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38. Whether any change in labeling need to be
notified to Licensing Authority ?

» Yes. The Changes in respect of label excluding
change in font size, font type, color, label design
shall be considered as major change as per Sixth
Schedule of MDR-2017.

{A) Changes in respect of following shall be considered as
1.
2.

R

Sixth Schedule
[See rules 26(1ii). 26(iv), 38(v) and 38{vii)]
Post approyalchange

design which shall affect quality in respect of its specifications, indication for use; performance and stability of the
medical device;

material of construction;

3. the intended use or indication for use :

4.
5.
6.

7.
8
9.

(B
1.

2

the method of sterilization;

the approved Shelf life;

the name or address of -

(i) the domestic manufacturer or its manufacturing site:

(i1} overseas manufacturer or its manufacturing site (for import only);

(iii) authorised agent (for import only):

label excluding change in font size, font type, color, label design:

manufacturing process, equipment or testing which shall affect quality of the device:
primary packaging material.

) Changes in respect of following shall be considered an,.
i £y

design which shall not affect quality in respect of its speciTicanions, matcation for use, performance and stability of
the medical device:
in the manufacturing process, equipment, or testing which shall not affect quality of the device:

3. packaging specifications excluding primary packaging material.

According to Six Schedule of MDR-2017
If the symbol mark is not related to the change affecting efficacy, intended
use, stability of device, then it will be minor change.
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The requirements for submission dossier is similar to CE
requirements.

12 FORENCDNT You may refer to the checklist for the imported device with
predicate device in India.

https://cdsco.qgov.inf/opencms/export/sites/CDSCO WEB/Pdf-
documents/medical-device/14MD.pdf

CEDEBRSEIEE T Y FOEBRSEIECTERD
BBEIEHHNDZFEINH? However, current EU MDR requirements is more difficult than

Sy — N . N — Indian requirements.
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https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/medical-device/14MD.pdf
https://cdsco.gov.in/opencms/export/sites/CDSCO_WEB/Pdf-documents/medical-device/14MD.pdf
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https://cdsco.gov.in/opencms/resources/UploadCDS
COWeb/2018/UploadPublic NoticesFiles/Final%20Cla

BB
Yes, it is correct.

You may refer to the updated risk class for each category
from CSDCO Public Notice published on official website from
this link.

https://cdsco.gov.in/opencms/opencms/en/Medical-Device-

Diagnostics/Medical-Device-Diagnostics/

ssification%200f%20MD. pdf

(CHfFEDO@YTY,)
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https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadPublic_NoticesFiles/Final%20Classification%20of%20MD.pdf
https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadPublic_NoticesFiles/Final%20Classification%20of%20MD.pdf
https://cdsco.gov.in/opencms/resources/UploadCDSCOWeb/2018/UploadPublic_NoticesFiles/Final%20Classification%20of%20MD.pdf
https://cdsco.gov.in/opencms/opencms/en/Medical-Device-Diagnostics/Medical-Device-Diagnostics/
https://cdsco.gov.in/opencms/opencms/en/Medical-Device-Diagnostics/Medical-Device-Diagnostics/
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CDSCO will issue a Registration Certificate through online
portal. [MDR, 2017, Article 36 (1)]

Registration approval for Class A or B with predicate device, it
might take 5-6 month after submission.

Registration approval for Class C of D with predicate device,
it takes about 9-10 months after submission.

(Class A/B: 5-64 H . Class C/D: 9-10+A)
XIATEA VDL
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The company must have a license or LTO(License to
Operate) as medical device exporter and
manufacturer (a. If manufactured in the Philippines
fully, the LTO must have main activity as
manufacturer, b. If only repackaged in the

Philippines, the LTO must have repacking as an
activity in the license.)

CMDN/CMDR must be applied first but must indicate
that it is for export purposes only.

PFDA is generally more lenient/relaxed in the
evaluation of products which are intended for export
market. Full technical requirements are expected
and dependent on risk classification.

(CMDN/CMDRS BTG, )
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« exports therapeutic goods from Australia
 imports therapeutic goods into Australia

« manufactures therapeutic goods for supply in
Australia or elsewhere

 arranges for another party to import, export
or manufacture therapeutic goods.

S

aun

An Australian TGA sponsor plays a vital role in device registration
process and post market compliance.

Before commercialization of the products, the sponsor will register
the goods with the TGA and also assist to encounter the audits.

The Sponsor maintains the track on Regulatory updates, to help the
manufacturing companies meet the updated Regulatory
requirements, by maintaining the technical documents
recommended by the Agency.

The Sponsor shall also maintain the distributor records from the
manufacturer.
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The role of MAH in Japan is similar as Sponsor in TGA.

However, a Sponsor may be different from a Distributor.
Aside from the Sponsor (holder of the ARTG entry), the Manufacturer can also
authorize other Distributors to import the product.

A Sponsor is the Australian entity responsible for the supply of the medical
device in Australia. The Sponsor's responsibilities include ensuring that the
medical device complies with regulatory requirements, maintaining records of
the device's performance, and cooperating with the TGA in case of post-market
monitoring or audits. The Sponsor must also ensure that the device is included
in the Australian Register of Therapeutic Goods (ARTG) before it can be legally
supplied in Australia.

A Distributor in Australia is responsible for the actual distribution and sale of the
medical device within the country. While they must ensure that the products
they distribute are legally included in the ARTG, they are not typically
responsible for regulatory compliance—that responsibility falls to the sponsor.
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The role of a sponsor in Australia under the Therapeutic Goods Administration
(TGA) is somewhat similar to the role of an authorized representative in
Europe under the Medical Device Regulation (MDR), but there are some key
differences.

(BN EEARBE A DO ENIALD

Similarities:

Representation: Both roles involve representing the manufacturer in the
respective regulatory jurisdictions (Australia for the sponsor, and Europe for
the authorized representative).

Reqgulatory Compliance: Both the sponsor and the authorized representative
are responsible for ensuring that the medical device complies with local
regulatory requirements, including device registration and post-market
surveillance.

Point of Contact: Both act as the point of contact between the regulatory
authorities (TGA in Australia, and national competent authorities in Europe)
and the manufacturer, especially for communication regarding compliance
and any necessary corrective actions.
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Differences:

Owner of the license:

The sponsor in Australia is the applicant/owner of Australian Register of
Therapeutic Goods (ARTG) Listing. While European authorized
representative is not the applicant/owner of CE certificate. Manufacturer
including overseas ones will be the owner of CE certificate.

Scope of Responsibility:

The sponsor in Australia has broader responsibilities, including legal
liability for the device on the Australian market. In contrast, while the
authorized representative also shares some liability in Europe, the
manufacturer remains primarily responsible.

Market Introduction:

In Australia, the sponsor is also responsible for including the device in the
Australian Register of Therapeutic Goods (ARTG) before it can be
marketed, a role that is typically handled by the manufacturer or authorized
representative in Europe through CE marking under the MDR.

Overall, while both roles are crucial for market access and compliance in
their respective regions, the specific obligations and the extent of
responsibility can differ based on local regulations.
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Sixth Schedule
[See rules 26(1i1), 26(1v), 38(v) and 3&{vii)]
Post approval change

{A) Changes in respect of following shall be considered as major change in.-

1.

-

F= RN I N S VY

material of construction;

design which shall affect quality in respect of its specifications, indication for use; performance and stability of the
medical device;

the imended use or indication for use

the method of sterilization:

the approved Shelf life;

the name or address of -

(i) the domestic manufacturer or its manufacturing site:

(i1} overseas manufacturer or its manufacturing site (for import only);

(1ii) authorised agent (for import only);

label excluding change in font size, font type, color, label design:

manufacturing process, equipment or testing which shall affect quality of the dewvice:
primary packaging material.
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[India] Raw material changes could be applied the major change
application according to Six Schedule of MDR-2017.

R HFEL—MEY, Major changelZ#% 4 45 Al HEME:,

[AUS] Yes, a change application is required if a raw material that will
contact body liquid has changed.

In fact, any changes that may affect product safety, quality,
performance, or effectiveness is required to apply for change
application.

However, if the change is so critical or serious that may alter the
device's risk profile, TGA may be considered it as a new product. In this
case, a new application is required.

K HGEL—MMY, ERERFEE, (ZENRCLOFBREEORREEAY)

[Philippines] Raw material changes are usually required for change
application.

Whether new application is required or not needs to be judged by each
medical device.
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