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NOTIFICATION OF DEVICE STUDY (DS)

A. GENERAL IDEAS FOR CLINICAL TRIAL

2 Post-

Invention Preclinical Regulatory Market ost Market
. Studies n & Release Stucien /

Prototype Decision Surveillance

source: hitps://genesisresearchservices.com/clinical-trials-medical-device-trials/

PIVOT STAGE POST MARKET STAGE

Redesigl

PILOT STAGE : First in Human / Early
Feasibility / Traditional Feasibility

Study to evaluate the limitations and advantages Large study to evaluate the clinical To establish clinical

of the investigational device. The main goal is to performance, effectiveness or performance or

gather preliminary information to adequately safety of the investigational device. effectiveness of the medical

plan further steps of device developement, device after approval

including needs for design modifications or including risk, benefits and

parameters for a pivotal clinical investigation. best use in broader general
population.

source: ISO 14155

Clinical Data : Information that is generated from the clinical use of a medical

device.

1
Clinical Evidence : The clinical data and its evaluation pertaining to a medical
device.

1

Clinical Evaluation Report : A report that oulines the scope and context of the
evaluation; the inputs (clinical data); the appraisal and analysis stages and
conclusion about the safety, clinical performance and/or effectiveness of the
investigational device.

source: IMDRF WG/NSSFINAL:2019
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B. DEVICE STUDY NOTIFICATION TYPE - TERMS & DEFINITION

DEVICE STUDY
NOTIFICATION TYPE

!

l

|
l

:

Notification Clinical
Investigational Use (CIU)

Notification Performance
Evaluation (PE)

Notification Clinical Use (Clinical
Experience) GMD & IVD

Systematic investigation on
human subjects, undertaken
to assess the safety, clinical
performance and/or
effectiveness of a medical
device.

An assessment and analysis of data
to establish or verify the scientific
validity, the analytical and the clinical
performance of an IVD device.
To demonstrate the ability of an IVD
device to achieve its intended
purpose as claimed by the
manufacturer.

Notification Feasibility Study
GMD & IVD

*Post-market clinical follow-up study*®

A study carried out following
marketing authorization intended to
answer specific questions
(uncertainties) relating to safety,
clinical performance and/or
effectiveness of a device when used in
accordance with its labelling.

A study used to capture
preliminary clinical performance,
effectiveness or safety
information of a near-finl or final
device design to adequately
plan an appropiate pivotal
clinical investigation.

Source: IMDRF WGNESFINAL:2021

Definition GMD & IVD

Sgurce: MDCG 2022-2

Source: IMD RF WG&/NBEFIMAL: 2021

Source: |30 14158

GENERAL MEDICAL DEVICE (GMD)

(v) control of conception;

(vi) disinfection of medical device.

Any instrument, apparatus, implement, machine, appliance, implant, software, material or other similar or related article intended by the
manufacturer to be used, alone or in combination, for human beings for the purpose of -

(i) diagnosis, prevention, monitoring, treatment or alleviation of disease;

(i) diagnosis, monitoring, treatment, alleviation of or compensation for an injury;

(i) investigation, replacement or modification, or support of the anatomy or of a physiological process;
(V) support or sustaining life;

Medical device that other than those used for the in vitro examination of specimens derived from the human body.

Source: MDAGDO00S

IN-VITRO DIAGNOSTIC (VD)

In vitro diagnostic device are used for in vitro examinati on of specimens derived from the human body to provide information for screening,
diagnosis, or treatment monitoring purposes.

Includes any reagent, reagent product, calibrator, control material, kit, instrument, apparatus, equipment or system, whether used alone or in
combination with any other reagent, reagent product, calibrator, control material, kit, instrument, apparatus, equipment or system, that is

intended by its manufacturer to be used in vitro for the examination of any specimen, including
any blood or tissue donation, derived from the human body, solely or principally for the purpose of providing information:-
a) concerning a physiological or pathological state or a congenital abnormality
b) to determine the safety and compatibilty of any blood or tissue donation with a potential recipient thereof; or
c) to monitor therapeutic measures; and includes a specimen receptacle.

Source: MDAGDO001
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C. FLOW CHART PROCESS FOR OVERALL DEVICE STUDY NOTIFICATION

G
m
=
! ¥ f ;
A. New N otification A. New Nofification = !
[Tl
(1) Clinical Investigational Use (CIU) (1) Clinical Use (GMD) 1‘| :
(2) Performance Evaluation (PE) (2) Clinical Use (WD) g ;
(3) Feasibility Study (GMD) i
(4) Feasibility Study (MW D)
Submit application acconding Motification || Submit application according Nofification
Type & Make Payment via Medcast Type & Make Paymentvia Medcast
Rejected Review by MDA & : Rejected
; Technical Commitee Review by MDA {
System auto Approved System aufo
generate notice of ARD generate notice of
rejected Application. ¥ rejected Application.
System auto generate letter. Applicant can
view and print the letter directly from
Medcast
e e -___-I ...................... I L o e,
C. Adverse Event Reporting B. Subsequent Notification ~w ;
Submit form via Medcast (1) Add Device Quantity S5
(2) Add Study Site and D evice g B
(3) Additional Investigator = =
(4) Extension of Study Duration £z
(5) Change Study Site
(6) Change EC/IRB
(7) Change/ Remove Principal / Co-
Review by MDA | ek g 3tor
with Technical C ommitee (8) Changes onCIP /1B
(9) Submission of Progress Report
(10) Completion/ Termination oif Study
Update result Submit appllcatlonlaccordlng Subsequent
Type via Med cast
Rejected
Review by MDA +

System auto generate

Approved notice of rejected

Application.
System auto generate letter. Applicant can l
view and print the letterdirectly from
Med cast
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D. FLOW CHART PROCESS FOR MEDCAST NEW NOTIFICATION OF DEVICE STUDY (DS)

Clinical Research Study -> Device Study >

New Notification Form
I
¥ Y
Notification Type Notification Type
(1) Cirecal Use (GMD) {1) Chimical imvestigational Use (CIUJ)

(2) Cimecal Use (VD)
(3) Feasibility Study (GMD)
(4) Feasibslity Study (IVD)

{2) Performance Evaluation (PE)

v

Submit application according Notification

| Type & Make Payment via Medcast

Submit application according Notification

Type & Make Payment via Medcast

Returned for
additional
Information
Returned for
-—— MDA review application s aicreg additional
: ompl information
|
|
|
: Review by Technical Rtz
" Commitee B o
| |
| & Pass |
| A |
| |
! g | %
| B =
= | g
' '8 MDA Approval Rerected ] | 2
o
|
: System auto | ’g
: Approved generate notice of :
{ rejected Application. .
| System auto generale lefter. Applicant can ] |
A view and print the letter directly from Al
T Medcast
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A

E. FLOW CHART PROCESS FOR MEDCAST SUBSEQUENT NOTIFICATION OF DEVICE STUDY

(DS)

Clinical Research Study -> Device Study ->
Notification List ->
Subsequent Noftification

! }

Subsequent Type - Compulsary Subsequent Type
1) Add Device Quantity

(1) Submission of Progress Report &
status of the clinical investigation - 2) Add Study Site and Device
for every 6 months 3) Additional Investigator

5) Change Study Site

(
(
(
(2) Completion / Termination oif Study (4) Extension of Study Duration
(
(6) Change EC/IRB
(

7) Change/ Remove Principal / Co-
Investigator

Submit Progress Report or End Study (8) Changes on CIP /1B

Notice

i . .
System auto generate notification email. | Submit subsequent type via Medcast
Applicant will receive the email directly |
from system. :
w
&
= Rejected
2 . Returned for additional
% Review by MDA information
=
Ll
i Approved
| System auto generate
| notice of rejected
¥ System auto generate letter. Applicant can Applicatijon.
—— view and print the letter directly from
Medcast
» End I
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