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What is MDSAP?
Medical Device Single Audit Program



MDSAP 
Summary

Single 
Regulatory

Audit

At least one audit annually against 
ISO 13485:2016 plus country-
specific requirements

Multi-RA
Harmonization

Effort

MDSAP is managed by regulators 
from Australia, Brazil, Canada, 
Japan and the U.S.

Third Party 
Auditing 

Organizations

Perform quality management 
system audits and provide audit 
reports to regulatory authorities

Mutual 
Acceptance 

Independent 
Reviewed

Regulators accept audit reports 
that include their jurisdiction. 
Reports are evaluated 
independently for possible 
regulatory action



2012-
2013

2014-
2015

2016-
2017

2018-
2019

2020-
2021

2022-
2023

Pre-Pilot

Statement
of 

Cooperation

Pilot

Japan
Joins

MDSAP
MDSAP
Becomes

Operational

Transition
From CMDCAS

To MDSAP

COVID-19
Pandemic

MDSAP TIMELINE



Assess & Recognize

Regulatory 
Authorities

Audit & Certify

Auditing 
Organizations

Device
Manufacturers

Regulatory Action

Au
di

t R
ep

or
ts

6,800+
Medical Device Manufacturing Sites
3 Year Certification Program

16 AOs
Audit Manufacturers Annually
Audit Reports Submitted to RAs
4 Year Assessment Program

5 RAs
Evaluate AOs Annually
Utilize Reports and/or Certificates
Take Appropriate Regulatory Action

Re
po
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s/
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rt

ifi
ca

te
s



Membership



Regulatory Authority Council
Members

United States

Canada

Brazil
Australia

Japan

Decision-making and
MDSAP management



Observers
SME Workgroups

Attend open meetings
No decision-making

Confidentiality Commitments

United Kingdom

World Health
Organization

European Union



Affiliate
Members

Israel

Argentina

Singapore

South Korea

Utilization of MDSAP audit reports
Program promotion
Capacity building with RAC members

TFDA Chinese Taipei

NEW 2023
Mexico

New 2023

Requirements
- Regulatory Authority
- MDSAP Knowledge
- Plan to implement use
- Training & Meeting 

obligations
- Annual Report on

MDSAP Use
- Promote MDSAP



How does an RA apply?
https://www.fda.gov//media/164361/download?attachment

Single Application

Explanation on how 
requirements are met

Plan for MDSAP use

TRAINING - https://www.fda.gov/training-and-continuing-education/cdrh-learn

https://www.fda.gov/media/164361/download?attachment
https://www.fda.gov/training-and-continuing-education/cdrh-learn


Auditing 
Organizations

Recognized

Authorized



Question
Which country was the last to 
join MDSAP as a Regulatory 
Authority Council member?

a. Japan
b.Australia
c. South Korea
d.Brazil



Question
MDSAP Affiliate must have 
confidentiality commitments 
with RAC members.

a. True
b.False
c. It depends



Benefits & Regulatory Use



BenefitsBenefits
13 MDSAP RAs
WHO pre-qual program
Use in other countries

1 Audit
Choice of AO
Audit other schemes

AOs
Objective NC Grading
Single Audit Approach
ISO 13485:2016

Predictable

Online documentation
RA-AO Interactions

Transparent
ISO 13485:2016
Limit of country-specific
requirements
Streamline RA workload

Reduced
Burden

AO Assessments
Audit Approach
Continuous Improvement
Strong Criteria

Reliable



Australia
MDSAP audit reports and certificates provide
evidence of compliance with medical device
conformity assessment procedures & marketing
authorization requirements

100 TGA audits have been canceled or postponed 
due to MDSAP

95% of MDSAP manufacturing sites listed on TGA 
CA certificates no longer scheduled for TGA audits



Brazil
MDSAP audit may be used in-lieu of a ANVSIA 
premarket inspection to grant a class III or IV GMP 
certificate

Accelerates GMP certification process and MDSAP 
is considered for bi-annual GMP certificate renewal

2023 Update - PILOT under public consultation to 
use MDSAP certificates to grant device 
recertification and to extend the certificate period 
of validity from 2 to 4 years



Canada
MDSAP certification required to maintain
or obtain a new Class II, III or IV medical 
device license

Audit reports and Nonconformity forms are 
used in post-market analysis



Streamline premarket and postmarket
requirements

Exempt on-site inspection for some sites

In FY2022, 250 MDSAP audit reports were 
accepted for review for QMS inspection 
application

Japan



MDSAP audit reports accepted in-lieu of an 
FDA surveillance inspection

FDA still conducts For Cause, Compliance
Follow-up, premarket and Electronic Product
Radiation Controls inspections



Break



Audit Report & Certificate



MDSAP Certificate MDSAP Audit Report

Attestation of Conformity 
to Requirements

Manufacturer audited 
against ISO 13485 & 

Country Requirements and 
found to be in conformity 

with the scope of the audit 
on the certificate

Written record of the 
Audit Team’s 

determination of the 
extent of fulfillment of 
specified requirements



MDSAP CERTIFICATE
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Methods 

2023-10How to Validate MSAP Certificates 27

Website QR code Email Request 



AO Methods
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BSI Group America Inc BSI website to validate certificates https://www.bsigroup.com/en-GB/validate-bsi-issued-certificates/ No 
DEKRA Certification BV website DEKRA Check.me (dekra-checkme.com) No

DNV Product Assurance AS
[1] QR code on certificate, 
[2] DNV website database link embeded posted on the Certificate DNV - Find a valid certificate

Yes

DNV MEDCERT GmbH Confirmation must be requested by e-mail NA No

DQS Medizinprodukte GmbH DQS Global website to validate certifcates
https://www.dqsglobal.com/intl/about/certification/certificate-
validation

No 

IMQ S.p.A by email, by writing to MDSAP@imq.it NA No
Intertek Testing Services NA Inc By a request form on our website https://www.intertek.com/business-assurance/certificate-validation/ Yes
G-MED request through email NA No
NCC Certificações Do Brasil NCC website https://www.nccgroup.com.br/atuacao/mdsap/certificados-emitidos-mdsap/
National Standards Authority of Ireland NSAI Inc website (select approved client listing under the 'Company' heading) Globally Recognized Management System Certification Services (nsaiinc.com)

SGS United Kingdom Ltd.
SGS website to validate certificates. Need certificate ID, or company name and location. 
Currently being upgraded. https://www.sgsgroup.cz/en/vr/certified-client-directory

No 

TÜV Rheinland of North America Inc. Certipedia Website + telephone number https://www.certipedia.com/quality_marks No
TÜV SÜD America, Inc. QR code on certificate, TUV SUD website database Certificate Explorer | TÜV SÜD (tuvsud.com) Yes

TÜV USA, Inc. (TÜV NORD Group)
There is a statement on the Certificate, "The validity of this certification document can be 
obtained by contacting the TUV USA, Inc. Office."

No Web Link, but in the certificate following information provided: Tel: 
001-603-870-8023, Fax: 001-603-870-8026, Email: medical-usa@tuv-
nord.com

No

UL Medical and Regulatory Services UL LLC Go to UL Product IQ search page https://productiq.ulprospector.com/en/search?term No

https://www.bsigroup.com/en-GB/validate-bsi-issued-certificates/
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.dekra-checkme.com%2Forg&data=05%7C01%7Cdawn.tibodeau%40tuvsud.com%7C9ec3b5528163440e4f5008dbd4748e34%7Ca110956708154e1f88afe23555482aaa%7C0%7C0%7C638337370155084484%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=z%2BN9TYfWv6UE7%2FDPrgzlsoxbvlTVqr%2FTI9ELplzy56Q%3D&reserved=0
https://certificatechecker.dnv.com/
https://www.dqsglobal.com/intl/about/certification/certificate-validation
https://www.dqsglobal.com/intl/about/certification/certificate-validation
https://www.intertek.com/business-assurance/certificate-validation/
https://www.nccgroup.com.br/atuacao/mdsap/certificados-emitidos-mdsap/
https://www.nsaiinc.com/
https://www.sgsgroup.cz/en/vr/certified-client-directory
https://www.certipedia.com/quality_marks
https://www.tuvsud.com/en/services/product-certification/ps-cert
mailto:medical-usa@tuv-nord.com
mailto:medical-usa@tuv-nord.com
mailto:medical-usa@tuv-nord.com
https://productiq.ulprospector.com/en/search?term


Digital Signature
• Certificate Authentication

(traceable to TÜV SÜD LE)

• Signature from EUTL
(European Union Trusted List)

• Protection from any Modification
(checksum with signature provider)

• Long Term Validation
(functionality remains intact even
after expiration of the signature)

• Signature registered with CNCA
(Certification and Accreditation 
Administration of the PRC)
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Question
Which is not required to be on 
the MDSAP certificate?

a. Period of Validity
b.Audit Team Members
c. Manufacturer Address
d.Signing Authority































Regulatory Exchange
Platform – secure 

(REPs)

AUDIT
REPORT

TIMELINES
45 OR 90 

CALENDAR
DAYS

HOW ARE AUDIT REPORTS SUBMITTED?
TGA ANVISA

HC PMDA FDA

AUDITING
ORGANIZATION



Let’s Look 
at an 

example!



Auditing Org.













AO





















Questions



MDSAP Audits



Competency 
Requirements for 
Auditors

Affiliation

Knowledge

MDSAP AO

ISO 13485

Country-specific 
Requirements

MDSAP Training Program



Training

MDSAP

Intro to MDSAP

Management

Measurement
Analysis &

Improvement

Production & Service

Purchasing

Device Marketing
Authorization &
Facility Registration

Adverse Event &
Advisory Notice
Reporting



ISO 
13485:
2016

TGA
TG(MD)R

Sch3

RDC
ANVISA

665/2022

MHLW
MO 169

21 CFR
820

Device
Marketing/

Facility
Registration

Adverse Events/
Advisory Notice

Reporting

QMS Requirements

Country-Specific Requirements

Foundation built on Risk

MDSAP 
Audits



Management
Measurement
Analysis &
Improvement

Design &
Development

Production &
Service
Controls

Purchasing

Market
Authorization & 

Facility
Registration

Adverse Event &
Advisory Notice

Reporting

MDSAP Audit Approach Sequence
S

ta
rt

Market
Authorization & 

Facility
Registration

Primary
Processes

Supporting
Processes



Management, 
12%

Device 
Marketing 

Authorization, 
3%

Meas. Analysis 
& 

Improvement, 
18%

Adverse Event 
& Advisory 

Reporting, 2%

Design & 
Development, 

19%

Production, 
32%

Purchasing, 
14%

AUDIT APPROACH TASKS

Primary Processes
• Management (11 tasks)
• Measurement, Analysis & Improvement (16 tasks)
• Design & Development (17 tasks)
• Production & Service Controls (29 tasks)

Sub Processes
• Purchasing (12 tasks)
• Device Market Authorization & 

Facility Registration (3 tasks)
• Adverse Event & Advisory Notice 

Reporting (2 tasks) 

90 Total Tasks



WHY IS THERE
A SEQUENCE?

CONSISTENCY

Same order & flow
Logical order

INFORMATION FLOW

Info drives audit 
decisions &

controls 
communication

INTERRELATIONSHIP

Identifies systemic 
problems



3 Year Audit Cycle
- Initial

- Surveillance (2x)

- Recertification

Other Audits
- Special

- Unannounced

- RA Audits

MDSAP Audit Types
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MDSAP
AUDIT
CYCLE

STAGE 1
Documentation 

Review

STAGE 1
Documentation 

Review (as 
needed)

STAGE 1
Documentation 

Review (as 
needed)

STAGE 2
On Site Audit

Review of 
Changes, Mgmt
process, MA&I, 

Registration, 
Authorization, 

etc.

Review of audit 
reports, 

corrective 
actions, etc.

2x

Certification
Decision

Full Audit Partial Audits Full Audit

Year 0

Years 1-2

Year 3



Surveillance Audits

PARTIAL AUDITS

Fixed Tasks with
some variability

TASKS COVERED

Changes – site,
QMS or products

Tasks listed in
Audit Time Deter.

Procedure

PRIMARY 
PROCESSES

Alternate Coverage
of Design

& Production
Tasks





Not required every Surveillance
Audit

Required every Surveillance
Audit

Required 1 of 2 Surveillance
Audits



Question
Which is NOT a primary 
process of the MDSAP Audit 
Approach?

a. Management
b.Design & Development
c. Production
d.Adverse Event & Advisory 

Notice Reporting



Question
How many years is a full 
MDSAP Audit Certification 
Cycle?

a. One (1)
b.Two (2)
c. Three (3)
d.Four (4)



Grading of Nonconformities

QMS Impact

Direct = 3
Indirect =1

Repeat?

Yes = 1
No = 0

Procedure?

Yes = 1
No = 0

Release of
Nonconforming

Product

Yes = 1
No = 0

NC Grade = Sum of 4 Parameters with Max Grade of 5





Post Audit Timeline

More than 3
Grade 4 NCs or

any Grade 5 NCs
90 Calendar Days

Due date for 
complete audit 
report package

5 Working Days
Inform RAs of 

Audit Outcome

15 Calendar Days
Recommended 

date for 
remediation plan 

from MDM

30 Calendar Days
Recommended 
date MDM to 

provide AO with 
evidence of 

implementation

45 Calendar Days
Due date for 

complete audit 
report package

Due dates listed are days after audit has ended

5 Working Days
Inform RAs of 

Audit Outcome

5 Day Notice
Sent to RAs

5 Day Notice
- Refusal to Certify
- Suspension or Withdrawal of Certification
- Reduction of Scope of Certification
- Public Health Threat
- Fraud
- Counterfeit

15 Calendar Days
Recommended 

date for 
remediation plan 

from MDM

30 Calendar Days
Recommended 
date MDM to 

provide AO with 
evidence of 

implementation

45 Calendar Days
Due date for 

complete audit 
report package

90 Calendar Days
Due date for 

complete audit 
report package



Question
What is the highest grade 
(poorest result) a 
nonconformity can have?

a. Three (3)
b.Four (4)
c. Five (5)
d.Six (6)



Question
Which meets the criteria for a 5 
Day Notice?

a. Twelve (12) Grade 3 NCs
b.Six (6) Grade 4 NCs
c. One (1) Grade 5 NC
d.B & C
e. All of the Above

5 Day Notice
- Refusal to Certify
- Suspension or Withdrawal of Certification
- Reduction of Scope of Certification
- Public Health Threat
- Fraud
- Counterfeit
- More than Three (3) Grade 4s 
- One (1) Grade 5



Questions



MDSAP Assessment Program



Pre-requisite Requirements for Assessors

Education

University Degree –
Medicine, Science 

or Engineering

Experience

4 years experience 
in Medical Devices 

or related sector

Competence

Foundational –
communication, 
critical thinking

Functional –
project/time mgmt

Technical – regulatory, 
risk assessment skills



Training Requirements for Assessors

40 hours – Quality Management Systems 
Training (ISO 9001) with 8+ hours dedicated 

to ISO 13485

32 hours – ISO 17021-1:2015 – Conformity 
Assessment, country specific requirements, 

IMDRF documents

8 hours – Risk Management (ISO 14971)

6 hours – Professional Development

8 hours – annual training on changes to 
regulatory requirements or training on updates 

to regulatory requirements

Initial
Continual

Development



Auditing Organization Journey to 
Recognition
Assessment Activity Status

Application reviewed favorably Application Received

Stage 1 + Stage 2 (+ Critical 
Locations) + Response to any 
nonconformity deemed 
acceptable

Authorized to conduct MDSAP 
audits 
(the first 3 to be witnessed)

3 Witnessed Audits + Response to 
any nonconformity deemed 
acceptable 

Recognized

Recognition Decision



Assessment Program
Initial

1 2 3
Re-RecognitionSurveillance

Application
Review

Stage 1
Documentation Review

Stage 2
On-Site Assessment

3 Witnessed Audits

On-Site
Critical Location 

Assessment (as needed)

Stage 1
On-Site Assessment

On-Site 
Re-recognition Assessment

1 Witnessed Audit

1 Witnessed Audit
Per Critical Location

Stage 2
On-Site Assessment

1 Witnessed Audit

1 Witnessed Audit
Per Critical Location

AUTHORIZATION

R
E
C
O
G
N
I
Z
E

Re-Recognize



Focus of Regulatory Authority Assessment of 
Auditing Organizations

Outsourcing

• Management (including Impartiality)

• Measurement, Analysis and Improvement

• Competency Management

• Certification Process

• Information Management



Questions



State of the Program
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MDSAP

22,252 
Number of MDSAP Audits 
Conducted
(January 2018-October 2023)

74
Number of Countries where 
MDSAP Audits occurred

5.3 days
Average number of days 
MDSAP Audits are open

6,891
Number of Active Facilities 
Participating with MDSAP
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MDSAP Participating Facilities
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MDSAP Sites by Country
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• Facilities: 6,891
– 6,116 Certificate Holders
– 2,101 Non-Certificate Holders

Facilities by Certificate Status
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~45% of Audits
During 2020 through 
2022 were performed at 
least partially remote

Remote Audits

~9% of Audits
Submitted in 2023 
were performed at 
least partially remote
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Where do Remote Audits Occur
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Where do Remote Audits Occur
Top 25
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Where do Remote Audits Occur
(excluding US and Canada)
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Where do Remote Audits Occur
Top 25 (excluding US and Canada)
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Number of NCs by Clause



Questions



MDSAP Future State



• Audit, Assessment process updates
• Strengthening the organization

MDSAP RAC initiatives for 2023

To Enhance Credibility and 
Stability of the Program
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Audits:
• Launch Pilot to permit hybrid/remote audit practices in a 

post-pandemic world (Mar 2023)

AO Assessments:
• Introduce systematic management process of AO assessment, 

utilizing IT technologies and additional human resources (on-
going)

• Explore new considerations for AO candidates (under 
development)

Audit, Assessment process updates



108

• Consortium is exploring additional considerations for new AO 
candidates to ensure efficient use of resources, when processing 
of new candidates resumes

• Considerations will build on foundational documents such as N3 
in order to help determine the candidate assessment queue

• Intent is to focus future recognition efforts on candidates with the 
best chances of being recognized

Considerations for AO Candidates



• Establish MDSAP membership recognition criteria(Jan 2023)
• Addition of Taiwan FDA as an Affiliate Member (Sept 2023)

Strengthening the organization

Affiliate Observer RAC Member

3 years 2 years

C
ontrib

ution

MDSAP Membership Model (MDSAP P0003)



• Performance Enhancement of MDSAP

Recent Efforts of the MDSAP RAC

For Further Strengthen
the Program
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Aim: 
• Create more transparency about MDSAP performance
• Demonstrate benefits and value of MDSAP participation
• Communicate the effectiveness, continuous improvement and 

efficiency of the MDSAP
• Highlight the maturity and trust of the MDSAP in its operations
• Partnership approach between the RAC, SMEs and AOs to 

deliver and report on the performance of the MDSAP

Performance Enhancement of MDSAP
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Proposed Elements: 

1. Increase capacity 
2. Monitor performance
3. Improve timeliness
4. Enhance quality
5. Rapid identification, escalation and resolution
6. Reporting of performance 
7. Increased engagement

Performance Enhancement of MDSAP
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Next steps: 

Ø RAC to continue discussions and considerations
Ø RA SMEs to have input to the proposals
Ø Feedback from AOs to the proposals
Ø Finalize the list of proposed actions, identify potential timeframes 

and ways to implement = a plan

Performance Enhancement of MDSAP
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US

Brazil

Canada

Japan
Australia

Chair Country Transition

2022

2024

2019

2016 

2013 



Thank you!

Contact information
Mail: mdsap-rac-secretariat@pmda.go.jp



Questions



State of the 
Medical Device 
Audit Industry
Auditing Organizations 
Perspective 
Brasilia, 2023-10-24



AI and Digitalization
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AI and Digitalization

Incorporating AI into medical devices and AO 
work  

Expanded and new Guidance/regulations

platforms/systems for exchanging of 
information

Remote/Hybrid Auditing
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Challenges
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Challenges

• Navigating multiple schemes is burdensome 
• Harmonization when crossover of regulations with 

medical devices

Global Harmonization Resources

• Tapping out on capacity to hire across industry
• Difficulty meeting requirements of N4



Highlights/Benefits
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Headline 1-2 lines, 32 pt bold
Optional subheadline Highlights/Benefits 

Global Harmonization/Acceptance
of MDSAP

Increase interest in MDSAP

Maturing and Stability of Program 
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Questions



Databases



FDA Data Dashboard
https://datadashboard.fda.gov/ora/cd/inspections.htm

https://datadashboard.fda.gov/ora/cd/inspections.htm


https://www.fda.gov/inspections-compliance-enforcement-and-
criminal-investigations/compliance-actions-and-activities/warning-
letters

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/warning-letters


https://www.fda.gov/medical-devices/device-advice-
comprehensive-regulatory-assistance/medical-device-databases

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/medical-device-databases
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Questions?

CDRHInternational@fda.hhs.gov

mailto:CDRHInternational@fda.hhs.gov


Thank you!


