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Intro to the MDSAP
Preparing your QMS for MDSAP certification
A new way to master the MDSAP
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Intro to the MDSAP



Quick poll



1audit, 5 countries
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Is it worth the effort and cost?

1QMS audit to meet requirements in 5 countries

Avoid routine inspections

Single audit (clue in the name!) rather than multiple
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Is it not just an ISO 13485 audit?
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1ISO 13485
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TGA recognizes MDSAP
audit

Applies successful audit
to the Conformity
Assessment certificate

 —

Additional technical
documentation required,
and/or evidence of
product approval from
another regulatory body
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MDSAP audit results
accepted in lieu of
ANVISA premarket
inspections

GMP certification
accelerated

—

Marketing authorization
for Brazilian market
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MDSAP accepted for
Health Canada
certification

MDAL application still
———> required for Class I, lll, IV
devices
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Exempt a site from
inspection by the MHLW/
PMDA

Human/tissue devices
and radioactive IVDs still
require PMDA inspection

MDSAP accepted and
applied to either:

Allow the Marketing
Authorization Holder
(MAH) to submit audit

report instead of the

majority of the pre-
inspection documents

Q) Qualio



. . Routine MDSAP audit
Routine MDSAP audits reports and follow-up FDA accepts the report

selzaize] g7 iine nbuil activities are reviewed by and may conduct an
auditing organization the EDA inspection

Q) Qualio



The audit timeframe

@ Qualio



The audit process
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Nonconformity grading

-—

3 4

QMS Impact

Occurrence
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Nonconformity grading

Step 1
Grading Matrix

Step 2
Escalation Rules

Final
Nonconformity
Grade

Q) Qualio



Be prepared to go remote

About %5 of MDSAP audits now have at
least a partially offsite element

The FDA extended its adoption of the
MDSAP remote and hybrid auditing pilot
program for an extra 6 months in
2024-25, showing considerable focus in
this area

Expect MDSAP audits to continue a trend
towards remote-first; prepare a digital,
easily accessible and cloud-based QMS
for maximum success

\_
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1.PURPOSE

The purpose of this procedure is to define and document a voluntary pilot
program for hybrid and remote audits of MDSAP processes and tasks as part of
the audit of a medical device manufacturer.

2.SCOPE

This pilot program will allow for hybrid and remote audits to be conducted as part
of the MDSAP audit and certification process. This approach may improve the
flow of information between auditors and the audited medical device
manufacturer when the two parties are not physically in the same location.

Stage 1 audits are outside the scope of this procedure. This pilot program will not
replace Stage 1 audits, as defined in ISO 17021-1:2015: 9.3.1.2. Stage 1 audits
may be performed as desktop audits, remote audits, or on-site audits as
determined by the MDSAP Auditing Organization (AO) and in accordance with
1SO 17021-1:2015.

This pilot program is not intended to address extraordinary events or
circumstances affecting the ability to perform audits on-site (for example, natural
disaster or pandemics). However, if an audit is affected by such extraordinary
events or circumstances and can be performed according to this procedure, then
this procedure could be applied to the audit.

The expected duration of this pilot program is eighteen (18) months from the date
of approval of this procedure. The pilot may be terminated early or extended at
the discretion of the MDSAP Regulatory Authority Council.

Uncontrolled when printed:
For the most current copy, contact MDSAP@{da.hhs.gov
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Preparing your QMS
for the MDSAP



Your medical device QMS: the key to success

Research Early development Late development Lifecycle

Basic research
Prototype design
& discovery

Pre-clinical
development (

Cones iEasaliy & Design & development planning

evaluation
Device User needs/ Design
development design inputs verification
Design-build-test-refine Design transfer
Design Design
outputs validation I
DEVICE FUNCTIONALITY & INTERACTION ﬁﬁgg'my
USER INTERFACE: HUMAN FACTOR STUDIES Launch
DESIGN CONTROLS/RISK MANAGEMENT Post-market
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Your ingredient list

r . .
Qua“ty manual/p()“cy Device marketing
Management —>  authorization & facility
|ntegrated QMS J{ registration
I\/Ianagement review process Measurement, analysis, Adverse events &
improvement advisory notice reporting

Purchasing

Evidence of senior management
commitment/input/support

WV

¢—— Design & development

Document control processes

v

¢« Production & service

Marketing, registration, e
clearances, approval processes for all
relevant MDSAP territories

Q) Qualio



Your ingredient list

Internal auditing process

Data analysis SOP

Clearly documented processes
for CAPAs, non-conforming
materials, complaints,

adverse events, PMS

Adverse event management

CAPA records

Management

l

Measurement, analysis,
improvement

W

¢—— Design & development

N

Production & service
controls

e

Device marketing

—>  authorization & facility
registration
Adverse events &
A

advisory notice reporting

Q) Qualio



Your ingredient list

End-to-end design process with
defined inputs and outputs

Verification & validation
Change control

Design review & transfer
Validation/clinical data

Software processes if
applicable

Device marketing
Management g

l registration

dverse events &

authorization & facility

Measurement, analysis,
.

Ak
improvement advisory notice reporting

Purchasing

v

¢ Design & development

v

¢« Production & service
controls
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Medical device design and development pathway

Planning Stage

Designinputs
&concept
-_—0

Design outputs
&planning
_ 0

Design output
activities: verification
&validation

Design transfer

Design & development
progress chart

Design & d

Identify user needs

planning (to include
project plan)

Designinput / output
specification

Product manager to
initiate evaluation
procedure

Design input stage
review

Design verification plan

Validation plan Manufacturing

Design outputs
planning review

Design
development

Design verification

Design validation

Final design review

Design transfer

Limited release
to market

Post market "
faadback Post market review
Global release

Post-production
design control

Return to appropriate
stage in design
process

Q) Qualio



Your ingredient list

Medical Device File (MDF)

Device marketing

~ . . Management —> authorization & facility
Process validations l te i teation
(d . .
PrOdUCt rea“zatlon Measurement, analysis, Adverse events &
improvement advisory notice reporting

Risk management Purchasing
Control of defects & rework o
Identification and traceability 4

¢ Production & service

controls

Installation & servicing

Q) Qualio



Your ingredient list

Purchasing/outsourced process
planning

Supplier management/auditing
Risk evaluation

Verification/traceability of
purchased product

Potential auditing of your critical
suppliers as part of your own audit

)evice marketin
Management autho
l registration
. Measurement, analysis, & Adverse events &
improvement advisory notice reporting

Purchasing

v

¢<— Design & development

v

Production & service
controls

e
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Some things to consider...

Establish a medical device QMS commensurate with the risk and complexity of your device

MDSAP audits focus on linkages: consider process inputs, outputs & interconnections

Ensure your organization has the resources to support your quality/compliance processes
Maintain records (output from processes) that demonstrate your QMS in practice
Continuously measure and monitor the effectiveness of your medical device QMS

Ensure the structure of your organization is defined (org chart)
Q) Qualio



A digital ISO 13485 QMS is the best
baseline for MDSAP success

Strategic
Planning

» Designinput
andresource
evaluation

Pre-clinical
- testing

« Feasibiliy studies
« Study Portfolio
 Planning

: Collation
- of essential
-requirements

« Completion of
reports for safety
and performance

» Reimbursement
work

Regulatory

: submission

« Self certification
or NB submissions

1ISO 13485 quality management software

- PMS &
- Vigilance

« Format PMS

« Line extension

» Market support

« Registries / audit
» Design changes

Q) Qualio



New website! mdsap.global

/
@ MDSAP (What are you looking for? / / Q)

Medical Device Single Audit Program

About Auditing Organizations Manufacturers Documents FAQs Training News Glossg Contact

Medical Device Single Audit Program

MDSAP allows a recognized Auditing Organization (AO) to conduct a single regulatory
audit of a medical device manufacturer that satisfies the relevant requirements of
participating Regulatory Authorities (RAS).

®©

What is MDSAP? Benefits and Use

Q) Qualio



A new way to
master the MDSAP



The rising complexity of life science compliance

Increased blind
spots

53% of life science
leaders cite regulation
as their #1 external risk

Slowed growth

20-25% R&D
diverted by
compliance

$6B spent on
outsourcing

Only 26% can be
attributed to product
registrations & clinical trial
applications

L ]

7/

-

\9
Expansion

multiplies
challenges

Up to 30% of IT
implementation
costs spent on GxP
compliance

Q) Qualio



Current approaches: fragmented and reactive

Manual Flexible, low-cost Labor-intensive, error-prone,
(spreadsheets, shared drive) hard to scale
eQMS Familiar, industry-appropriate Not built with compliance

frameworks or for audit readiness

Public Al tools Fast, accessible Lacks security, traceability,
compliance, industry focus

InfoSec tools Specialized for cybersecurity Not designed for life sciences,
limited coverage

None of these approaches deliver continuous, multi-standard compliance at scale.
This is what Qualio Compliance Intelligence was purpose-built to solve.

Q) Qualio



Coming next week...

ifz Pre-built, validated frameworks and controls
Tailored for life science companies

+ One-click Al-powered gap analysis
With secure, traceable and human-in-the-loop Al

=] Closed-loop remediation
To track and resolve gaps efficiently

') Real-time, continuous compliance
That's integrated, visible and always audit-ready

Readiness

Compliance

Intelligence
Continuous

monitoring

Remediation

Frameworks &
controls

Gap analysis

@ Qualio



@ Qualio

Dashboard

Documents

Training

Events

Design controls

Suppliers

Reports

Analytics

Compliance

Frameworks

Controls

Resource library

Settings

Laura Ungrad

Frameworks

Frameworks provide structured requirements to help achieve and demonstrate compliance with quality and

regulatory standards.

Implementing

Q MDSAP

Requirement status
————

Met (0%) Attention required (8%)
@ In progress (37%) Not started (56%)

Q Qualio Pillars

Requirement status
-]

Met (0%) Attention required (17%)
@ In progress (33%) Not started (50%)

9 1SO 13485:2016

Requirement status

Met (0%) Attention required (0%)
@ Inprogress (0%) Not started (100%)

Q 21 CFR Part 11
Electronic Records &...

Requirement status

Met (0%) Attention required (0%)
@ In progress (0%) Not started (100%)

Dev Ops Vv Q @\

9 1SO 9001:2015

Requirement status
I

Met (0%) Attention required (15%)
@ In progress (37%) Not started (48%)

S 1S0 27001:2022

Requirement status

Met (0%) Attention required (0%)
@ Inprogress (0%) Not started (100%)

@ Qualio
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Dashboard

Documents

Training

Events

Suppliers

Reports

Analytics

Compliance

Frameworks

Controls

Resource library

Qualio Admin

Settings

Tina Karimi

< Back to Frameworks

MDSAP

The Medical Device Single Audit Program (MDSAP) allows a recognized Auc
single audit of a medical device manufacturer that satisfies the quality mai
multiple regulatory authorities participating in the program. Currently in

prior to validation.

Implementing ~ Qualio-managed

Requirements Gaps 8 Tasks 1

Y Search.

Status: Open x
8items
Summary

Lack of organizational structure definition (MDSAP
1.4): Auditor may note absence of personnel and
resource allocation;

Missing risk management process: 'A system for the

management of risk and opportunities' is not defined

Insufficient integration of risk management in
product lifecycle: ‘Risk management activities are
applied throughout the design and development' is

not addressed

Missing process for creating supplier agreements
(MDSAP 7.8)

Lack of procedure for communicating supplier's
impact on complaints (MDSAP 3.13)

Gap type

B Missing pr

B Missing pr

® Missing pr

B Missing pr

® Missing pr

Roles and Responsibilities awcs

In progress v : \

Inprogress  Qualio-managed Owner: -- - Last modified: 3 Jul 2025 at 7:06 AM

Details Gaps 2 Tasks

Gaps + Create gap

Show all gaps

Absence of top management commitment to design and development A Medium B Missing process definition

(MDSAP 5.17): Auditor may identify lack of management support evidence

Created: 3 Jul 2025 at 7:06 AM ¢

Description

The provided documentation does not contain any information demonstrating top management's commitment to the
design and development process. There is no evidence of support for planning, resourcing, or oversight to ensure
alignment with quality and regulatory requirements. This gap is directly related to MDSAP requirement 5.17, which
requires top management to demonstrate commitment to the design and development process.

Recommendation

Develop a policy or procedure that explicitly outlines top management's commitment to the design and development
process. This should include specific actions and responsibilities of top management in supporting planning, allocating
resources, and providing oversight. Implement regular management review meetings focused on design and
development activities, and document these reviews to provide evidence of ongoing commitment and alignment with
quality and regulatory requirements.

Related requirements

* BETA | **MDSAP - 5.17 Management Commitment to Design and Development
Resource

& SOP-48 Al Document Creation

X Dismiss v Resolve

Lack of organizational structure definition (MDSAP 1.4): Auditor may note & High B Missing process definition

absence of personnel and resource allocation

Created: 3 Jul 2025 at 7:06 AM - <

Description

The document titled 'Al Document Creation' does not provide any information about the organization's structure,
including provisions for responsibilities, authorities, personnel, resources for infrastructure, competencies, and training.

Q) Qualio



Create control

Name *
Maximum 100 characters

Quarterly internal audit of Facility X
Type *

Evidence-only

Description *

Paragraph VBIES"@EE

To be conducted by Head of Quali(ﬂ

@ Qualio



Quality Management Compliance Intelligence

User

management Dashboards

validation trails

‘ Analytics Auto Audit ‘

Integrations ‘




Q&A






