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* Personalized Medical Device- Regulatory Pathways(N58)

5.0 Decision Tree

Is the device intended to suit an
individual s specific anatomo-
phrysiologic features or pathological
cendition?

~No

Yes

Is the device designed, prior to manufacture, for a
particular individual?

T
Tes
¥

—No—» Noj

Is the device manufactured as a result of a written
Tequest of an authorized healtheare professional?

Not a personalized medical
device. This document is
not applicable. Sesk adwice
from vour jurisdiction

Is the device mass
produced?

T
Yes
¥
Does the device need be
to adapted, adjusted,

Tes
Y

Deoes the written request melnde specific design
charactenstics (Refer fo document N49 definition 4.957

bled or shaped at
the point of care to suit an
individual patient’s
specific anatemo-
physiologic features?

T Yes
Tes
Is the device intended for & crse were an individual's Adaptable Device
No specific needs cannot be met, or cannot be met at the Regulatorv Pathway
appropriate level of performance, by an altemative = .
device available on the market?
&t;
Is the design of the device, within the context of
|10 clinical practice, the responsibility of the healthcare T Custom-Made Device
97 professional even though the design may have been | 1% Regulatory Pathway
developed m consultation with a manufacturer”

Is the design of the device the responsibility of a
L, manufacturer even though the design may have
been developed in consultation with an awhernzed

healthcare professional?

Tes

parameters of a specified design envelope (Refer

Is the device design within the validated

to document N49 definition 4.10)7

|

18 Marc!

s the device produced using
validated reproducible production processes?

I

No-

Refer to doc N49,
Deftnitions for
Parsonalized Medical
Devices and reconsider the
requirements for
adaptable, custom-made
and patient-matched
devices. Seek advice from
‘your jurisdiction

Patient-Matched
Regulatory Pathway
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O PMD- Production Verification and Validation
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* Personalized Medical Device — Production Verification and Validation

- Technical guidance on validation aspects of specified design envelope and medical device production system

* 710|222l =% (Purpose)
- To provide harmonized recommendations for verification and validation aspects of patient mated medical devices

and medical device production system(MDPS)

* 710| =212l H 2l (Scope)
- Patient-matched medical device
- Medical Device Production System

- not apply to IVD

- not apply to medical device — incorporating materials of biological origin/medicinal product/drug/active deivce, etc.




O PMD- Production Verification and Validation

v" Specified Design Envelope for patient matched medical device

‘e\“ded uses |Range of,, v" Structural parameter
& %86 v Material parameter
[0.4

v" Manufacturing parameter

Structural
parameters

v" Clinical environment parameter

Performance Material

parameters parameters \/ Performa nce pa rameter

Patient-matched
Clinical medical device

environment
parameters

@@ v Miscellaneous parameter

Manufacturing
parameters

v' Validation 2| 7t 12{Atgt

— Use of imaging data for patient matching

Other
parameters

— Clnical evaluation

— labelling




O PMD- Production Verification and Validation

v" Validation aspects of medical device production system

Medical Device Production System

- N

production and
post-processing
equipment

Software and
digital files

Raw materials Operating
Instructions
Resultant
Medical

Device

. Resultant Medical Device . Medical Device Production Process (M DPIy

—




O PMD- Production Verification and Validation

v Medical device production system = MDPP + RMD

* MDPP - Medical device production process
- raw materials/ main production/ post processing equipment/ software/ digital files/

operating insturctions

* RMD - Resultant medical device

- specific medical device that the MDPP produces using the operating instructions supplied by the MDPS manufaturer

— MDPS2| classification, labelling & F7I 718 = ¢

—



v" Design development of MDPS

O PMD- Production Verification and Validation

User needs and intended
use

Determine Patient-
matching features (if any)

Determine other features
(non-patient matched)

RMD Design

Determine Critical
Features/Tolerances

Patient Matching
Workflow (if any}

Finalize Design for RMD

Ready for
SalefInstallation

MDPS Validated

Training
Requirements

User Facility
Reguirements

la/oa/Pa

RMD Design
Verification
'y

MDPS Validation ‘

Validation Tasks

[

Assess Design
Requirements, User Needs,
and Intended Use

Material
eguirements

Build System
Requirements

Post Processing
Reguirements

MDPP Design

Production
Specifications {ancillary
equipment, build
instructions, process
verification steps, etc.)

Select Components
[AM System, raw
material, software, etc.)

MDPS Verification

Performance
Testing of PMD

Verification ) MDP5 and Work
> Raw Materials .
Tasks Instructions

Post-Processing

Maintaining the
Validated State

MDPS Design Development




O PMD- Regulatory Pathways(N58)
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* MDPS 7i'd 7|
Medical Device Production System

/ Ma‘lin Software and \
production and digital files
post-processing
equipment

Raw materials Operat.lng
Instructions
Resultant
Medical

Device

U Resultant Medical Device . Medical Device Production Process (MDPFy
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v Deep dive meeting : 5t Aug. ~ 10t Aug.
v" Final version Review (~End of Aug)

v" Public consultation (60 days or 90 days)

—



