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Overview

« Challenges with implementation

* Navigating IMDRF documents

* Industry’s feedback on opportunities
« Recommendations
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Challenges Impacting the Adoption of IMDRF Guidance

Tools
Political will Capacity Misinterpretation .
« Complexity
Knowledge Lack of MC
implementation May cause e Redundan Cy
Government support Lack of roadmap
»  Delay
Language barrier Lack of IMDRF
guidance

Resources

Local law

Incorrect
Skill assumptions
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Machine Learning —
enabled MDs IMDRF
Guidance

GHTF Principles of MD
Classification
N77/2012

Software as a MD
Clinical Evaluation

IMDRF MD & IVD
Classification Guidance

IMDRF Guidance

Software as a MD

IMDRF 5aMD Guidance

Application of QMS

IMDRF Guidance

SaMD Possible Risk

GHTF Definition of
Terms MD & IVD

Alternative
Evidence

Classification

GHTF Clinical Evidence
for IVDs N6/2012

GHTF Clinical
Performance Studies
for IVDs N8/2012

GHTF Scientific Validity
Determination and
Performance
Evaluation N7/2012

GHTF Principles of
Conformity Assessment
N78/2012

GHTF Standards in
Assessment of MDs
N44/2008

N3/2016

5 NO71/2012
Categorization IMDRF
Guidance P
| Terminologies for Studies
SaMD Key D(?:;Inltl{ms Categorized AE
IMDRF Guidance Reporting IMDRF
Guidance
Post Market Clinical
Follow Up Studies Real World
IMDRF Guidance *GHTF MD Post Market Evidence
Surveillance: Global
Guidance for Adverse
MDSAP Assessment Lent .Repom?g Jai
and Decision Process pccieal IDeagies h
for the Recognition of N54R8/2006 ange
o Management
an Auditing
Organization
N11/2021 Regulatory
Authority Assessor Postmarket
Competence and eNETeilance
Training & AE
Requirements
N6/2021
GHTF Content of Field
Safety Notices Requirements for Medical T ?o.mp:tenc_e and ¢
N57R8/2006 Device Auditing raining Requirements
- for Auditing
Organizations for Regulatory L
. . Organizations
Authority Recognition
N4/2021

Cybersecurity

Labeling

Principles and Practices
for MD Cybersecurity
IMDRF Guidance

GHTF Reportable Events
During Pre-Market Clinical

Investigations N5/2012

Labeling MD & IVD

1 ol
Non IVD Clinical Non IVD Clinical
Evaluation IMDRF Evidence Definitions
Guidance and Concepts
Essential .
Principles Clinical Trials Medical Device o |
& Evaluation Regulatory Audit Mgnagl?n_u_ant PT'"?"’ *
Reports Activities within a
N24/2015 QMS N15R8/2005
Conformity
L Essential Principles of
Standards
Safety and
Performance IMDRF
Guidance
Established
Premarket .
Approval Optimizing Standards
Pathways for Regulat(_)ry Use
Ideal IMDRF Guidance
Regulatory Regulatory Authority
Framework . Assessment Method
Inspections for the Recognition
& MDSAP and Monitoring of
Medical Device
Auditing Organizations
N5/2013
uDI IMDREF Principles for

Guidance

Non IVD Clinical
Investigations IMDRF
Guidance

Guidance

UDI Guidances IMDRF

Guide IMDRF
Guidance

Principles and Practices
for Cybersecurity of
Legacy Devices IMDRF
Guidance

Common Data
Elements for MD
IMDRF Guidance

UDI System Application

Principles and Practices
for Software Bill of
Materials IMDRF
Guidance

Guidance for
Regulatory Authority
Assessors on the
Method of Assessment
for MDSAP Auditing
Organizations

N8/2015
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Navigating IMDRF Documents: Fit for Maturity

Growth Examples:
e Clinical Performance Studies for IVDs
» Post Market Clinical Follow Up Studies

Foundational Examples:
Essential Principles of Safety and Performance
Definition of Terms MD & IVD

Principles of MD Classification 1 * Non IVD Clinical Evaluation
Quality System « Clinical Evidence for IVDs
Principles for Labeling MD & IVD : - MDSAP
Terminologies for Categorized AE Reporting Foundational
Content of Field Safety Notices
Principles of Conformity Assessment
Optimizing Standards for Regulatory Use
Non IVD Clinical Evidence Definitions and
Concepts 3
Accelerated AccSI[;rated Examples:

» Software as a Medical Device

* Machine Learning
* Cybersecurity 4
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IMDR

e.g. IMDRF Regulatory Model for pre-market modified from
GHTF/AHWG-GRM/N1R13-2011 “The GHTF Regulatory Model”

Specify Intended Use
B —
Device Classification

-
Identify relevant
Essential Principle

Design & ﬁanufacture

Device to meet EP
Consensus/Recognized

Standards
Demonstrate Compliance
-
Full Technical Documentation |:> ToC/STED
L

Premarket review

Place on the market

Example of Mapping based on Fit for Maturity

-

AN

e.g. Foundational IMDRF
Guidance Documents

\

Definition of Medical Device
(GHTF/SG1/N71)

Risk Based Classification
(GHTF/SG1/N77)
Essential Principle
(IMDRF/GRRP WG/N47)
(GHTF/SG1/N68)
Labelling
(IMDRF/GRRP WG/N47)
Optimizing Standards
(IMDRF/Standards WG/N51)
Role of Standards
(GHTF/SG1/N44)
STED(GHTF/SG1/N63)
ToC(IMDRF/RPS WG/N9)

Conformity Assessments
(GHTF/SG1/N78)

/
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Areas of Opportunity

Consistent implementation
where adopted

Progress but
Opportunity  opportunity to expand
consistent adoption

More opportunity to
drive consistent
adoption or develop
guidance

Postmarket
Studies

RWE &
Alternative
Evidence

Classifi-
cation

IMDRF ldeal
Regulatory
Framework

Clinical
Trials
&
Evaluation

Conformity
Assessment
& Standards

uDI
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Recommendations

« Continue to leverage stakeholder engagement opportunities:
- Feedback from industry
- Increase affiliate membership
- Training and capacity building

* Deploy training and capacity building to help implementation of
IMDRF documents and ensure consistent interpretation :

- Consider translation of guidance where helpful
- Develop an implementation roadmap and tailor to maturity
- Transparency in implementation of IMDRF documents
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Recommendations (Cont.)

* Prioritize efforts to expand convergence :

- Inspections

- Labeling

- Postmarket surveillance

- Change management

- Reliance across total product lifecycle
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Recommendations (Cont.)

* Promote implementation of ‘Reliance’ using IMDRF Regulatory
Model with Foundational IMDRF Guidance Documents

- Fit for Maturity

Increasing Bilateral or

I Multilateral Reliance

Training/Capacity
Building based on
Foundational IMDRF
Implementation of Guidance Documents

y

Foundational IMDRF
Guidance Documents

Assignment of
Foundational IMDRF
Guidance Documents
Clarification of to support IMDRF

IMDRF Regulatory Regulatory Model
Model
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Thank you/Questions
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