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What is MDSAP?

The Medical Device Single Audit Program 

was developed by a group of medical 

device regulators to allow recognized 

third-party auditors to conduct a single 

audit of a medical device manufacturer 

that will cover ISO 13485:2003 and their 

respective regulatory requirements.

More information and documents about 

the International Medical Device 

Regulators Forum (IMDRF) and MDSAP are 

available on the IMDRF website and on 

the FDA’s website. 

What regulatory authorities are 

currently participating in the 

MDSAP pilot?

The regulatory authorities that are 

currently participating in the MDSAP Pilot 

Program are:

Australia - TGA

Brazil - ANVISA

Canada - Health Canada

U.S. - FDA

Ministry of Health, Labour and Welfare 

    (MHLW) and the Japanese Pharmaceuticals 

    and Medical Devices Agency (PMDA)

Note: The European Union, China and Russia 

are members of the IMDRF Management 

Committee but are not participating in the 

pilot program at this time.

Timeline

The MDSAP Pilot Program started January 

1, 2014 and is expected to run for three 

years.

As of December 31 2016, the list of 

MDSAP Auditing Organizations formally 

recognized under the MDSAP program 

were announced and the operational 

phase of the program began.

On December 4, 2015, Health Canada 

announced that it intends to implement 

MDSAP as the sole mechanism for 

manufacturers to demonstrate compliance 

with the quality management system 

requirements of the Medical Devices 

Regulations. MDSAP will replace the 

current Canadian Medical Devices 

Conformity Assessment System (CMDCAS) 

program, even in situations when a 

manufacturer intends to sell only in 

Canada. The implementation  began at 

theconclusion of the Pilot which was on  

January 1, 2017, and will span a period of 

two years. During this two year period, 

Health Canada will accept certificates 

issued under both CMDCAS and MDSAP. 

As of January 1, 2019, only MDSAP 

certificates will be accepted. Source: 

http://hc-sc.gc.ca/dhp-mps/md-im/activit/i

nt/mdsap-trans-notice-avis-eng.php

How can manufacturers participate 

and prepare for an MDSAP audit?

Manufacturers should implement 

applicable requirements and may perform 

internal audits using the MDSAP audit 

documents (Audit Model and Companion 

document) available on the FDA website.

Communication, audit planning and 

scheduling will be a key to success. Please 

let your scheduler know as soon as 

possible of your intent to be audited to 

MDSAP requirements. MDSAP audits may 

be performed during the scheduled annual 

visit or during a special visit.
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