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LƴǘǊƻŘǳŎǘƛƻƴ

�‡ Chinese Taipei presented a concept note “Promote 
Regulatory Convergence of Combination Products 
Regulated as Medical Devices” to RHSC this year.

�‡ Goal: To promote regulatory convergence of medical 
device combination products among APEC member 
economies throughout the product life cycle:
�± Identify the needs and challenges in regulation of combination 

products regulated as medical devices.
�± Share the experiences in regulation of combination products.
�± Develop relevant materials to promote regulatory convergence 

for combination products throughout the product life cycle.
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/ƘŀƭƭŜƴƎŜǎ

There is a need to
1.establish a coordinated regulatory 

approach between the drug and device 
regulators for combination products

2.promote greater convergence among APEC 
members’ regulatory system for 
combination products
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DŀǇ !ƴŀƭȅǎƛǎ

�‡Many APEC member economies have no 
published guidance on the submission 
requirements or review practices for medical 
device combination products. 

�‡The gaps will be fully analyzed in the 
questionnaire survey and the diagnostic 
aspects of this workshop.
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{ǇŜŎƛŦƛŎ !ŎǘƛǾƛǘƛŜǎ ŀƴŘ ¢ƛƳŜ CǊŀƳŜǎ

{ǘŜǇ м όнлмнύΥ LŘŜƴǘƛŦȅ ǘƘŜ bŜŜŘǎ ŀƴŘ /ƘŀƭƭŜƴƎŜǎ ƛƴ wŜƎǳƭŀǘƛƻƴ 
ƻŦ aŜŘƛŎŀƭ 5ŜǾƛŎŜ /ƻƳōƛƴŀǘƛƻƴ tǊƻŘǳŎǘǎ ŀƳƻƴƎ !t9/ 
aŜƳōŜǊ 9ŎƻƴƻƳƛŜǎ

�‡ Set up a technical working group

�‡ Gap analysis survey for APEC member economies

�‡ Conduct a diagnostic workshop on regulatory approaches for 
medical device combination products

�d�Z�����Œ���•�µ�o�š�•���}�(���•�µ�Œ�À���Ç�����v�����Á�}�Œ�l�•�Z�}�‰���Á�]�o�o���������Œ���‰�}�Œ�š�������������l���š�}��
�Z�,�^�����Œ���P���Œ���]�v�P���(�µ�š�µ�Œ���������À���o�}�‰�u���v�š���}�(���š�Z�����Œ�}�����u���‰�X
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{ǳǊǾŜȅ vǳŜǎǘƛƻƴƴŀƛǊŜ

Regulatory issues:
�‡ Definition
�‡ Rule of classification
�‡ Pre-market review
�‡ Post-approval modifications
�‡ Labeling
�‡ GMP
�‡ Adverse events reporting
�‡ Major challenges
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DŀǇ !ƴŀƭȅǎƛǎ {ǳǊǾŜȅ 

�‡ The questionnaire was distributed to 21 APEC 
member economies and 23 AHWP member 
economies through RHSC Secretariat and AHWP 
Secretariat.

�‡ Chinese Taipei received 4 completed surveys by 
October 30, 2012. A preliminary analysis based on 
these 4 returned surveys will be presented.

�‡ Chinese Taipei will extend the deadline of survey to 
December 10, 2012.

7



8

IŀǾŜ ŀƴȅ ŎƻƳōƛƴŀǘƛƻƴ ǇǊƻŘǳŎǘǎ ό/tύ ǊŜƎǳƭŀǘŜŘ ŀǎ 
ƳŜŘƛŎŀƭ ŘŜǾƛŎŜǎ ōŜŜƴ ŀǇǇǊƻǾŜŘ ƛƴ ȅƻǳǊ ŜŎƻƴƻƳȅΚ 

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ Yes (no official definition)
WŀǇŀƴ Yes (no official definition)
tŀǇǳŀ bŜǿ DǳƛƴŜŀ No
¦{! Yes

• Most economies have approved medical device combination products, 
but may not have official definition. 
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Iŀǎ ǊŜƎǳƭŀǘƛƻƴ ƻŦ /t ōŜŜƴ ƛƳǇƭŜƳŜƴǘŜŘΚ 

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ No
WŀǇŀƴ No
tŀǇǳŀ bŜǿ DǳƛƴŜŀ No
¦{! Yes (law, regulation, 

guidance)

�‡ �0�R�V�W���H�F�R�Q�R�P�L�H�V���H�[�F�H�S�W���8�6�$���G�R���Q�R�W���K�D�Y�H���U�H�J�X�O�D�W�L�R�Q���R�I��
�F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V���L�P�S�O�H�P�H�Q�W�H�G����
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5ŜŦƛƴƛǘƛƻƴ ƻŦ /t
όŎƻƳǇƻƴŜƴǘǎ ŀƴŘ ŎƻƳōƛƴŀǘƛƻƴ ƳŜǘƘƻŘǎύ
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�&�R�P�S�R�Q�H�Q�W�V�&�R�P�E�L�Q�D�W�L�R�Q��
�0�H�W�K�R�G�V

�5�H�I�H�U�H�Q�F�H

�&�K�L�Q�H�V�H���7�D�L�S�H�L�G�U�X�J�����G�H�Y�L�F�H�����E�L�R�O�R�J�L�F�F�R�P�E�L�Q�H�G���L�Q�W�R���R�Q�H��
�S�U�R�G�X�F�W

�1�R���R�I�I�L�F�L�D�O���G�H�I�L�Q�L�W�L�R�Q

�-�D�S�D�Q �G�U�X�J�����G�H�Y�L�F�H�F�R�P�E�L�Q�H�G���L�Q�W�R���R�Q�H��
�S�U�R�G�X�F�W

�1�R���R�I�I�L�F�L�D�O���G�H�I�L�Q�L�W�L�R�Q

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D �1�R���R�I�I�L�F�L�D�O���G�H�I�L�Q�L�W�L�R�Q

�8�6�$ �G�U�X�J�����G�H�Y�L�F�H�����E�L�R�O�R�J�L�F�x�F�R�P�E�L�Q�H�G���L�Q�W�R���R�Q�H��
�S�U�R�G�X�F�W

�x�F�R���S�D�F�N�D�J�H�G
�x�S�D�F�N�D�J�H�G��

�V�H�S�D�U�D�W�H�O�\�����E�X�W��
�F�U�R�V�V���O�D�E�H�O�H�G

�������&�)�5�����������H��

�‡ �7�K�H�U�H���L�V���Q�R���F�R�Q�V�H�Q�V�X�V���G�H�I�L�Q�L�W�L�R�Q���R�I���F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V��
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wǳƭŜ ƻŦ /ƭŀǎǎƛŦƛŎŀǘƛƻƴ ƻŦ /t
όǊŜƎǳƭŀǘŜŘ ŀǎ ŘǊǳƎǎΣ ŘŜǾƛŎŜǎΣ ƻǊ ōƛƻƭƻƎƛŎύ
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�6�X�E�M�H�F�W���W�R���V�H�S�D�U�D�W�H��
�U�H�J�X�O�D�W�L�R�Q�"

�&�O�D�V�V�L�I�L�F�D�W�L�R�Q���E�\���3�0�2�$�"

�&�K�L�Q�H�V�H���7�D�L�S�H�L �<�H�V �<�H�V

�-�D�S�D�Q �<�H�V �<�H�V

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D �1�R �<�H�V

�8�6�$ �<�H�V �<�H�V

�‡ �&�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V���D�U�H���U�H�J�X�O�D�W�H�G���L�Q���D�F�F�R�U�G�D�Q�F�H���Z�L�W�K���W�K�H��
�U�H�T�X�L�U�H�P�H�Q�W�V���D�S�S�O�L�F�D�E�O�H���W�R���W�K�H�L�U���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W�V��

�‡ �3�U�L�P�D�U�\���P�R�G�H���R�I���D�F�W�L�R�Q�����3�0�2�$�����L�V���D���F�U�L�W�H�U�L�R�Q���I�R�U���G�H�W�H�U�P�L�Q�L�Q�J��
�F�O�D�V�V�L�I�L�F�D�W�L�R�Q���R�I���F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V����
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tǊŜπƳŀǊƪŜǘ ǊŜǾƛŜǿ ǊƻǳǘŜ ƻŦ /t

12

�$�J�H�Q�F�\���O�H�D�G��
�G�H�W�H�U�P�L�Q�D�W�L�R�Q

�0�H�F�K�D�Q�L�V�P���W�R��
�G�H�W�H�U�P�L�Q�H

�5�H�Y�L�H�Z���U�R�X�W�H�³�Q�R�Q���S�U�L�P�D�U�\�´
�F�R�P�S�R�Q�H�Q�W��

�F�R�Q�V�X�O�W�D�W�L�R�Q�V

�5�H�Y�L�H�Z���W�L�P�H�O�L�Q�H�/�D�Z�V���U�H�J�X�O�D�W�L�R
�Q�V���J�R�Y�H�U�Q�L�Q�J��
�W�K�H���W�L�P�H�O�L�Q�H�"

�&�K�L�Q�H�V�H���7�D�L�S�H�L�%�D�V�H�G���R�Q���3�0�2�$�6�X�E�P�L�W���U�H�T�X�H�V�W��
�I�R�U���G�H�V�L�J�Q�D�W�L�R�Q��
���5�)�'�����W�R���7�)�'�$

�$�Q�\���S�D�W�K�Z�D�\��
�D�Y�D�L�O�D�E�O�H���I�R�U��

�G�H�Y�L�F�H�V�����G�U�X�J�V����
�D�Q�G���E�L�R�O�R�J�L�F�V

�&�R�Q�V�X�O�W�D�W�L�Y�H���R�U��
�F�R�O�O�D�E�R�U�D�W�L�Y�H��

�U�H�Y�L�H�Z

�7�L�P�H�O�L�Q�H�V��
�D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�V�X�E�P�L�V�V�L�R�Q���W�\�S�H

�<�H�V

�-�D�S�D�Q �%�D�V�H�G���R�Q���3�0�2�$�6�X�E�P�L�W���5�)�'���W�R��
�0�+�/�:

�$�Q�\���S�D�W�K�Z�D�\��
�D�Y�D�L�O�D�E�O�H���I�R�U��
�G�H�Y�L�F�H�V���D�Q�G��

�G�U�X�J�V

�&�R�Q�V�X�O�W�D�W�L�Y�H���R�U��
�F�R�O�O�D�E�R�U�D�W�L�Y�H��

�U�H�Y�L�H�Z

�7�L�P�H�O�L�Q�H�V��
�D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�V�X�E�P�L�V�V�L�R�Q���W�\�S�H

�<�H�V

�3�D�S�X�D���1�H�Z��
�*�X�L�Q�H�D

�Q�R�Q�H �1�R���F�R�P�P�H�Q�W�1�R���F�R�P�P�H�Q�W�1�R���F�R�P�P�H�Q�W

�8�6�$ �%�D�V�H�G���R�Q���3�0�2�$�6�X�E�P�L�W���5�)�'���W�R��
�2�&�3���)�'�$

�$�Q�\���S�D�W�K�Z�D�\��
�D�Y�D�L�O�D�E�O�H���I�R�U��

�G�H�Y�L�F�H�V�����G�U�X�J�V����
�D�Q�G���E�L�R�O�R�J�L�F�V

�&�R�Q�V�X�O�W�D�W�L�Y�H��
�U�H�Y�L�H�Z���D�Q�G���V�K�D�U�H��
�G�H�F�L�V�L�R�Q���P�D�N�L�Q�J��

�D�X�W�K�R�U�L�W�\

�7�L�P�H�O�L�Q�H�V��
�D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�V�X�E�P�L�V�V�L�R�Q���W�\�S�H

�<�H�V

���� �5�)�'���L�V���D���I�R�U�P�D�O���P�H�F�K�D�Q�L�V�P���I�R�U���F�R�P�S�D�Q�L�H�V���W�R���G�H�W�H�U�P�L�Q�H���K�R�Z���W�K�H�L�U���&�3���Z�L�O�O���E�H���U�H�J�X�O�D�W�H�G��

���� �$�J�H�Q�F�\���O�H�D�G���L�V���G�H�W�H�U�P�L�Q�H�G���E�D�V�H�G���R�Q���3�0�2�$�����³�1�R�Q���S�U�L�P�D�U�\�´�F�R�P�S�R�Q�H�Q�W���L�V���L�Q�Y�R�O�Y�H�G���L�Q���W�K�H���U�H�Y�L�H�Z��
�S�U�R�F�H�V�V����

���� �7�K�H�U�H���L�V���Q�R���V�S�H�F�L�I�L�F���U�H�Y�L�H�Z���U�R�X�W�H���I�R�U���F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V�����7�K�H���U�H�Y�L�H�Z���W�L�P�H�O�L�Q�H�V���D�U�H���D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�V�X�E�P�L�V�V�L�R�Q���W�\�S�H�V�����7�K�H�U�H���D�U�H���O�D�Z�V���U�H�J�X�O�D�W�L�R�Q�V���J�R�Y�H�U�Q�L�Q�J���W�K�H���W�L�P�H�O�L�Q�H��
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Lǎ ǘƘŜǊŜ ŀ ǳǎŜǊ ŦŜŜ ŀǎǎƻŎƛŀǘŜŘ ǿƛǘƘ ŀ /t ǇǊŜƳŀǊƪŜǘ 
ǎǳōƳƛǎǎƛƻƴΚ

13

�‡ �7�K�H�U�H���D�U�H���Q�R���V�S�H�F�L�D�O���X�V�H�U���I�H�H�V���I�R�U���F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V������
�&�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V���D�U�H���V�X�E�M�H�F�W���W�R���W�K�H���X�V�H�U���I�H�H�V���D�V�V�R�F�L�D�W�H�G��
�Z�L�W�K���W�K�H�L�U���V�X�E�P�L�V�V�L�R�Q���W�\�S�H��

�&�K�L�Q�H�V�H���7�D�L�S�H�L�1�R���V�S�H�F�L�D�O���X�V�H�U���I�H�H�V�����V�X�E�M�H�F�W���W�R���W�K�H���X�V�H�U���I�H�H�V���D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�W�K�H�L�U���V�X�E�P�L�V�V�L�R�Q���W�\�S�H

�-�D�S�D�Q �6�D�P�H���D�V���D�E�R�Y�H

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D�7�K�H�U�H���V�K�R�X�O�G

�8�6�$ �1�R���V�S�H�F�L�D�O���X�V�H�U���I�H�H�V�����V�X�E�M�H�F�W���W�R���W�K�H���X�V�H�U���I�H�H�V���D�V�V�R�F�L�D�W�H�G���Z�L�W�K��
�W�K�H�L�U���V�X�E�P�L�V�V�L�R�Q���W�\�S�H
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Iƻǿ ŀǊŜ ŘƛǎǇǳǘŜǎ ǿƛǘƘ ǊŜƎǳƭŀǘƻǊȅ ŀƎŜƴŎȅ 
ŘŜŎƛǎƛƻƴǎκǊŜǉǳŜǎǘǎ ƛƴǾƻƭǾƛƴƎ /t ǊŜǎƻƭǾŜŘΚ
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�‡ �*�H�Q�H�U�D�O���P�H�F�K�D�Q�L�V�P�V���D�U�H���D�Y�D�L�O�D�E�O�H���W�R���U�H�V�R�O�Y�H���G�L�V�S�X�W�H�V���Z�L�W�K��
�U�H�J�X�O�D�W�R�U�\���D�J�H�Q�F�\���G�H�F�L�V�L�R�Q�V���U�H�T�X�H�V�W�V���L�Q�Y�R�O�Y�L�Q�J���&�3����

�&�K�L�Q�H�V�H���7�D�L�S�H�L�*�H�Q�H�U�D�O���P�H�F�K�D�Q�L�V�P���I�R�U���G�L�V�S�X�W�H���U�H�V�R�O�X�W�L�R�Q�����L�Q�F�O�X�G�L�Q�J��
�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���D�S�S�H�D�O

�-�D�S�D�Q �*�H�Q�H�U�D�O���P�H�F�K�D�Q�L�V�P���I�R�U���G�L�V�S�X�W�H���U�H�V�R�O�X�W�L�R�Q�����L�Q�F�O�X�G�L�Q�J��
�D�G�P�L�Q�L�V�W�U�D�W�L�Y�H���D�S�S�H�D�O

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D�1�R���F�R�P�P�H�Q�W

�8�6�$ �2�&�3���U�H�V�R�O�Y�H�V���G�L�V�S�X�W�H�V���E�H�W�Z�H�H�Q���U�H�J�X�O�D�W�H�G���H�Q�W�L�W�L�H�V���D�Q�G��
�&�H�Q�W�H�U�V��
�*�H�Q�H�U�D�O���P�H�F�K�D�Q�L�V�P���I�R�U���G�L�V�S�X�W�H���U�H�V�R�O�X�W�L�R�Q�����L�Q�F�O�X�G�L�Q�J���W�K�H��
�D�S�S�H�D�O���R�I���G�H�F�L�V�L�R�Q�V���W�R���V�X�S�H�U�Y�L�V�R�U�V��
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²Ƙŀǘ ŀǊŜ ǘƘŜ /t ǎǳōƳƛǎǎƛƻƴ ǊŜǉǳƛǊŜƳŜƴǘǎ ŦƻǊ 
ǇǊŜƳŀǊƪŜǘ ŀǇǇǊƻǾŀƭΚ όǎŎƻǇŜΣ ǇǊŜŎƭƛƴƛŎŀƭΣ ŀƴŘ ŎƭƛƴƛŎŀƭ 
Řŀǘŀύ

15

�‡ �7�K�H���V�F�R�S�H���R�I���W�K�H���D�S�S�O�L�F�D�W�L�R�Q���H�P�E�U�D�F�H�V���W�K�H���U�H�J�X�O�D�W�R�U�\���F�R�Q�V�L�G�H�U�D�W�L�R�Q�V��
�U�D�L�V�H�G���E�\���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���D�Q�G���W�K�H���Q�D�W�X�U�H���R�I���W�K�H�L�U���F�R�P�E�L�Q�D�W�L�R�Q���I�R�U��
�W�K�H���X�V�H��

�‡ �3�U�H�F�O�L�Q�L�F�D�O���D�Q�G���F�O�L�Q�L�F�D�O���W�H�V�W�L�Q�J���U�H�T�X�L�U�H�P�H�Q�W�V���G�H�S�H�Q�G���R�Q���Z�K�D�W���Q�H�H�G�H�G���W�R��
�G�H�P�R�Q�V�W�U�D�W�H���W�K�H���S�U�R�G�X�F�W�¶�V���V�D�I�H�W�\���D�Q�G���H�I�I�H�F�W�L�Y�H�Q�H�V�V��

�6�F�R�S�H���Z�K�D�W���L�V���U�H�T�X�L�U�H�G�3�U�H�F�O�L�Q�L�F�D�O���W�H�V�W�L�Q�J��
�U�H�T�X�L�U�H�P�H�Q�W

�&�O�L�Q�L�F�D�O���W�H�V�W�L�Q�J��
�U�H�T�X�L�U�H�P�H�Q�W

�&�K�L�Q�H�V�H���7�D�L�S�H�L�5�H�J�X�O�D�W�R�U�\���F�R�Q�V�L�G�H�U�D�W�L�R�Q�V��
�U�D�L�V�H�G���E�\���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W��
�S�D�U�W

�'�H�S�H�Q�G���R�Q���Z�K�D�W���Q�H�H�G�H�G���W�R��
�G�H�P�R�Q�V�W�U�D�W�H���W�K�H���S�U�R�G�X�F�W�¶�V��
�V�D�I�H�W�\���D�Q�G���H�I�I�H�F�W�L�Y�H�Q�H�V�V

�'�H�S�H�Q�G���R�Q���Z�K�D�W���Q�H�H�G�H�G���W�R��
�G�H�P�R�Q�V�W�U�D�W�H���W�K�H���S�U�R�G�X�F�W�¶�V��
�V�D�I�H�W�\���D�Q�G���H�I�I�H�F�W�L�Y�H�Q�H�V�V

�-�D�S�D�Q �6�D�P�H���D�V���I�R�U���R�W�K�H�U���G�U�X�J�V���D�Q�G���R�U���P�H�G�L�F�D�O���G�H�Y�L�F�H�V

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D�1�R���F�R�P�P�H�Q�W�V

�8�6�$ �5�H�J�X�O�D�W�R�U�\���F�R�Q�V�L�G�H�U�D�W�L�R�Q�V��
�U�D�L�V�H�G���E�\���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W��
�S�D�U�W���D�Q�G���W�K�H���Q�D�W�X�U�H���R�I���W�K�H�L�U��
�F�R�P�E�L�Q�D�W�L�R�Q���I�R�U���W�K�H���X�V�H

�'�H�S�H�Q�G���R�Q���Z�K�D�W���Q�H�H�G�H�G���W�R��
�G�H�P�R�Q�V�W�U�D�W�H���W�K�H���S�U�R�G�X�F�W�¶�V��
�V�D�I�H�W�\���D�Q�G���H�I�I�H�F�W�L�Y�H�Q�H�V�V

�'�H�S�H�Q�G���R�Q���Z�K�D�W���Q�H�H�G�H�G���W�R��
�G�H�P�R�Q�V�W�U�D�W�H���W�K�H���S�U�R�G�X�F�W�¶�V��
�V�D�I�H�W�\���D�Q�G���H�I�I�H�F�W�L�Y�H�Q�H�V�V
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²Ƙŀǘ ŀǊŜ ǘƘŜ ǎǳōƳƛǎǎƛƻƴ ǊŜǉǳƛǊŜƳŜƴǘǎ ŦƻǊ /t ŎƭƛƴƛŎŀƭ 
ǘǊƛŀƭ ŀǇǇƭƛŎŀǘƛƻƴǎΚ

16

�‡ �6�X�E�P�L�V�V�L�R�Q���W�\�S�H�V���D�U�H���G�H�W�H�U�P�L�Q�H�G���E�\���W�K�H���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���S�U�R�Y�L�G�L�Q�J��
�3�0�2�$��

�‡ �7�K�H���V�W�D�Q�G�D�U�G�V���I�R�U���P�D�U�N�H�W�L�Q�J���D�X�W�K�R�U�L�]�D�W�L�R�Q���R�I���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���P�X�V�W��
�E�H���P�H�W��

�&�K�L�Q�H�V�H���7�D�L�S�H�L�6�X�E�P�L�V�V�L�R�Q���W�\�S�H�V���D�U�H���G�H�W�H�U�P�L�Q�H�G���E�\���W�K�H���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���S�U�R�Y�L�G�L�Q�J���3�0�2�$�����7�K�H��
�V�W�D�Q�G�D�U�G�V���I�R�U���P�D�U�N�H�W�L�Q�J���D�X�W�K�R�U�L�]�D�W�L�R�Q���R�I���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���P�X�V�W���E�H���P�H�W��

�-�D�S�D�Q �6�D�P�H���D�V���I�R�U���R�W�K�H�U���G�U�X�J�V���R�U���P�H�G�L�F�D�O���G�H�Y�L�F�H�V

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D�7�D�U�J�H�W���J�U�R�X�S�����W�D�U�J�H�W���G�L�V�H�D�V�H�V�����Q�R���D�O�O�H�U�J�\���R�U���S�U�H�Y�L�R�X�V���U�H�S�R�U�W���R�I���S�U�R�G�X�F�W���U�H�D�F�W�L�R�Q���W�R��
�&�3���R�U���D�Q�\���R�I���L�W�V���F�R�P�S�R�Q�H�Q�W

�8�6�$ �6�X�E�P�L�V�V�L�R�Q���W�\�S�H�V���D�U�H���G�H�W�H�U�P�L�Q�H�G���E�\���W�K�H���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���S�U�R�Y�L�G�L�Q�J���3�0�2�$�����7�K�H��
�V�W�D�Q�G�D�U�G�V���I�R�U���P�D�U�N�H�W�L�Q�J���D�X�W�K�R�U�L�]�D�W�L�R�Q���R�I���H�D�F�K���F�R�Q�V�W�L�W�X�H�Q�W���S�D�U�W���P�X�V�W���E�H���P�H�W��
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!ǊŜ ƭƻŎŀƭ ŎƭƛƴƛŎŀƭ Řŀǘŀ ǊŜǉǳƛǊŜŘ ƻǊ ǿƛƭƭ ŦƻǊŜƛƎƴ Řŀǘŀ ōŜ 
ŀŎŎŜǇǘŜŘΚ

17

�‡ �)�R�U�H�L�J�Q���G�D�W�D���D�U�H���J�H�Q�H�U�D�O�O�\���D�F�F�H�S�W�H�G�����$�G�G�L�W�L�R�Q�D�O���G�D�W�D���P�D�\���E�H���U�H�T�X�L�U�H�G��
�X�Q�G�H�U���U�H�J�X�O�D�W�R�U�\���D�X�W�K�R�U�L�W�\�¶�V���M�X�G�J�P�H�Q�W��

�&�K�L�Q�H�V�H���7�D�L�S�H�L�)�R�U�H�L�J�Q���G�D�W�D���D�U�H���D�F�F�H�S�W�H�G���L�I�������������D�S�S�O�L�F�D�E�O�H���W�R���7�D�L�Z�D�Q���S�R�S�X�O�D�W�L�R�Q�V���D�Q�G��
�7�D�L�Z�D�Q���P�H�G�L�F�D�O���S�U�D�F�W�L�F�H�V�������������W�K�H���F�O�L�Q�L�F�D�O���W�U�L�D�O�V���P�H�H�W���*�&�3��
�U�H�T�X�L�U�H�P�H�Q�W�V��

�-�D�S�D�Q �*�H�Q�H�U�D�O�O�\�����F�O�L�Q�L�F�D�O���G�D�W�D���I�U�R�P���-�D�S�D�Q���L�V���U�H�T�X�L�U�H�G���I�R�U���G�U�X�J�V�����E�X�W���Q�R�W���I�R�U��
�P�H�G�L�F�D�O���G�H�Y�L�F�H�V�������V�D�P�H���D�V���I�R�U���R�W�K�H�U���G�U�X�J�V���R�U���P�H�G�L�F�D�O���G�H�Y�L�F�H�V��

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D�/�R�F�D�O���F�O�L�Q�L�F�D�O���G�D�W�D���V�K�R�X�O�G���E�H���U�H�T�X�L�U�H�G���I�R�U���G�L�I�I�H�U�H�Q�W���U�D�F�H���D�Q�G���G�L�I�I�H�U�H�Q�W��
�O�L�I�H���V�W�\�O�H��

�8�6�$ �)�R�U�H�L�J�Q���G�D�W�D���D�U�H���D�F�F�H�S�W�H�G���L�I���W�K�H���G�D�W�D���D�U�H���D�S�S�O�L�F�D�E�O�H���W�R���8�6���S�R�S�X�O�D�W�L�R�Q�V����
�8�6���P�H�G�L�F�D�O���S�U�D�F�W�L�F�H�V�����D�Q�G���P�H�H�W���*�&�3���V�W�D�Q�G�D�U�G�V�����$�G�G�L�W�L�R�Q�D�O���G�D�W�D���P�D�\��
�E�H���U�H�T�X�L�U�H�G���X�Q�G�H�U���)�'�$�¶�V���M�X�G�J�P�H�Q�W��
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Lǎ ŎƻǳƴǘǊȅ ƻŦ ƻǊƛƎƛƴ ŘǊǳƎ ŀǇǇǊƻǾŀƭ ǊŜǉǳƛǊŜŘΚ

18

• Most economies do not require country of origin drug approval.

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ No.

WŀǇŀƴ Not necessarily.

tŀǇǳŀ bŜǿ DǳƛƴŜŀ Yes, for authenticity and quality of CP.

¦{! No.
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Iƻǿ ŀǊŜ ǇƻǎǘπŀǇǇǊƻǾŀƭ ƳƻŘƛŦƛŎŀǘƛƻƴǎ ǘƻ /t ǊŜƎǳƭŀǘŜŘΚ
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• No specific regulatory requirements for combination products exist. 
Post-approval modifications to CP must meet marketing approval 
standards associated with the modifications of their constituent part.

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ No specific regulatory requirements for CP exist.
Post-approval modifications must meet marketing approval 
standards for modification associated with the constituent parts
of CP.

WŀǇŀƴ Same as for other drugs and medical devices

tŀǇǳŀ bŜǿ DǳƛƴŜŀ No comment

¦{! No specific regulatory requirements for CP exist.
Post-approval modifications must meet marketing approval 
standards for modification associated with the constituent parts
of CP.
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[ŀōŜƭƛƴƎ

20

• No specific regulatory requirements apply to combination products.

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ No specific labeling requirements

WŀǇŀƴ No specific requirement exists. 
General labeling requirements apply to CP are the same as 
for other drugs and/or medical devices.

tŀǇǳŀ bŜǿ DǳƛƴŜŀ Name and address of manufacturer, license number, name, 
who should use, warnings, use by dates, not for general use 
or self-application

¦{! No specific labeling requirements
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DƻƻŘ aŀƴǳŦŀŎǘǳǊƛƴƎ tǊŀŎǘƛŎŜǎ ŦƻǊ /t

21

• Some economies may require CP to satisfy requirements applicable to their 
constituent parts, whereas some economies may require CP to satisfy the 
requirements of drugs or devices depending on their PMOA.

Datκvǳŀƭƛǘȅ {ȅǎǘŜƳ 
wŜǉǳƛǊŜƳŜƴǘǎ

CƛŜƭŘ ƛƴǎǇŜŎǘƛƻƴǎ

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ Satisfy requirements applicable to 
their constituent parts

Pre-approval and post-approval 
inspections every 3 years
One inspection for CP

WŀǇŀƴ The same as for other drugs or 
medical devices

When regulated as drugs, subject 
to GMP inspection.
When regulated as devices, 
subject to QMS inspection.

tŀǇǳŀ bŜǿ DǳƛƴŜŀ Should have a GMP certificate 
device purposely for CP

Separate inspections conducted 
different times (2 or 3x) in a year

¦{! Satisfy requirements applicable to 
their constituent parts

Inspections are done by a single 
inspector and sometimes by more 
than one inspector for the 
constituent parts of CP.
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²Ƙŀǘ ŀǊŜ ǘƘŜ !ŘǾŜǊǎŜ ŜǾŜƴǘǎκ±ƛƎƛƭŀƴŎŜ wŜǇƻǊǘƛƴƎ 
wŜǉǳƛǊŜƳŜƴǘǎ ŦƻǊ /tΚ

22

• There is no specific requirement for CP. But sometimes repoters may 
need to report through the mechanism associated with each 
constituent part of CP. The rule for reporting will need to be clarified.

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ Report through the mechanisms associated with the marketing 
authorization type for the CP.

WŀǇŀƴ There is no specific requirement for CP because they are either 
classified as drugs or medical devices.

tŀǇǳŀ bŜǿ DǳƛƴŜŀ Indicate (1) full detail of patient, (2) type of ADR encounter, (3) 
occurrence and how, (4) nature of the adverse events.

¦{! Report through the mechanisms associated with the marketing 
authorization type for the CP, sometimes through the mechanisms 
associated with each constituent part of the CP.
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!ǊŜ ǘƘŜǊŜ ŀƴȅ ƻǘƘŜǊ /t ƛƴƛǘƛŀǘƛǾŜǎ ƛƴ ȅƻǳǊ ŜŎƻƴƻƳȅΚ

23

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ (1) Taiwan FDA continues to develop product-specific 
guidance as necessary. (2) Medical device combination 
product R&D alliance was established to promote 
innovation and commercialization of the products.

WŀǇŀƴ No comment
tŀǇǳŀ bŜǿ DǳƛƴŜŀ None at the moment
¦{! (1) FDA is developing additional guidance on various 

aspects of combination products. (2) FDA is also 
enhancing information technology capabilities to 
facilitate stakeholder interaction.
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²Ƙŀǘ ŀǊŜ ǘƘŜ ƳŀƧƻǊ ŎƘŀƭƭŜƴƎŜǎ ƛƴ ǊŜƎǳƭŀǘƛƻƴ ƻŦ /t ƛƴ 
ȅƻǳǊ ŜŎƻƴƻƳȅΚ

24

/ƘƛƴŜǎŜ ¢ŀƛǇŜƛ όмύ ŎƭŀǎǎƛŦƛŎŀǘƛƻƴ ƻŦ ƛƴƴƻǾŀǘƛǾŜ ǇǊƻŘǳŎǘǎΣ όнύ ŎƻƴǎƛǎǘŜƴǘ 
ŀƴŘ ŀǇǇǊƻǇǊƛŀǘŜ ŎƻƻǊŘƛƴŀǘƛƻƴ ŀƳƻƴƎ ŀƎŜƴŎȅ ŎƻƳǇƻƴŜƴǘǎ

WŀǇŀƴ bƻ ŎƻƳƳŜƴǘ

tŀǇǳŀ bŜǿ DǳƛƴŜŀ bƻ ŎƻƳƳŜƴǘ

¦{! όмύ ŎƻƻǊŘƛƴŀǘŜ ŀƳƻƴƎ ŀƎŜƴŎȅ ŎƻƳǇƻƴŜƴǘǎ ǘƻ ǇŀǊǘƛŎƛǇŀǘŜ 
ƛƴ ǘƘŜ ǊŜƎǳƭŀǘƛƻƴΣ όнύ ƳŀƴŀƎŜ ŎƻƻǊŘƛƴŀǘƛƻƴ ōŜǘǿŜŜƴ 
ǊŜƎǳƭŀǘŜŘ Ŝƴǘƛǘȅ ǘƻ ŜƴŀōƭŜ ǇƻǎǘπƳŀǊƪŜǘ ŘŜǾŜƭƻǇƳŜƴǘ ŀƴŘ 
ŜƴǎǳǊŜ ŜŦŦƛŎƛŜƴǘ ǇƻǎǘπƳŀǊƪŜǘ ǊŜƎǳƭŀǘƛƻƴ

• Major challenges: (1) classification of innovative products, (2)
coordination among agency components and between regulated 
entity
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hǘƘŜǊ /ƻƳƳŜƴǘǎκ{ǳƎƎŜǎǘƛƻƴǎ

25

�&�K�L�Q�H�V�H���7�D�L�S�H�L�1�R���F�R�P�P�H�Q�W

�-�D�S�D�Q �1�R���F�R�P�P�H�Q�W

�3�D�S�X�D���1�H�Z���*�X�L�Q�H�D���������,���Z�R�X�O�G���V�X�J�J�H�V�W���P�\���H�F�R�Q�R�P�\���W�R���O�H�D�U�Q���I�U�R�P��
�D�G�Y�D�Q�F�H�G���H�F�R�Q�R�P�L�H�V���D�V���W�K�L�V���L�V���D���Q�H�Z���W�K�L�Q�J���W�R���P�\��
�H�F�R�Q�R�P�\���D�Q�G���W�K�H���U�H�J�X�O�D�W�R�U�\���W�H�D�P�������������7�U�D�L�Q�L�Q�J���L�Q���V�X�F�K��
�D�U�H�D���L�V���F�U�X�F�L�D�O��

�8�6�$ �2�&�3���D�Q�G���R�W�K�H�U���)�'�$���F�R�P�S�R�Q�H�Q�W�V���Z�R�U�N���Z�L�W�K���I�R�U�H�L�J�Q��
�F�R�X�Q�W�H�U�S�D�U�W���D�J�H�Q�F�L�H�V���D�Q�G���S�U�R�Y�L�G�H���W�H�F�K�Q�L�F�D�O���D�V�V�L�V�W�D�Q�F�H��
�W�R���W�K�H�P���R�Q���U�H�J�X�O�D�W�L�R�Q���R�I���F�R�P�E�L�Q�D�W�L�R�Q���S�U�R�G�X�F�W�V��
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{ǳƳƳŀǊȅ

�‡ This is a preliminary results of survey. We need your 
support to complete the survey. Please submit your 
completed survey to hsienyilin@fda.com.tw by 
December 10, 2012.

�‡ To promote regulatory convergence of medical 
device combination products, definition, GMP, 
adverse events/vigilance reporting requirements, 
training, international cooperation, and some other 
issues will need more discussion.  
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�d�Z���v�l���z�}�µ���s���Œ�Ç���D�µ���Z��
�(�}�Œ��

�z�}�µ�Œ���^�µ�‰�‰�}�Œ�š�����v����
���}�u�u���v�š�•


