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Intro to the MDSAP



Quick poll



1 audit, 5 countries



Is it worth the effort and cost?

1 QMS audit to meet requirements in 5 countries

Avoid routine inspections

Single audit (clue in the name!) rather than multiple

Scheduled rather than surprise, unannounced audits



Is it not just an ISO 13485 audit?
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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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Routine MDSAP audits 
scheduled by the MDSAP 

auditing organization

Routine MDSAP audit 
reports and follow-up 

activities are reviewed by 
the FDA

FDA accepts the report 
and may conduct an 

inspection 



The audit timeframe



The audit process



Nonconformity grading



Nonconformity grading



Be prepared to go remote

● About ⅓ 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 



Preparing your QMS 
for the MDSAP



Your medical device QMS: the key to success

Device 
development

Research Early development Late development Lifecycle

Basic research

Prototype design
& discovery

Pre-clinical 
development

Concept feasibility & 
evaluation Design & development planning

User needs/ 
design inputs

Design 
verification

Design-build-test-refine Design transfer

Design 
outputs

Design 
validation

Regulatory 
filing

Launch

Post-market

DEVICE FUNCTIONALITY & INTERACTION

USER INTERFACE HUMAN FACTOR STUDIES

DESIGN CONTROLS/RISK MANAGEMENT



Your ingredient list

✅ Quality manual/policy

✅ Integrated QMS

✅ Management review process

✅ Evidence of senior management 
commitment/input/support

✅ Document control processes

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



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



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





Your ingredient list

✅ Medical Device File MDF

✅ Process validations

✅ Product realization

✅ Risk management

✅ Control of defects & rework

✅ Identification and traceability

✅ Installation & servicing



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



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)



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



New website! mdsap.global



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

Expansion 
multiplies 

challenges

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



Current approaches: fragmented and reactive

Approach Strengths Limitations

Manual 
(spreadsheets, shared drive)

Flexible, low-cost Labor-intensive, error-prone, 
hard to scale

eQMS Familiar, industry-appropriate Not built with compliance 
frameworks or for audit readiness

Public AI 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.



Coming next week…

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

⬌  One-click AI-powered gap analysis 
With secure, traceable and human-in-the-loop AI

🔄 Closed-loop remediation 
To track and resolve gaps efficiently

🕐 Real-time, continuous compliance 
Thatʼs integrated, visible and always audit-ready

Frameworks & 
controlsReadiness

Gap analysis
Continuous 
monitoring

       
Remediation

Compliance 
Intelligence









User 
management Analytics Auto 

validation
Audit 
trails Integrations Dashboards

Quality Management Compliance Intelligence

Qualio          
NEW



Q&A



Thank you!


