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THE EVOLUTION OF COFEPRIS
IN SaMD REGULATION

BEFORE 2023 4
e No specific SaMD *  FEUM Supplement 5.0 Framework implementation
framework Appendix X published v Software lifecycle requirements
e Software assessed v Formal recognition of SaMD v’ Risk management
undgr traditif)nal v Mobile Medical Apps v Validation & verification
medical device included v Clinical evaluation
regulations expectations
v" Rule 16 risk classification
introduced @ First SaMD registrations
approved by COFEPRIS
wha (May/2024)

Regulatory modernization

v/ Expanded reliance
pathways

v' More efficient review
processes

v Increased support
for innovation

B 2023-2024 o 2025 s 2026+

Future of Digital Health

e Al-enabled medical
software

e Cybersecurity oversight

e Continuous lifecycle
management

e |nternational
harmonization



Regulatory Challenge of Software as a Medical Device - SaMD

TRADITIONAL MEDICAL
DEVICE MANUFACTURERS

¢ Decades of experience in

regulated environments

e Regulatory expertise and

experience

e Established Quality
Management Systems (QMS)

e Clinical Evidence & Validation

e Post-Market Surveillance

e Regulatory Submissions

THE REGULATORY BALANCE &

Foster innovation while ensuring
safety, effectiveness, and quality |
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\‘ NEW ENTRANTS TO HEALTHCARE

Software, Al, technology, and
digital health innovators

e Varying levels of regulatory
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INNOVATION PATIENT SAFETY _—

i Risk Score

[ ) Low Risk

REGULATORY AUTHORITIES | Patient D:
12345

Science-based oversight. ‘
Risk-proportionate approach. ~—

Public health protection. -

understanding and maturity

¢ Limited experience with

medical device regulations

® Adapting agile development
to regulatory expectations

® Need for guidance on quality,

clinical validation and safety

¢ Focus on speed to market

and innovation




SaMD-Specific Challenges Reliance Must Solve

For SaMD, the reliance question is not only whether another authority reviewed the product —
it is what exact software function, version, and change model were reviewed.
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Risk Classification
Mismatch

* Rules vary across
jurisdictions.

¢ Over-classification
increases regulatory
burden and delays

access.

e Under-classification
may compromise
patient safety.

Key takeaway:
Reliance should map foreign
outcomes to local risk criteria,
not automatically adopt the
highest classification.
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Software
Version Drift

* SaMD changes
frequently after
approval.

and change control.

e Alignment is needed

between major and

minor changes.
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Key takeaway:

Requires clear version/build

identifiers, configuration details,

release notes, and change-
impact assessment.

Reliance must account

for versions, updates,
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Approval Traceability
Across Jurisdictions

No common standard
exists for publishing
regulatory approvals.

Identification of the
same product across
jurisdictions may require
additional validation.

Available information may
vary by manufacturer,
version, indications for use,
or regulatory status.

Key takeaway:

Differences in how regulatory

information is structured and

published can make it difficult
to trace and compare approvals

across jurisdictions.

Al and Adaptive
Systems

* Adaptive and Al models
evolve over time.

Foreign reviews may
not cover local data, bias,
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or performance

considerations.

¢ Local oversight of the
Al lifecycle and
continuous monitoring
may be required.

Key takeaway:

For adaptive learning systems,
pre-approved learning boundaries,
performance monitoring, human
oversight, and drift controls are
essential.
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Concrete Example:
CDS - COPD Follow-up Assistant

Clinician-facing EHR module for existing COPD (chronic obstructive pulmonary disease) patients:

no diagnosis, dosing, order automation, or image/signal analysis.

US / FDA UK/ MHRA EU / MDR

Product description
Provides guideline-based follow-up options Non-device CDS Class | medical device Class lla medical device

(inhaler review, rehabilitation referral, repeat credible if statutory likely under current Rule 11 default

spirometry, pulmonology referral). cribeiia.anciimat U riilas

HCP'sees rationale, can override:and document. ¢ HCP-facing support; * Medical purpose and * Provides information used
clinician can automated reasoning, for diagnosis/treatment
independently review basis but no direct diagnosis decisions

Inputs

g G ; & i ; N _— "

Ao, shmakingéiatus GOPD nsdisines, Us:s m.zdllt-:al llnfo.rmatlon D:es? r:ot rnc:mtor vital Lovsfdaclll.l:/)l/l Ifollovs; u'p use

T T and guideline logic physiological processes avoids escalation

prior spirometry report. ¢ No image, IVD signal, * Class | self-declaration; * More burdensome default
or signal-acquisition UKCA/registration duties for clinician-mediated CDS
analysis remain

Output

Guideline-based follow-up options with A "

2 Impllcatlon: the same CDS can be non-device in the US,
rationale and data used. ) § z )
Class | in the UK and Class lla in the EU. Reliance needs a local mapping rule.

Source notes: FDA CDS Guidance (Jan. 29, 2026); MHRA stand-alone software guidance v1.10f (July 2023); EU MDR Annex VIl Rule 11.




A Safe Reliance Pathway for SaMD

Design Objective: Proportionate Access

AR

FOREIGN
Rely where the foreign work is relevant, and add local controls _—| REGULATOR
where software creates local or lifecycle risks. = @—_‘_
;Q .
Reliance Framework Steps FOREIGN EVIDENCE SOFTWARE
& ASSESSMENT (SaMD / Al)
Eligibility Gate
Confirm product scope (e.g., SaMD, non-diagnostic)
and reliance-eligible jurisdiction.
RELY WHERE RELEVANT ADD LOCAL CONTROLS
Equiva|ence Check Leverage trusted evaluations, Address local or lifecycle
tandards, and real-world { isks th h additional
Assess the relevance and robustness of foreign evidence o -ar o T A . - RELIANCE = s. et
experience. . requirements.
compared with local regulatory expectations. Q Q
Software Dossier _
Version manifest, validation, QMS, Cyber, ,
PMS, and update plan. anoll @® &) ® 7. 55
REAL-WORLD EED ADVERSE EVENT
Abridged Decision PERFORMANCE MONITORING

Registration or authorization with REGULATOR
clear local conditions. il

Lifecycle Oversight Al DRIFT @ CHANGE & UPDATE
Reportable changes, Al drift, adverse event MONITORING MANAGEMENT
monitoring, and enforcement locally. CYBERSECURITY

f;




BUILDING THE WINNING PLAYBOOK

FOR SaMD REGULATION

Like a World Cup champion, successful SaMD regulation requires
the right strategy, trusted teammates, and continuous adaptation.

1. SET THE GAME PLAN:

FDA RISK-BASED OVERSIGHT

* Leverage the FDA's risk-based approach

to ensure regulatory oversight is

proportionate to the potential impact of SaMD.
e Enable innovation while maintaining

patient safety.

2. PLAY AS ONE TEAM:
RELIANCE ACROSS IMDRF MEMBERS

* Promote regulatory reliance among IMDRF
affiliate members to reduce duplication.

e Accelerate access to safe and effective SaMD.

e Enable global consistency.

3. TRAIN, ADAPT, SUCCEED:
PREDETERMINED CHANGE
CONTROL PLANS (PCCP)

¢ Implement a PCCP program to manage
anticipated software changes.

e Support Al lifecycle management.

¢ Maintain safety, effectiveness, and compliance.

s

KNOW YOUR POSITION.
PLAY SMART.

Risk-based oversight
focuses resources

where they matter most.

PASS TOGETHER.
GO FURTHER.
Reliance builds trust

and moves us closer
to the shared goal.

TRAIN TODAY.
WIN TOMORROW.

PCCP keeps teams agile,

compliant, and ready
for what's next.

@& cLoBAL TRUST (& BETTER PATIENT OUTCOMES

ONE TEAM.
ONE GOAL.

BETTER OUTCOMES
FOR ALL.
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