/InternationalPrograms/MDSAPPilot/ucm377580.htm
https://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM429978.pdf
https://www.fda.gov/downloads/MedicalDevices/InternationalPrograms/MDSAPPilot/UCM429978.pdf
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T U V R H E I N L A N D O FF E R S I N F O R M AT I O N A BO U T T H E M DSA P (M E D I CA L D E V I C E S I N G L E AU D I T PR O G R A M).  

F O R F U R T H E R Q U E S T I O N S PL E AS E G E T I N TO U C H W I T H U S!

Tel.: 1-888-743-4652 
info@tuv.com
www.tuv.com/us
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7.  H OW CA N T Ü V R H E I N L A N D H E L P YO U W I T H M DSA P? 

For legal manufacturers marketing their medical device 
to at least one of the participant countries, MDSAP 
certification service is offered (with both the MDSAP 
certificate listing all on-site audited sites covered by the 
QMS and audit reports per site as deliverable). 
For subcontracted medical device part manufacturers 
currently subject to GMP inspections (e.g. by the FDA or 
ANVISA), site-specific MDSAP audit report is offered.  
Pre-audit is not offered for the MDSAP program.

https://www.tuv.com/world/en/forms/contact-default-form.jsp?contact_id=25536&service_name=object&sap_campaign_id=CW17_W2L_GENERAL&tuv_mail_template_id=21386&customer_mail_template_id=11136
mailto:info%40tuv.com?subject=
http://www.tuv.com/us
https://www.tuv.com/world/en/forms/contact-default-form.jsp?contact_id=25536&service_id=1651&service_name=Medical+Device+Single+Audit+Program+%28MDSAP%29&sap_campaign_id=CW17_W2L_GENERAL&tuv_mail_template_id=21386&customer_mail_template_id=11136&business_stream=P&business_field=P.05+Medical

