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Re: AIPLA Comments on the Draft Revised Special Approval Procedure for
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Dear Sirs/Madams:
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The American Intellectual Property Law Association (“AIPLA”) welcomes this opportunity
to submit comments on the draft revised Special Approval Procedure for Innovative Medical
Devices issued by the China Food and Drug Administration. The American Intellectual
Property Law Association is a national bar association of approximately 13,500 members
who are primarily lawyers engaged in private or corporate practice, in government service,
and in the academic community. AIPLA members represent a wide and diverse spectrum of
individuals, companies, and institutions involved directly and indirectly in the practice of
patent, trademark, copyright, trade secret, and unfair competition law, as well as other fields
of law affecting intellectual property. Our members represent both owners and users of
intellectual property. Our mission includes helping to establish and maintain fair and
effective global laws and policies that stimulate and reward invention while balancing the
public’s interest in healthy competition, reasonable costs, and basic fairness.

1400 Crystal Drive « Suite 600 « Arlington, Virginia 22202




AIPLA Comments on the Draft Revised Special Approval Procedure for Innovative Medical
Devices

June 14, 2018

Page 2

K ARG 2 (“AIPLA”) 143 WO GE A HL 20 o [ & 254 e B 3L )
RATHT (BB ET7 e Rl sttiERE Fe (BATRRD ) SR @il S AR BUEAH b
Sl AN AEEMEMIERAL, AL 13500 ARG, EERMNEFAANSA FDES
BUR AR S5 LS 22 AR FT TR B SRR KR BUE B b B AR B T2 2 T8
ELRERHRE BRI RIAR R RV « A IE 2458 4% S AR R iR e B 40
AN A FE AP o FATHI R A BEACR AR B T & . AR & . 3,
MRS B R B S ALERF 2 . AT EBGEHAMEBGE, Uest. Rk,
I RAESE S & B AR AEEA 2T I 2 3R 7t

As an initial matter, AIPLA commends the development of a Special Approval Procedure
for Innovative Medical Devices. It can take a great deal of time to develop, test, and obtain
regulatory approval before innovative medical devices can be made available to improve the
healthcare of patients.
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AIPLA does not comment on every article proposed in the draft revised Special Approval
Procedure for Innovative Medical Devices. However, our decision not to do so should not
be interpreted as agreement or acquiescence with the proposed article(s).
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Article I1(i)
FoD%

Draft Article II(i) would create a five-year limit on the use of Chinese invention patents or
published applications that could support qualification of a medical device, starting from the
priority date of the patent or patent application. Only patents/applications first filed less than
5 years before the request to enter the Special Procedure could be used to support the request,
which would be a challenge for many innovative products that are developed over more than
five years. This would result in the regulation being unavailable to prioritize review of
innovative medical devices that require substantial development, disadvantaging such
devices relative to other devices that are either less innovative or otherwise easier to develop.
Moreover, it may not be prudent to implement a revision that would press regulatory
applicants to rush their research and testing procedures in order to take advantage of the
expedited review. We would suggest not to put a time limit on patents or patent applications
that could be used to qualify for the Special Procedure. However, in the event that it is
essential to impose such a time limit, we suggest that a reasonable time be at least 10 years,
and more preferably 15 years in order to provide a reasonable time for diligent manufacturers
to perform careful studies prior to seeking approval of their products.
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Article X
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Draft Article X would limit the Special Procedure to a three-year period during which the
registration application must be filed, after which the applicant can file a new application for
the Special Procedure. The period before filing the registration application may include one
or more clinical studies needed to support filing of the registration application, which may
require more than three years to complete. It also may not be prudent to press regulatory
applicants to rush clinical trials to support filing registration applications before the end of
the three-year period. We would suggest that expiration of the Special Procedure for a
medical device be limited to situations in which no action is being taken by the applicant to
proceed with the application. In particular, medical devices under clinical investigation
should not be dropped from the Special Procedure.
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Article XXII (iv) and (v)
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Article XXII (iv) provides for termination of the Special Procedure if the patent application
for the core technological invention has been rejected or regarded as revoked. Article XXII
(v) provides for termination of the Special Procedure if the patent rights or using rights of
the product core technological invention have been lost. We request clarification of the
condition for termination under either of these provisions to limit termination to situations
where all patent or patent applications on core technological inventions have been finally
rejected, revoked or lost where the applicant has either exhausted appeals or declined to
appeal such rejection, revocation or loss.
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AIPLA appreciates the opportunity to provide these comments in response to the draft
revised Special Approval Procedure for Innovative Medical Devices. Please contact us if you
would like us to provide additional information on any issues discussed above.

5 [ EN IR P BUE R P+ 0 AR O CRURT BRI et R b HERE PP (BT 1O )
e A BB A A BIRA T DL TR iR ftat — B E 5, BB R RAT.

Sincerely,
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Myra H. McCormack
President &=/

American Intellectual Property Law Association
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