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Dear Sir/Madam:
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The Biotechnology Innovation Organization (BIO) appreciates the opportunity to submit
comments in response to the Technical Guideline on Clinical Trials of Cellular Immunotherapy Products
(Draft Technical Guidelines). We commend the China Center for Drug Evaluation, National
Medical Products Administration (NMPA), for its efforts to address regulation around these
important therapies.
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BIO is the world's largest biotechnology trade association representing biotechnology companies,
academic institutions, and related organizations across the United States and in more than 30 other
nations. BIO member companies are involved in the research and development of innovative
biomedical, agricultural, industrial, and environmental biotechnology products.
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In the healthcare sphere many of BIO’s member companies are involved in the research and
development of cutting-edge transformative products and technologies including cellular therapies.
These therapies have the potential to cure intractable diseases, bring hope to patients in need, and
change the way we think of disease. However, it has only been in the past decade that research
and development for cell therapies has brought the real potential of these products to light.
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As regulation often lags behind scientific advancement, current regulatory frameworks directly
addressing these products and technologies are sparse, and in some ways, nascent. Nevertheless,
several countries have taken the initiative to develop guidelines in this area. BIO commends China
for joining the growing number of countries preparing its regulatory system for the proliferation
of these innovative therapies. BIO further recognizes China’s efforts to provide more regulatory
transparency as per the requirements of the Technical Barriers to Trade (TBT) Agreement of the
World Trade Organization (WTO), as well as other relevant international transparency
commitments, by allowing for a notice and comment period.
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However, to achieve legitimate policy objectives such as the protection of human health and safety,
BIO believes a more robust commenting period may be warranted. In the section pertaining to
Format and Guidelines for Notification Procedures for Draft Technical Regulations and Conformity Assessment
Procedures of the TBT Agreement, the WTO recommends “a normal time limit for comments on
notifications of 60 days.” Such a time period would allow for translation of the notice or guideline,
and also provide for proper consideration of the important topics discussed. Topics such as clinical
trial design, selection of patient population for clinical trials, dosing and treatment plans, and long
term follow up are critical in any clinical development process; however, they can present specific
challenges for cell therapies. Given that the global understanding of these types of therapies are
still evolving, adequate time for public commenting is especially important. Furthermore, given
the novel and developing applications of cell therapy products, and in the spirit of fostering a more
efficient clinical development process, BIO recommends early and frequent communication
between the regulatory authority and the product sponsor in developing clinical trials.
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BIO’s preliminary assessment of the Draft Technical Guidelines is that it provides important
information to help companies navigate the cell therapy space in China. BIO was pleased to see
references to relevant ICH guidelines throughout the document and we applaud NMPA’s
membership in the ICH as well as its position on the ICH Management Committee. BIO believes
that NMPA’s continued adherence to, and implementation of the three tiers of ICH guidelines,
coupled with the requisite training, will serve to address many of the regulatory concerns
associated with cellular therapies.
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BIO’s member companies are committed to bringing innovative cell therapies to the patients that
so desperately need them. While BIO’s comments are preliminary in nature, BIO looks forward
to an opportunity to work with the NMPA to ensure that these cell therapies are safe, efficacious,
and high quality, and meet appropriate regulatory requirements while at the same time allowing
the timely access of these products to the patients.
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BIO is grateful for the opportunity to submit comments for consideration by the Center for Drug
Evaluation. Please contact Joseph Damond, at jdamond@bio.org, if have any question ot if you
would like to request additional consultations.
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Sincerely,
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Joseph M. Damond
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Executive Vice President for International Affairs
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Addendum: Introduction to Biotechnology Innovation Organization (BIO)
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Biotechnology Innovation Organization (BIO)
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The Biotechnology Innovation Organization (BIO) is the largest biotechnology not-for-profit
trade association in the world, representing over 1,000 biotechnology enterprises, academic
institutions, biotech R&D and innovation centers, and related organizations from more than 30
nations. In 2017, BIO joined the International Council for Harmonization for pharmaceuticals
and serves on the ICH Management Committee. BIO’s member companies are involved in the
research and development of hundreds of innovative healthcare, agricultural, industrial and
environmental biotechnology products, from cutting-edge regenerative medicines and medical
diagnostics to renewable fuels and bio-based plastics.
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BIO corporate members range from entrepreneurial companies developing a first product to
Fortune 500 multinationals. The vast majority of BIO’s member companies are small and medium
sized enterprises (SMEs), including many innovative life-sciences start-ups, but BIO also
represents multinational pharmaceutical companies that have a portfolio of biotherapeutic
products. SMEs are a critical innovation force in the biomedical industry, responsible for 70% of
the global clinical pipeline and 84% of all Orphan-designated programs.
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BIO also works towards enriching the industry with networking, partnering and education
opportunities. We organize the BIO International Convention, the global event for biotechnology,
along with many other industry-leading investor and partnering events held around the world.
Arguably the industry’s leading partnering software, BIO One-on-One Partnering™ system



facilitates 50,000 face-to-face meetings each year among investors, biotech companies,
pharmaceutical companies, academic institutions and non-profits at live events.

BIO 41 T 2 B briGal, BIEEEN BIO AR ARRE R KRS, BB
VAR AE A S 28T IR 5 S TR IR R BOES) . B ESE, BIO &R
F£5E R T H - BIO One-on-One Partnering™ - AMYULEAEYIFARAT NN [FIEHAR, IEFFFAE
BIO WIS e T B #H . AHE AR, FIZG AR AR KR E FIHZAE
50,000 2 UXHRITHI Tl 2R -

Socio-Economic Trends and Industry Reports
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In addition to convening biotechnology leaders and experts and providing platforms for
collaboration and exchange, BIO also conducts industry and trends analyses and sponsors research
initiatives to formulate, evaluate, and promote policy solutions that accelerate innovation and
promote economic growth and progress. BIO’s 2020 Emerging Therapeutic Company Investment
and Deal Trends Report, for example, highlights key investment and partnering activities in
emerging therapeutic areas and provides industry, policymakers, and other stakeholders with a
comprehensive view of trends driving global biomedicine development.
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https://www.bio.org/events

