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01  Usability Aaazls

“The ability for a human to interact easily and relatively error-free with a system,
product or procedure”

Synonym: Human Factors, Ergonomics
Ref: Clause 3.16 of BS EN 62366-1:2015

Effectiveness

Satisfaction
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® BS EN 62366-1:2015+A1:2020

Medical devices. Application of usability engineering to medical devices

®* IEC/TR 62366-2:2016

Medical devices — Part 2: Guidance on the application of usability engineering to
medical devices

®* BS EN 60601-1-6:2010+A1:2015

Medical electrical equipment. General requirements for basic safety and essential
performance. Collateral standard. Usability

® BS EN 13532:2002

General requirements for in vitro diagnostic medical devices for self-testing \/
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Medical Device Product Lifecycle

1. Concept/Feasibility
Phase

Market validation

l

Regulatory review

* Definition of medical device in Thailand |
comply with the Medical Device Act of 2019 |

* Risk classification of medical device
Class 4 — High risk
Class 3 — Moderate to High risk
Class 2 — Low to Moderate risk
Class 1 — Low risk

* The regulation
Licensed medical device — Class 4
Notified medical device — Class 2 and 3
Listed medical device — Class 1

* Personnel training
Regulatory affairs

2. Design Verification 3. Design Validation

Phase Phase
Design input Clinical evaluation report
i (e.g., MEDDEV 2.1/1 rev.4)
Design process * Clinical data
Clinical experience
¥ Sufficient

Literature review
Design output

1

1 Insufficient

Ethical Committee's approval
[From recognized EC by Thai FDA]

!

Thai FDA's approval
for Clinical investigation

* Inspection
(e.g., Dimension, Visual inspection)
* Testing
Pre-clinical testing
Animal testing
Usability testing
* Analysis
(e.g., Software validation, Sterilization
validation)

I 4. Market Approval

I Phase

|

i Establishment registration
with Thai FDA

Class 1 Class2-4
Listin ASEAN
g CSDT document

@ Medical Device Control Division, Thai Food and Drug Administration



Medical Device Product Lifecycle
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1. Concept/Feasibility ;1 2. Design Verification 1 3. Design Validation | ! 4. Market Approval
i
Phase g | Phase l Phase 1 Phase
L | ]
Market validation 11 Design input l Clinical evaluation report | I, Establishment registration
: I i I (e.g., MEDDEV 2.1/1 rev.4) 1 with Thai FDA
1 | ° ini I 1
I | Design process | Clinical data 1}
Regulatory review 1| I Clinical experience 1!
| v Literature review  Sufficient ' Prepare technical document
: I Design output I I for submission with
* Definition of medical device in Thailand | | 1 Insufficient I Thai FDA
comply with the Medical Device Act of 201B | 1 I _ _ I
* Risk classification of medical device I I Ethical Com.mlttee . apprc.:val | l l
Class 4 — High risk Design [From recognized EC by Thai FDA] Class 1 Class 2 -4
Class 3 — Moderate to High risk I verification I l I
Class 2 — Low to Moderate risk I I I 1 l
Class 1 — Low risk I ° Inspection | P roval I
* The regulation (e.g., Dimension, Visual inspection) ¢ Cla'l . I's appt.ovta- Listing ASEAN
Licensed medical device — Class 4 * Testing or Hiinical Investigation CSDT document

Notified medical device — Class 2 and 3
Listed medical device — Class 1

* Personnel training
Regulatory affairs

Pre-clinical testing
Animal testing
Usability testing
* Analysis
(e.g., Software validation, Sterilization
validation)
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®1519 Essential principle #14%2%8 7 989 Technical file (CSDT)

Essential Principles Conformity Checklist Template (2021 version)

EP Checklist control number:
Product Owner Name:
Product Name:

Essential Principles — General requirements Method of Conformity Identity of Specific Documents

Medical devices should be designed and manufactured in such a
way that, when used under the conditions and for the purposes
intended and, where applicable, by wvirtue of the technical
knowledge, experience, education or fraining of intended users,
they will not compromise the clinical condition or the safety of
patients, or the safety and health of users or, where applicable,
other persons, provided that any nsks which may be associated
with their use consfitute acceptable risks when weighed against the
bhenefits to the patient and are compatible with a high level of
protection of health and safety.

Product owners should establish, implement, document and
maintain a risk management system to ensure the ongoing quality,
safety and performance of the medical device. Risk management
should be understood as a continuous iterative process throughout
the enfire lifecycle of a medical device, requiring regular systematic
updating. In cammying out risk management, product owners should:

a) establish and document a risk management plan for




Essential Principles — General requirements

In eliminating or reducing risks related to use, the Product owner

a)

reduce, as low as is reasonably practicable and
appropriate, the risks related to the features of the medical
device and the environment in which the medical devices
are intended to be usad (e.q. ergonomic features, tolerance
to dust and humidity) and

give consideration to the technical knowledge, expernence,

education, training and use environment and, where
applicable, the medical and physical conditions of intended

Method of Conformity

Identity of Specific Documents




Essential Principles — Considerations of Environment and Conditions of Use

121 Medical devices should he designed and manufactured in such a
way as to eliminate or reduce, as low as reasonably practicable
and appropriate, the :

a) risks of injury, in connection with their physical features,

including the volumel/pressure ratio, dimensicnal and

where appropriate ergonomic features;

¥ risks of user error due to the design of the medical device
user interface, ergonomic features, and the environment in

which the medical device is intended fo be used;

125 Any measurement, monitoring or display scale should be designed
and manufactured in line with ergonomic principles, taking account
of the intended purpose, users and the environmental conditions in
which the medical devices are intended to be used.

126 Medical devices must be designed and manufactured in such a
way as to facilitate their safe disposal and the safe disposal of any
waste substances by the user, patient or other person. The
instructions for use should identify safe disposal procedurss and
measures.




Essential Principles — Protection against the risks posed by medical devices intended for use by lay persons

191 Medical devices for use by lay persons (such as self-testing or
near-patient testing) should be designed and manufactured in such
a way that they perform appropriately for their intended purpose
taking into account the skills and the means available to lay
persons and the influence resulting from wvariation that can
reasonably be anticipated in lay persom's technique and
environment. The information and instructions provided by the
product owner should be easy for the lay person to understand and
apply when using the medical device and interpreting the results.

192 Medical devices for use by lay persons (such as self-testing or
near-patient testing) should be designed and manufactured in such
away as to:

a) ensure that the medical device can be used safely and
accurately by the intended user per instructions for use. |If
instructions for use are insufficient, appropriate training

should be provided.

h) reduce, as low as reasonably practicable and appropriate,
the risks of error by the intended user in the handling of the
medical device and, if applicable, in the interpretation of the
results.

19.3 Medical devices for use by lay persons (such as self-testing or
near-patient testing) should, where appropriate, include means by
which the lay person:

al can verify that, at the time of use, the medical device will

perform as intended by the product owner, and

h) is wamed if the medical device has failed to operate as
intended or to provide a valid result.




A18E19 N15N5BNTBYALLAS1Y Essential principle

Essential Principles iﬁzléceaﬂéi? Method of Conformity Method Reference Identity of Specific Documents
515  Protection against the risks posed to the patient for
devices for self-testing or self-administration
5.15.1 Such devices should be designed and manufactured in Yes Recognized standard Egdﬁ:i?%ﬁ_@jifeem igdl-i?cualiu.n of -HI / Self Test labelling
such a way _that_ they perform ﬁpprppﬁately for their intengied Design of the _I|_'|sl;ruc:ﬁ0nﬂ for Usability Enginee;ing E} Medical -stud'_-.-' results available at b-'s Cocument Centre
purpose taking inte account the skills and the means available use and Usability and Results Devices
to users and the influence resulting from varnation that can Interpretation study conducted
reasonably be anficipated in user's technigue and environment. on h Self Test Usability and Results
The information and instructions provided by the manufacturer Interpretation stud
should be easy for the user fo understand and apply. conducted nﬂHI‘J Self
Test in South Africa (2016).
GHTR/SG1/MNTD:2011 Label and
Imstructions for Use for Medical
Devices
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Regulatory requirement of usability engineering in technical file / CSDT file
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® N1INAEDU Usability DudiunileadnseuIuns Design and development of
product Tayasienunsfnwauilifiuenans Technical file Tusyuuy CSDT
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