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CAR T TRIALS - PER ORGAN CLASS
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SOLID CAR T CLINICAL TRIALS - PER TARGET
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il 0 0 0 0 0 15 11 0 26
RER 0 0 0 0 0 4 10 12 26
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Juno 0 0 0 0 7 8 7 0 22
MSK 1 2 1 2 5 7 4 0 22
it 2 8 11 11 38 79 116 41 306
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Major changes in the newly
revised Drug Administration Law

The newly revised Drug Administration Law
(“New Law”) came into effect on December
1, 2019. Compared with the 2015 “Drug
Administration Law”, significant changes with
respect to the drug regulatory framework and
its specific content have been made in the
New Law. In response to the major issues

in the current pharmaceutical industry, the
New Law adopts several new systems, which
are becoming more in line with international
standards. For instance, the New Law
establishes the drug marketing authorization
holder system, the drug traceability system,
the first accountability system, the innovation
of evaluation and approval system, the unified
quality management system for drug retail
franchise operation and regulations of online
drug sales etc. Furthermore, the New Law
cancels the Good Supplying Practice (“GSP”)
and Good Manufacturing Practice (“GMP”)
certifications and imposes stricter legal
liabilities. In addition, the New Law stipulates
that entities or individuals importing a small
amount of drugs without an import licence may
be exempted from punishment.

The New Law marks a profound change in the
pharmaceutical industry. The new systems
bring new challenges; the pharmaceutical
enterprises need to pay close attention to

the implementation rules of the New Law,
which will be successively promulgated by the
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legislator so that the industrial practitioners
could understand and implement those
rules. In addition, pharmaceutical enterprises
will need to adjust their practical operations
regarding process and management, based
on the requirements of the relevant laws and
regulations.

1. Drug Marketing Authorization Holder
System

Chapter Ill of the New Law is solely concerned
with the drug marketing authorization holder
system. Before the New Law, the Pilot Plan

on Drug Marketing Authorization Holder
System ( (Zim EHIFPIIFBEAGIEIR R A
Z£) , “Pilot Plan”) was the main regulation
regulating the drug marketing authorization
holder system. The Pilot Plan was implemented
in ten provinces (municipalities) including
Beijing, Tianjin, Hebei, Shanghai, Jiangsu,
Zhejiang, Fujian, Shandong, Guangdong, and
Sichuan. After the expiration of the three year
pilot period, the Pilot Plan was extended for a
further year in several places. The Pilot Plan has
ended comprehensively in November 2019.
Now, with the implementation of the New Law,
the drug marketing authorization holder system
has been fully implemented nationally. Under
the New Law, a drug marketing authorization
holder is legally responsible for the safety,
effectiveness, and quality controllability of




drugs that are either in the process of research and
development, manufacture, trading or use.

1. New Law eliminates GSP and GMP
certifications and strengthens the post-event
supervision

The New Law eliminates the previous requirement
that drug administration authorities shall assess drug
manufacture enterprises and drug trading enterprises,
and issue assessment certificates. Instead, the New
Law requires that drug manufacturing enterprises
and drug trading enterprises establish and improve
the quality management systems of manufacture

and trade of drugs, and ensure that the process of
manufacturing and trading of drugs continuously
meets all legal requirements.

The cancellation of GMP and GSP certifications

will not result in the deregulation of the quality
management of the manufacture and trade of drugs;
rather, the New Law imposes a higher requirement
for enterprises. Since GMP and GSP certifications
themselves are entry licenses, these certifications

will likely lead some enterprises to attach greater
importance to the certifications themselves than on
quality management. After the New Law eliminates
the requirement for GMP and GSP certifications, a
stricter form of supervision is implemented. Drug
manufacture enterprises and drug trading enterprises
shall continuously meet the requirements of the GMP
and GSP, and ensure the full process of manufacture
and trading of drugs is in full compliance with the
laws and regulations. This regulatory change will be
a huge challenge for any pharmaceutical enterprises
with GMP and/or GSP certification(s) that no longer
meet the requirements for certification after obtaining
their certification(s).

[J. The innovation of evaluation and approval
system

The New Law simplifies and improves several
evaluation and approval systems: (1) applying default
license to the application for drug clinical trials;

(2) establishing and improving the communication
mechanisms and expert consultation mechanisms
between drug registration applicants and evaluation
and approval authorities; (3) applying filing systems for
bioequivalence testing and clinical trials institutions;
(4) establishing associated evaluation and approval
systems - chemical raw materials, relevant auxiliary
materials, packaging materials and containers

that directly contact drugs shall be evaluated and
approved together with the drug approval, and quality
standards, manufacturing processes, labels and

instructions shall also be approved along with the
foresaid drug approval; (5) applying priority approval
to pediatric drugs and new drugs for urgent clinical
needs, prevention and treatment of major infectious
diseases and rare diseases; and (6) applying
conditional approval to drugs targeting diseases that
are life-threatening and without effective treatments,
or to drugs which are urgently needed for public
health.

[J. Relevant regulations on imported drugs

In principle, the New Law prohibits producing and
importing drugs without approvals. Nevertheless,
there are three exceptions to this which are stipulated
in the New Law: (1) if any entity or individual imports
a small amount of drugs that have been legally
marketed in other countries, and the foresaid
circumstances of any such unlawful act are minor,
then such entity or individual may be given a
mitigated punishment or exempted from punishment;
(2) medical institutions importing a small amount of
drugs for urgent clinical needs shall obtain approvals
from national drug administration authorities or the
relevant authorized Provincial People’s Government,
and such drugs shall be used in designated medical
institutions for specific medical purposes; and (3)
individuals importing a small amount of drugs for
personal use from other countries and/or regions
shall be regulated according to relevant laws and
regulations.

[1. Drug traceability system

The New Law adds that any drug marketing
authorization holder, drug manufacture enterprise,
drug trading enterprise or medical institution shall
establish and implement a drug traceability system,
provide drug traceability information and ensure
traceability of drugs.

Currently, National Medical Products Administration
has issued a series of relevant regulations, such as
the Guiding Opinions on the Building of Information-
based Drug Traceability Systems ( {xF 2515
BHBEMAREZNIESEN) ), the Guiding
Principles on the Building of Information-based

Drug Traceability Systems ( #5515 B 1BMK
ZEIGZN) ), the Code Requirements of Drug
Traceability Code ( {ZmiBRIRIZEK) ), the
Basic Technical Requirement for Drug Traceability
Systems ( (ARBMRAE A AEK) ), the Data
Collection of Vaccine Traceability ( (EH1BMEZ
#IEE) ) and the Basic Technical Requirement for
Exchange of Vaccine Traceability Data ( {814k
BB AR REK) ). Since the drug traceability
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system is stipulated in the New Law, pharmaceutical
enterprises shall pay close attention to all relevant
regulations and adjust their drug traceability systems
accordingly.

1. First accountability system

The first accountability system means that anyone
who suffers from drug quality issues may file a
compensation claim against either the drug marketing
authorization holder, the drug manufacture enterprise,
the drug trading enterprise or the medical institution.
Upon the receipt of the compensation claim from

the sufferer, the above-mentioned entities shall
compensate to the claimant directly. Any entity that
does compensate a claimant may be able to recover
from actual responsible entities in accordance with
relevant laws and regulations.

According to the first accountability system, a
claimant can choose from the above-mentioned
entity to claim against. The first accountability
system increases the protection for claimants and is
designed to protect the legal rights of claimants.

[J . The unified quality management system for
drug franchise business

Compared with individual pharmacies, franchise
businesses have the advantages of greater scale,
unified management regarding quality, service,
logistics, etc., as well as a strong capability to control
drug quality and safety. Therefore, the New Law is
clearly encouraging PRC drug retailers to adopt a
franchise “chain store” style structure.

However, as of the late start in the drug franchise
business industry and the insufficient government
administrative management ability thereof, the
management capability of different drug retail
franchise enterprises varies, and some drug

retail franchise stores are not actually being
managed uniformly. In order to promote the unified
management of the drug retail franchise enterprise,
the New Law clearly requires the headquarters

of drug retail franchise enterprise to establish a
unified quality management system, and fulfill

its management responsibility of its retail stores’
business operation.

Currently, the specific requirements for establishing

a unified quality management system for drug retail
franchise enterprises are mainly formulated by
provincial drug administrative authorities. Hence, drug
retail franchise enterprises need to pay close attention
to the specific management measures formulated

by provincial drug administrative authorities, and
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establish and improve its unified quality management
system accordingly.

1. Online drug sale

For online drug sales, the New Law clearly stipulates
that specially administrated drugs, such as vaccines,
blood products, narcotic drugs, psychotropic drugs,
poisonous drugs with medical uses, radioactive
drugs, etc., shall not be sold online. Nevertheless,
the New Law does not explicitly state that the online
prescription drug sale is prohibited, leaving room for
the further development of other relevant laws and
regulations.

At present, apart from the Interim Regulations on the
Approval of Internet Drug Trading Services ( { BBk
KR FRSEHETTAE) ) (‘Interim Regulation”),
Mainland China has not issued any other law and
regulation regarding online drug sales. However,

as the Certification of the Internet Drug Trading
Service Institution ( { BEXM 24 15 BARS AI&IL
) ) is not required in practice before conducting
any internet drug trading service, the different

local drug administration authorities may have
different understanding in the implementation of the
Interim Regulation. As such, by the issuance of the
Measures of Supervision and Administration of the
Online Drug Sale ( {Z5mMLEHE M EERNIE) )
and other relevant laws and regulations, the specific
requirements of the online drug sale may be further
clarified.

[. Legal liability is obviously aggravated

The New Law has significantly increased the
administrative penalties for violations thereof. The
highlights are as below: (1) the integrated use of
multiple types of penalties, including confiscation,
fines, production/operation shut down for rectification,
license revocation, license application not acceptable
for a certain period of time, and prohibition of
employment; (2) the large increase of fine amount; (3)
the implementation of a “double penalty system” for
certain serious violations (both entity and individual
would be punished); and (4) the proposal of punitive
damages.

The importance of the New Law revision is self-
evident, and it plays important guiding role for market
regulation for the next three to five years.

Thanks to Ms. Ruchuan Zheng, Ms. Changyao Ding, and Mr. Xiaoyu Hao

for their contribution.
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