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Notice by the National Health Commission, the Ministry of

Education, the Ministry of Science and Technology, and th
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e National Administration of Traditional Chinese Medicine
of Issuing the Measures for Ethical Review of Life Science

and Medical Research Involving Human Being

(No. 4 [2023] of the National Health Commission) (H PR A (2023) 4%)

The people's governments of all provinces, autonomous re

gions, and municipalities directly under the Central Govern

A ARK. HETARBUN, EELSHE. SEREIW, HE
REAEAR D2

ment; all ministries and commissions of the State Council
and all institutions directly under the State Council; and th

e China Association for Science and Technology:

The Measures for Ethical Review of Life Science and Medic

al Research Involving Human Being, as deliberated and ad

B BN E R E R AR B B k) DA E R 2
opted by the National Science And Technology Ethics Com

DIl . SRR, WEVRGHAT, Wlaha TSR, A
mittee, are hereby issued for your diligent implementation
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in light of the work reality, with the consent of the State C

ouncil.
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National Health Commission

Ministry of Education

Ministry of Science and Technology

National Administration of Traditional Chinese Medicine

February 18, 2023

Measures for Ethical Review of Life Science and Medical R

esearch Involving Human Being

Chapter | General Principles

Article 1 For the purposes of protecting life and health o
f human being, safeguarding personal dignity, respecting

and protecting the legitimate rights and interests of resear
ch participants, promoting the sound development of life s
cience and medical research, and regulating the ethical re
view of life science and medical research involving human
being, these Measures are developed in accordance with t
he Civil Code of the People's Republic of China, the Basic H
ealthcare and Health Promotion Law of the People's Repub
lic of China, the Law of the People's Republic of China on S
cientific and Technological Progress, the Law of the People
's Republic of China on Biosecurity, and the Regulation of t
he People's Republic of China on the Administration of Hu

man Genetic Resources, etc.
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Article 2 These Measures shall apply to the ethical revie
w of life science and medical research involving human be
ing in medical and health institutions, institutions of higher
learning and research institutes, among others, in the terri

tory of the People's Republic of China.

Article 3 For the purposes of these Measures, “life scien
ce and medical research involving human being” refers to
the following research activities carried out with biological
samples and information data (including health records, be
haviors, etc.) with human beings as subjects or users (coll

ectively referred to as “research participants”):

(1) Carrying out activities of research on human reproducti
on, growth, development and senescence by physics, che
mistry, biology and traditional Chinese medicine and other

means.

(2) Carrying out activities of research on human physiologi
cal and psychological behaviors, pathological phenomena,
etiology and pathogenesis of diseases, as well as preventi
on, diagnosis, treatment and rehabilitation of diseases by
physics, chemistry, biology, traditional Chinese medicine,

psychology and other means.

(3) Carrying out activities of experimental research on hu

man subjects by using new technologies or new products.

(4) Carrying out activities of collecting, recording, using, re
porting or storing biological samples, information data (incl
uding health records, behaviors, etc.) and other scientific r
esearch materials on life science and medical problems in

volving human being by epidemiology, sociology, psycholo

gy, and other means.
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Article 4 The ethical review work and relevant personnel
shall comply with the Constitution, laws and relevant regul
ations of the People's Republic of China. In life science and
medical research involving human being, participants shall
be respected, the principles of benefiting, non-harm and ju
stice shall be followed, and the right to privacy and person

al information shall be protected.

Chapter Il Ethical Review Committee

Article 5 As subjects assuming the management respon
sibilities for the work of ethical review, medical institutions
at or above Grade Il and health institutions at or above the
level of districted cities (including disease prevention and

control, maternal and child health care, blood collection an
d supply institutions, etc.) carrying out life science and me
dical research involving human being, institutions of highe
r learning, scientific research institutes and other institutio
ns shall set up ethical review committees to conduct ethic
al review of life science and medical research involving hu
man being, and provide bioethics education and training f
or researchers, students, scientific research managers and
other relevant personnel carrying out life science and med

ical research involving human being on a regular basis.

Article 6 Institutions shall take effective measures and p

rovide resources to ensure the independence of the ethica

| review committees.
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Article 7 An ethical review committee shall conduct ethi

cal review of life science and medical research involving h

uman being, including initial review and follow-up review; AL BB AR RSO KA G R R B ST T
accept and coordinate complaints of research participants — fSEEH 2, AUFGHILAG A RIEREL A A BN S5 4 BRI
to ensure that the research will not make research particip 43, HRFRASKIRS 5 E ETAREHRG 2 s AL
ants face unreasonable risk; and organize and provide rele  FS{E RIS A&, MG T .

vant ethical review training, and provide ethical consultati

on.

Article 8 Members of an ethical review committee shall
be selected from experts in the fields of life science, medic .
B\ RMEARLSHELNY YNGR, BB by
ine, bioethics, law and other fields as well as from social el
(B VFFARAUE N T AR A AL rhiiE A, A%
AFDFTN, I HN AR ZE G, RGN, 2% /b 4L

2R

ites. The number of members shall not be less than seven,
and there shall be members of different genders. Ethnic m
inority members shall be considered for regions inhabited

by ethnic groups.

Members of an ethical review committee shall have
appropriate capacity for ethical review and receive trainin
(R A2 A28 A N Y FLAAH N (e T A ey, 2 ARl
g on ethical knowledge on life science and medical researc
2N A TEAS R AR SR RS AR B I
h as well as relevant laws and regulations on a regular bas

is.

If necessary, an ethical review committee may retain indep

endent consultants to provide professional advice on parti
DA, ARFER AR e v DARE MO ), 6T AT AR R )

LB AW . MBI A S 2R, AMSAFAEM TR .

cular issues under review and research. Independent cons
ultants shall neither participate in voting and nor have con

flict of interest.
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Article 9 The term of office of a member of an ethical re
view committee shall not exceed five years and a member
may be reappointed. An ethical review committee shall ha
ve one chairman and several deputy chairmen, who shall b
e recommended or elected through consultation by memb
ers of the ethical review committee and appointed by the i

nstitution.

Article 10 Members of an ethical review committee, ind
ependent consultants and their staff members shall enter i
nto confidentiality agreements, pledging to keep confident
ial the sensitive information known during the ethical revie

W.

Article 11 An ethical review committee shall accept ma
nagement of the institution and supervision by the researc

h participants.

Article 12 An ethical review committee shall establish th
e working system and standard operating procedures for e
thical review, improve the management mechanism for co
nflict of interest and the quality control mechanism for ethi
cal review, and ensure the independence, objectivity and f

airness of the ethical review process.

An ethical review committee shall establish an ethical revi
ew system in advance for emergencies such as epidemic o

utbreaks and specify the time limit for review.
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Article 13 An institution shall undergo the recordation fo
rmalities within three months from the date of formation o
f an ethical review committee, and upload the information

to the National Medical Research Registration and Recorda B4 MR E R A A A 34 A ik

tion Information System. Medical and health institutions sh TR, LR B TSR & s B RS S B BT AR

R I AH LR (oL e M LOG A 58 o JEAA LRI 24T BUR B DG AR 1) B4 8
(TR S (o e e A R VA S VS EC DR N RN LR E S IPS e
LR A S TR .

all undergo the recordation formalities with their practicing
registries. Other institutions shall undergo the recordation
formalities with competent authorities at higher levels acc
ording to their administrative affiliations. An ethical review
committee shall submit the work report of the ethical revie
w committee for the previous year to the recordation auth

ority before March 31 of each year.

The recordation documents of an ethical review committee
AR A2 0 25 4% M BT
shall include:

(1) the list of members and their resumes; (—) NG BRI Z3 03 TAE R 5
(2) the bylaws of the ethical review committee; () e ER NS
(3) the working system or relevant working rules; and (=) TAEGIE ol Ao TAE IR

(4) other relevant materials required by the recordation au
(MY £ ZENLRERAR A FC A AR S R
thority.

In the event of any change in the aforesaid information, an
institution shall update the information with the recordatio Ll Ff5 R R AR, HUAR 2 B I ) 2% SPGB 5 6

n authority in a timely manner.
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Article 14 If an institution fails to establish an ethical re

view committee for carrying out life science and medical r

esearch involving human being or the ethical review comm

ittee is incompetent for the review, the institution may ent VUL WURTT e BN 2R ar R e 2 BP0 B A 7
rust ethical review to a competent ethical review committe i A Zs 51 2 sEAS B A 22 D & TR EAT i A E 0, AL T LT
e of an institution or a regional ethical review committee i FNZEFLAH (8T IH RIS R T 2 2% 01 25 ol X e B b A 23 Dl 2 T Jig
n writing. The entrusted ethical review committee shall co  {&¥I Ao SZZHT MG H T A2 51 2 W 06 o B (RF 7T BRI o 2
nduct follow-up review of the research reviewed. A medica . P47 FANMIN ZBFCAMET LSRN B S7 BA NI 16 2 A 23
| and health institution shall entrust ethical review to an et fi£rok & X AE Bl 25 25 01 4 TF R AG B A 7

hical review committee of a medical and health institution

at a level not lower than its level or a regional ethical revie

w committee.

The provincial competent health departments shall, in conj
unction with the relevant departments, develop measures

for the formation and administration of regional ethical rev
B Y DA R A A SR T DX A B Y 2 0 e TR B

A EIE . DBIC B B2 2 ) 49 2 DB A T ] 6 2%, JF
1 R BEEFUE I R E B AR LR R

iew committees. Regional ethical review committees shall
undergo recordation formalities with provincial competent
health departments and upload the information to the Nati
onal Medical Research Registration and Recordation Infor

mation System.

Chapter Ill Ethical Review B QBT

Article 15 Ethical review shall be generally conducted b O T S (o5 R S e (e A e PARA M A e

y meeting of the ethical review committee.

Article 16 An ethical review committee shall require res
earchers to provide necessary materials for a review, and HTNGE AR AR 5 2 N R A o A T T AR
carry out ethical review and issue review opinions within 3, JE7ES2 2 530K A FFREAS B H A I HH 37 A2 .

0 days after the acceptance.
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In case of emergency, an ethical review shall be
conducted in a timely manner. In the case of an epidemic
outbreak and other emergencies, ethical reviews shall be ¢
arried out and review opinions shall be issued generally wi
thin 72 hours, and the requirements for and quality of the

ethical review shall not be reduced.

Article 17 Life science and medical research involving h
uman being shall have scientific and social value without v
iolating relevant laws and regulations of the state, follow i
nternationally recognized ethical norms, without harming
public interests, and satisfy the following basic

requirements:

(1) Risk control. The scientific and social benefits of the re
search shall not override considerations of personal safety
and health rights of research participants. The risk-benefit
ratio of a research shall be reasonable to minimize the pos

sible risks of research participants.

(2) Informed consent. The right of research participants or
their guardians to know and independently decide to parti
cipate in a research shall be respected and protected, the i
nformed consent procedure shall be strictly implemented,
deception, inducement, coercion and other methods shall
not be allowed to be used to make research participants or
their guardians agree with participating in a research, and
research participants or their guardians shall be allowed to

exit from a research unconditionally at any stage.
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(3) Fairness and impartiality. Research participants shall b
e selected in a fair and reasonable manner, the inclusion a
nd exclusion criteria shall be based on clear scientific evid
ence, and the benefits, risks and burdens of research shall

be distributed in a fair and reasonable manner.

(4) Free of charge and compensation. No research-related
fees shall be collected from any research participants, and
appropriate compensation for reasonable expenses
incurred by the research shall be paid to research participa
nts. Research participants shall receive timely and free me
dical treatment and receive compensation in accordance
with laws and regulations and mutual agreements if they s

uffer research-related damage.

(5) Protecting privacy and personal information. The privac
y of research participants shall be effectively protected, re
search participants shall be truthfully notified of the collect
ion, storage, use and confidentiality measures for their per
sonal information and permission shall be obtained, and th
eir personal information shall not be disclosed to any third

party without their authorization.

(6) Special protection. Special protection shall be given to
participants in research on specific groups such as childre
n, pregnant and lying-in woman, senior citizens, persons w
ith intellectual disabilities and persons with mental disabili
ties; and special attention shall be paid to those involving f
ertilized eggs, embryos, foetuses or those who may be affe

cted by assisted reproductive technology.
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Article 18 Researchers of life science and medical resea
rch involving human being shall submit the following mate
rials to the ethical review committee when applying for init

ial ethical review:

(1) The letter of commitment on integrity of research mate

rials.

(2) The application form for ethical review.

(3) The information on researchers, the legal qualification

certificates of relevant institutions involved in the research

institute and the explanations for sources of research fund

S.

(4) Research plans and relevant data, including literature r

eview, preclinical studies, animal experiment data and oth

er materials.

(5) Letter of informed consent.

(6) Proof of the source of biological samples and informati

on data.

(7) Scientific argumentation opinions.

(8) Declaration of conflict of interest.

(9) Recruitment advertisements and their forms of issuanc

e.

(10) Explanation for the form of issuance of the research r

esults.
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(11) Other relevant materials required by the ethical revie

w committee.

Article 19 After receiving the application materials, an e
thical review committee shall accept and organize the initi
al review in a timely manner, focusing on the following con

tents:

(1) Whether the research violates the requirements of law

s, regulations, rules and relevant provisions.

(2) Whether the qualifications, experience and technical ca

pacity of a researcher satisfy the research requirements.

(3) Whether the research plan is scientific, has social value
and satisfies with the requirements of ethical principles; a

nd traditional practicing experience shall also be considere
d for the review of traditional Chinese medicine research p

lans.

(4) Whether the risks that research participants may suffer
are within a reasonable range compared with the expecte

d benefits of the research.

(5) Whether the relevant information provided by the letter
of informed consent is sufficient, complete and straightaw
ay, and whether the process of obtaining informed consen

t is compliant and appropriate.

(6) Whether the confidentiality measures for research parti
cipants' personal information and relevant data are suffici

ent.
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(7) Whether the recruitment methods, approaches, inclusi
on and exclusion criteria for research participants are appr

opriate and fair.

(8) Whether research participants are clearly notified of th
eir rights and interests, including the right to exit from the
research at any time without reason and without being unf
airly treated as a result of it, the effects of exit from the re

search, and other treatment methods.

(9) Whether the reasonable expenses incurred by research
participants for participation in the research have been ap
propriately compensated; and whether the treatment and

compensation given to the research participants are reaso

nable and legal.

(10) Whether qualified or trained researchers are responsi

ble for obtaining informed consent and are readily availabl

e for consultation on research issues.

(11) Whether there are prevention and response measure

s for the risks that research participants may assume in th

e research.

(12) Whether the research involves conflict of interest.

(13) Whether the research involves socially sensitive ethic

al issues.

(14) Whether the research results are issued in an appropr

iate manner and at appropriate time.

(15) Other key contents to be reviewed.
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Article 20 Members of an ethical review committee that
have conflict of interest with the research shall be disqualif BA SRIRAEAERI S S MG T A 2 e ZS N 4[]
ied from a review. The ethical review committee shall requ i . (B A2 012 W 2 BRSS9 A7 R 2 0P 98 19 2% B2 P
ire members that have conflict of interest with the researc 7.

h to be disqualified from a review.

Article 21 The basic criteria for an ethical review commi .
B B AR SRS AR RAE S ¢
ttee to approve the research are:

(1) The research is of scientific and social value, does not
(=) WA REEM A S E, AN RIEEE I E, A
violate the provisions of laws and regulations or harm publ

ic interests.

(2) The rights of research participants are respected, and t
() MRS HERRRBEE, RRABFIAN NG B3 2R
heir privacy and personal information are protected.

(3) The research programs are scientific. (=) WL Rk,

(4) The criteria for inclusion and exclusion of research part
(WD B2 5 E AR AR HERFE 1M A
icipants are scientific and fair.

(5) The risk-benefit ratio is reasonable and the risks are mi
(1) W2 tb &, WML

nimized.
(6) The informed consent is standard and effective. ) AEREINE. A3
(7) Research institutions and researchers are competent. B WFRNUY R T G AT

(8) The method, content and time of issuance of research r
OV Wt RRATTA L W B A2
esults are reasonable.

(9) Researchers shall comply with scientific research norm
L) BHFCE ST RHERE 5
s and integrity.
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Article 22 An ethical review committee may make decisi

ons on approval, disapproval, approval after modification, B4 AP EZR B AT LIonh B B BRIT SO A
re-examination after modification, continuation of AHEE . BSUEHME . B G TR . REEFoT. B ek b iTIe

research, suspension or termination of research under revi  ¥5e, JEN U E .

ew, and shall explain the reasons.

A decision made by an ethical review committee shall be a

pproved by more than half of all members of the ethical re
{oeii}

—\

CEEE A (I VAT SRl iU (iR e e L S
IR RN R ITI K AR B A LR T FE 2 R R
L5 o R A B LN S P IE SR AE

view committee. Members shall vote after sufficient discus
sion on ethical issues involved in the research, and any dis
agreement with a decision on review shall be recorded in d

etail.

Article 23 When the research plans, the letter of inform

ed consent, the recruitment materials, and other materials e
oy gt S SR AR L S T )
provided for research participants need to be modified for
. AMEFEA. FHEEAMEL SROLEHIR S S E I H AR, BF5T

N 2B USSP A B AR A A

a research approved by the ethical review committee, rese
archers shall submit the modified documents to the ethical

review committee for review.

Article 24 Before the implementation of a research appr
oved by the ethical review committee, the researcher, the
ethical review committee and the institution shall respecti
vely upload such information as the research, the ethical r o L
VUG SAER A A SR HEHE DRSS MR, BT
eview opinions and the review opinions of institutions in a
« ACFELH AT RS IR N KT AR EE A W LA A
AR B KO0 & R E B ARG LR sz, e,
TR LA, JFRRYEDETCE R S BOEE B S e s A&
AU TERIE R B i rp 2 A 45

n authentic, complete and accurate manner according to t
he requirements of the National Medical Research Registra
tion and Recordation Information System, and upload the i
nformation in a timely manner according to the research p
rogress. Researchers, ethical review committees, and insti
tutions shall be encouraged to upload information in real ti

me during the process of research management.
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The National Health Commission shall continuously optimiz
e the National Medical Research Registration and Recordat

ion Information System.

Article 25 For a research approved to be implemented,
a researcher shall, as required, submit various reports on r
esearch progress, serious adverse events, deviation of pla
n, suspension, termination, and completion of research in

a timely manner.

An ethical review committee shall follow up the relevant re
ports submitted by researchers. The follow-up review shall

include the following:

(1) Whether research is carried out in accordance with the

approved research plan and reported in a timely manner.

(2) Whether the research content is changed without auth

orization during the research.
(3) Whether the risks of research participants or changes i
n or new information on the implementation of the researc

h significantly affecting the research are added.

(4) Whether the research needs to be suspended or termin

ated in advance.

(5) Other contents to be reviewed.

The time interval for follow-up review shall not exceed 12

months.

R PR RN AN A B R B 2 U e & R AE R S

B Rk
PUACTISULIE . IR, TR, B 1L, DR
FESIE

X CHEHESEIERIBTSE,  WFF0E Y 4% R S

MR T E 2 I 2 1 SR OB P AT AT RO AT B R o . BREER
LU T A

A 1 IR CLHE R 05 SEEA T FUF s 5

() WFFE R b 15 98 AT A A

(=) ARSI B 2 3 ST S K A 5 B
=8
VU)ol P AT 26 AT

D oAl A7 2250 A (A 2

PR IR A K I 0 1) B AN R 124N
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Article 26 Unless as otherwise prescribed, researchers s
hall immediately report the serious adverse events occurre P ) o - .
BTN BB, WIS B R kR
d during the research to the ethical review committee; and
TS [ S B e o A R SR AF AR RSN Y M
WpEE Ay, DA E IF 5038 R R P IE L 2 5 35 N B 2240 5 48 BB AS

RS RS, IERWFTOG 2 45 LEEAT SR VR AL, R F A W

the ethical review committee shall conduct a timely review
to determine whether the measures taken by researchers

to protect the personal security and health rights and inter
ests of research participants are sufficient, reassess the ris

k-benefit ratio of the research and issue review opinions.

Article 27 To conduct research in multiple institutions, a
collaborative mechanism for ethical review may be establi A AR AW TER MBS LA A HE A
shed to ensure that all institutions follow the principles of ¢ HLHl, Hi{R&HURIRENE — B0k Al A sk J5i )

onsistency and timeliness.

Both the leading and participating institutions shall organiz
BN S: RS 2 41 UG B 7
e ethical reviews.

The ethical review committee of a participating institution
shall conduct follow-up review of the research in which the — Z 5L 48 B 7 A 23 5125 B 290 AL 2 5 I 9 HEA T BRI o 2

institution participates.

Article 28 If an institution cooperates with an enterprise

and other institutions in carrying out life science and medi

cal research involving human being, or provides human bi

ological samples and information data for an enterprise an B NS M S AU & 1 TS M 2 iy

d other institutions to carry out life science and medical re Bl R EE 240 57 4 g Ak &5 H AW U T IS BN IR 2B i Bl 22 R B 2
search involving human being, the institution shall fully un BN IAEWREAR . {5 BEGRN, YUY 784> T ARiF 5T 1) 244
oL, MG RIS A, JFRERER S A, DL B A, (5

ical review and carry out follow-up review, specify the scop EEFEMMEHVEE . A7 aR, IFEFoT s n B L 76 4b B

derstand the overall situation of the research, pass the eth

e of use and processing of biological samples and informat
ion data by agreement, and supervise appropriate disposa

| of them after completion of the research.
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Article 29 When publishing research results of life scien
ce and medical science involving human being, academic j
ournals shall confirm that the research has been approved
by the ethical review committee. Researchers shall provid

e relevant evidence.

Article 30 The ethical review work shall be independent.
No institution or individual shall interfere with the ethical r

eview process or decision of any ethical review committee.

Article 31 The following circumstances may be subject t

o review by summary procedures:

(1) Research in which the research risk is not greater than

the minimum risk.

(2) Minor modifications to approved research plans that do

not affect the risk-benefit ratio of the research.

(3) Follow-up review of an approved research.

(4) In a multi-institutional research, the ethical review com
mittees of the participating institutions confirm the ethical

review opinions issued by the leading institution.

For a review by summary procedure, the chairman of the e
thical review committee shall designate two or more mem
bers to conduct ethical review and issue review opinions. T
he review opinions shall be reported at the meeting of the

ethical review committee.

BN
158 3 P VAL NI e S UK (e H I R S AR UK A R Tl e P VA £
PERHIRAEW] o

SERITIAE T e BB i B2 MBS 220 5

LR S

AT HUE R A 2 A 4

MBI A TARRY R, AR A
A8 A A R T A OE

F=A4 LURKS BT LUE 5 5 R o A 6y 2
(=) WFGE ARG AN K T e/ IS ARG PRI

() CHEHEIRIBETT RAE R ME S H AW 7T XS 52 28 LE BT

(=) CHEERTTUIR BRER

) ZHFFEIIBETTh, 2 5P 8B A 23 B S ALY
LG L A R DL IR A
17 5 P27 o 28 piAG T o A28 03 4 TAT 2% g e WA g LB i 28 B ik
TP AT, Jfl A M. T LS Y fEAR B T A 2R o il

L.
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During the process of review by summary procedure, if the

re are changes in the risk-benefit ratio of the research, dis i /7 di &t f2rf, RPN 220 b AR by o A2 B 2 )
agreement among members of the review committee, ort WA, & A2 AL H T E AU AR, WIREN & 30H &
he review committee suggests the need for review at a me

eting, it shall be adjusted to review at a meeting.

Article 32 Where human information data or biological s

amples are used to conduct life science and medical resea

rch involving human being under the following circumstan BT AR BB sk AR T LU T I
ces, which does not cause harm to human being, does not {15 & AN (A BHA R 22005, AN ARG i 3 . AN S usA
involve sensitive personal information or commercial inter  Afi B ECE BRI, T CUGBRAGEL S 2, LAk RHMIF A 53 A0 22
ests, ethical review may be exempted to reduce unnecess  [IiH, {EREW AR A dr Rl 22 RIBE 22 0F 90 0T i

ary burden on researchers and promote life science and m

edical research involving human being.

(1) Utilizing lawfully obtained public data or data
) RHGZIRG AT, B B EE EA T A AT A

A B BEA TSN 5

generated by observation without interfering with public a

cts to conduct research.

(2) Using anonymized information and data to conduct res
(2 fHEE A A AR A T ST 5
earch.

(3) Activities of conducting research with existing human b

iological samples whose sources comply with the relevant

laws and regulations and follow the ethical principles, acti (=) T EE A EMREAR T RS, Il F AR R AR A
vities of conducting research whose contents and purpose &A1 STZ MRS BRI, AFF 5T AT 5 P 28R AR RIS 1 2R 17 [ 22 v el
s fall under the scope of standardized informed consent, a A, HAW ZMH MR WIGAATE wRe . ik, wlisifk
nd activities that do not involve the use of human germ cel  FJJER /255N 1

Is, embryos, reproductive cloning, chimerism, and heritabl

e gene manipulation.
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(4) Conducting research with human cell strains or cell line

s from the biobank source, conducting research whose rel
VYD A FH AR AR P R 1) N U5 40 PR B8 0 2R 50T SR,

FUHISR AR H AR ARSI A, HAN S AR AT A A P 5
Wi dtkfr TR IR R R ST B

evant contents and purposes fall under the scope authoriz
ed by the provider, and carrying out activities that do not i
nvolve human embryos, reproductive cloning, chimerism,

and herbable gene manipulation.

Chapter IV Informed Consent I =Y

Article 33 Before conducting research, researchers shall

obtain a letter of informed consent voluntarily signed by re P N o )
B =5 BRRETPRBEAE, RIS 5% AR
search participants. Research participants do not have the

BFMATE AR S 5B ARG A R R R,
WFFEE B AR AL SN AR, 9T AT % B s R A i R L S AN UE W 4

ability to give consent in writing, and researchers shall obt

ain their oral informed consent and provide process record

Bl
s and supporting materials such as audio and video record
ings.
Article 34 Research participants that are incompetent o
r have limited capacity for civil conduct shall obtain writte FUE BARS S E N EREAT LA A S B R

n informed consent from their guardians. While obtaining t 47 4 f¢ s Af6), N 43RS KB s A . Sy AR
he guardians' consent, researchers shall also notify resear  [{[RIN, BFF0E BN AL S 5 3 7 B 690 B P 25 AR 5
ch participants of the relevant information within the FEAH R .

understandable scope and obtain their consent.

Article 35 A letter of informed consent shall contain suff
icient, complete and accurate information, and expression FoT A ABRERNSES S R RHINE R
s in language, video image that research participants may , JFRAFRS 5 & Bl BLAR IO TE & 507 PG 0T R iR .

understand.

Article 36 A letter of informed consent shall include the o
NG A RN S RS LL R A
following contents:
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(1) Research purpose, basic research content, process, me

thod and time limit for research.

(2) Basic information on researchers and qualifications of t

he research institution.

(3) The benefits that the research may bring to the researc
h participants, relevant personnel and society, as well as t
he discomfort and risks that may be caused to the researc

h participants.

(4) Protective measures for research participants.

(5) The scope and method of using the research data and t
he personal data of research participants, whether it is sh
ared and reused, and the scope and measures of confiden

tiality.

(6) Rights of research participants, including voluntary par
ticipation and exit at any time, informed, consent or disag
reement, confidentiality, compensation, free treatment an
d compensation in case of damage, access to new informa
tion, re-entering into a new version of letter of informed co

nsent, obtaining a letter of informed consent, etc.

(7) Matters needing attention of research participants befo

re, after and during the research.

(8) The contact person and contact method of researcher,
the contact person of the ethical review committee, and th
e contact person and contact method when problems occu

rs.

(=) WIFTHI . BEABITTN A R Tk By B s
() WRGUEFEAAE B ST 55T

(=) BIIUATREE IS 53 . RN DA

RELE WIS 5 3 R (K AN TG A A 5

SRt AL, USR]

I XS 5 AR 1T

D BRI S 5FH AN AN BORIOAE R B AT 50, 2 ik T

SRR IRAIR DA DR Y R A4 e 5
N WIS E AR, O A RS IAMBERRE . J0 . Rk
HARR RE A2 AT NP I T RAMEEGE W B

R R ARSI R A I RS AR AN [ A1 5

(B MRS LHEAS VT B0 MEFOE R p ivE B e,

OO HIFLE RN AR TT 0 BB
v R AR U R AR R A U5 2

EQAENIS VNI ISV
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(9) Duration of the research and the number of research p
L) BEFCRIN )RR 2 5 2 1 B
articipants.

(10) Whether the feedback of research results will be sent
) W RE R SRR S5,
to the research participants.

(11) Notifying research participants of possible alternative
Gl SIS 53 T GEIREARIA T M H LB 52 2 A0 XU 5
treatments and their main benefits and risks.

(12) Where collection of human biological samples is invol

ved, it shall also include the type, quantity, use, storage an
CH2D RN EREARREEN, SER S FR A REA RIS 3L

i . GRS A CESRRR S EEM T s T R JEE M IR
R BERAGRY . XAt BB BAEAT R A

d utilization of the biological samples (including whether th
ey are directly used for product development, sharing and
secondary utilization), privacy protection, external provisio

n, destruction and other relevant contents.

Article 37 In the process of obtaining informed consent,
researchers shall explain to research participants one by o FotbA R RRERBOIR D, RO R e T
ne according to the contents of a letter of informed consen [ &N A IS 5 E BT o

t.

A researcher shall give research participants sufficient tim

e to understand the contents of the letter of informed cons
WS N 25 TS 538 70 5 (i ] B A TR Oy 2%, hr

RS HEA RS FES MU e IF 8B s 21

ent, and research participants shall decide whether to
agree to participate in the research and enter into a letter

of informed consent.
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In psychological research, if informed consent may affect t
he research participants' answers to questions and affect t
he accuracy of the research results, it shall be reviewed an
d approved by the ethical review committee under the pre
mise of ensuring that research participants are not harme

d. The researcher may sufficiently notify research participa
nts and obtain their consent after the completion of the re

search, otherwise the data shall not be included in the rese

arch.

Article 38 A researcher shall obtain informed consent of
research participants again under the following circumstan

ces during the research:

(1) Substantial changes have been made in the research c

ontent related to research participants.

(2) Research-risks are substantially increased or added.

(3) The level of civil capacity of research participants has b

een raised.

Chapter V Supervision and Administration

Article 39 The National Health Commission shall, in conj
unction with other relevant departments, be responsible f
or the supervision and administration of the ethical review
of life science and medical research involving human bein

g across the country.

TECHEABFTO, DA R R T BESE RWEE 2 5 38 0 WDl ml %, i
SORMETTER, RIS L& A0 H K F e
AR AT A AE, BEHE W DRI E UG R S M 2 5
FFAEAHIERE, 15 A NI T E -

RIS

F=1 )\ &
RIS L5 O A0 (7]

W R R A R AR, WFE Y R

(=) 505 5 H MR N 2 R A ST AR A

) SRR SG K DA S ST e e 8 58 D 5

(=) BIAUB S RN TSI,
WA WEEE
CESDIR SR N P S RPN e |

BN A R A B A B AR T 2 6 e
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The National Health Commission shall be responsible for th
e supervision over the ethical review of life science and m
edical research involving human being carried out by medi
cal and health institutions across the country, and the Nati
onal Administration of Traditional Chinese Medicine shall b
e responsible for the supervision over ethical review of tra
ditional Chinese medicine research involving human
being. The Ministry of Education shall be responsible for th
e supervision over ethical review of life science and medic
al research involving human being carried out by institutio
ns of higher learning across the country and administer rel
ated work of institutions of higher learning directly under t
he Ministry of Education. The supervision and administrati
on of the ethical review of life science and medical researc
h involving human being carried out by other institutions o
f higher learning and scientific research institutes shall be
in the charge of the relevant departments according to the

relationship of administrative subordination.

The health, education and other departments of the local
people's governments at or above the county level shall, in
accordance with the division of functions and responsibiliti
es, be responsible for the supervision and administration o
f the ethical review of life science and medical research in

volving human being within their jurisdiction.

Supervision and inspection of the following contents shall

be mainly conducted:

(1) Whether the institution has established an ethical revie

P 5% T A e 4 4 [ B T ZE LR T R R0 N R 2 i Bl A B

FOTC T AN, P B2 )R ol K P B 2y i S Ue B
AR HA ST A A BT R RN A dr R s 2
DR AR, JFE BLEE H R R AR R T . b a5

SERRRHIF BE T T RE RIS SN IR A i Bk M B 22 A B A ) B
BT B E OC AR AR OGHE T T 5

BV M7 N RBUR DA e, #0m SR80 MK 5t 2 T A SeAE
B BN A i A R B 2 T S I 2 A M

LRERA NN

w committee and undergone recordation formalities as =) MR BB IR e B RN S, HFHMT&R
required.
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(2) Whether the institution provides sufficient funds for the

ethical review committee, whether it has full-time and part () HUH &G WG T2 b 4R R 40 2, 04 05 3B T4
-time staff members, equipment, and premises, and whet A fi. &4 91 FCREURA ISt 75 ) LR IEAS B 28 23 0l 2
her the relevant measures adopted may ensure that the et 7 JF & T4}

hical review committee can carry out work independently.

(3) Whether the ethical review committee has established

=

and improved the management mechanism for conflict of i (=) (&R A2 bl 23 75 @ 3 @ 4 F 25 vh 54 FH L5

nterest.

(4) Whether the ethical review committee has established
VYD AGBEH A2 23 2 15 1 240 B B Ao
an ethical review system.

(5) Whether the contents and procedures of ethical review
CT) AR BEH A ) R FIFE P A5 2K
satisfy the requirements.

(6) Whether the information on the research reviewed is u
ploaded and updated in the National Medical Research Re N THAEMFUR TS, RN ERE L& R G R RS
gistration and Recordation Information System in a timely  bf&. #HHiE A,

manner.

(7) The implementation of the results of ethical review. B fRHHE AT L

(8) The information on the management of ethical review d
O\ AS BT A SRS B I
ocuments.

(9) The ethical training and learning of the members of the
Ou RHH ARG 2RAMGHITIIL 22260,
ethical review committee.

(10) Other relevant contents requiring supervision and ins
) FAR TR B AL RAR R 2
pection.
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The competent health departments at all levels shall estab
lish an effective mechanism with the relevant government
departments at the same level to strengthen work consult

ation and information communication.

Article 40 The national and provincial competent health
departments shall take the lead in setting up medical ethic
s expert committees at the same level or entrust the work
of medical ethics expert committees at the same level to r
elevant institutions, provide technical support for health, e
ducation and other departments to carry out ethical revie

w, supervision and administration, train members of ethic

al review committees within their jurisdictions on a regular
basis, and assist health, education and other departments
at the same level in carrying out supervision and inspectio

n.

Article 41 An institution shall strengthen the routine ma
nagement of the ethical review work of life science and m

edical research involving human being carried out by the e
thical review committee set up by the institution, evaluate
the work quality and review efficiency of the ethical revie

w committee on a regular basis, put forward opinions or su
ggestions for improvement of the problems found, and adj
ust the ethical review committee or its members according

to the needs.

G LA AR BT 2 45 ) BT AR DG TS AT L,
AR R S .

B4
FBL KL N RE LA R R L A B e XL AR T
P, A DARERE. BE AT A B o A L I PR B SE
Fo SEWDREEDC N AR B B2 S e DUAT B, DRI A
B BESRER DT R .

Tl 0 A 20 L A A B A 0 1D I 24 S e 7 ) 4

0+
TFIERH B N A i sk 22 M B 22T SUA B 2 DA B H R B, 52 )
PG AG BT A 2 5 2 AR BT A AT AR, AT B I B B it 5
HERR L WL AR TG SRS B B 2 el R A S

25 UM 2 et A B BE ST A0 L 2 2 B 4
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Article 42 An institution shall urge its ethical review co
mmittee to implement the rectification opinions put forwar
d by the relevant government departments at or above th
e county level; and if the ethical review committee fails to
complete rectification within the prescribed time limit or re
fuses to conduct rectification, and the violation is serious o
r causes serious consequences, the institution to which the
ethical review committee belongs shall adjust the ethical r
eview committee, revoke the chairmanship of the ethical r

eview committee, and hold the relevant personnel liable.

Article 43 Any entity or individual shall have the right to
tip off violations of medical research ethics, violations of la
ws and regulations or misconduct in life science and medic

al research involving human being.

Article 44 Where a medical and health institution fails t

o set up an ethical review committee or entrust review to

an ethical review committee according to the provisions, a
nd conducts life science and medical research involving hu
man being without authorization, the local competent heal
th department at or above the county level shall impose ad
ministrative penalties and sanctions upon the relevant inst

itution and personnel according to the law.

Other institutions shall be handled by the competent
departments at higher levels according to their administra

tive affiliations.

L]y g
N BORAR SR I3 K ME ORI s AR B 7 2 O3 S AR TE L U PR
P o RS B R A A, U ) R O™ R R, LR
FERLR R G HAG B B 2 by o . N AC B A 25 A
» BFAMFANRTUE.

A WURIRE S BHRAHLI 16 B A28 R v 9 L

Ao FALZR A B

I+ =4
SBT3 e R A2 AR T

AT S B AN NI AT BRI S NI i B
S A AT N

H00+-PY 4%
WA KRB R AR AN, AR RN AR g 2
WS, B EL L M T A S T AT S RIN R4,
TATBUL TR S5 o
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27/33

Saved on: 09/12/2023



B e RA

W P E UL A

[CLI CodelCLI.4.5158857(EN)

Article 45 If a medical and health institution and its ethi
cal review committee violate the provisions of these Meas
ures and fall under any of the following circumstances, the
local competent health department at or above the county
level shall impose administrative punishment and sanction
upon the relevant institution and personnel according to th

e law:

(1) The composition of the ethical review committee and t
he qualifications of its members do not satisfy the require

ments.

(2) The ethical review committee has not established a ma

nagement mechanism for conflict of interest.

(3) Failing to establish a working system or develop operat

ing rules for ethical review.

(4) Failing to conduct review under the principles of ethical

review and according to the relevant rules and regulations

(5) Disclosing research information or personal information

of research participants.

(6) Failing to undergo recordation formalities and upload in
formation to the National Medical Research Registration an
d Recordation Information System in accordance with the r

elevant provisions.

(7) Failing to accept formal entrustment to issue ethical re

view opinions for other institutions.

CHLR T
BUE, HTIINGZ 0, gl by TA 4 0 T %
BUBFI Skt TAT B T AR 53 -

By DAL 2 FUAR T TR A 2 DA 23 IR AN

) ARIA AR IR B DB IO 5 R

() MR ZR S S AR RS b S BRI 5

(=) RIS H AT Y T AF B sl A E AR 5

CPUD AR AR B 2 i DU RIIA S R 5 1) R AT 5

Ch) WMERE S RS 5 ED AE R
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(B R IEAZAT N IRt HAS B 2 5 LA

28/33

Saved on: 09/12/2023



BHdd R AR [CLI Code]CLI.4.5158857(EN)

P T

(8) Failing to urge researchers to submit relevant reports a
OO RBHRBIE T PR AEAH SR A H I R R o 5 115
nd carry out follow-up review.

(9) Other circumstances that violate the provisions of thes
O HALH A TP I T«
e Measures.

Other institutions shall be handled by the competent
departments at higher levels according to their administra — HABHUFFIBITES B X R, I B a1 Aab e,

tive affiliations.

Article 46 If researchers of a medical and health institut

ion violate the provisions of these Measures and fall under . . - o
VU784 By PANMTIS G RAIENE, AT
any of the following circumstances, the local competent he
SIETE 2 — (1), B AL by 1 AR {8 T T S LR R B

WIEA TATBAL T AN Ab S5«

alth department at or above the county level shall impose
administrative punishment and sanction upon the relevant

institution and personnel according to the law:

(1) Carrying out research work without authorization befor
() WIFTEE WIS ZEARIRAHE BT A 22 D2 o S e il B O et

AR

e the research or research plan is reviewed and approved

by the ethical review committee.

(2) Failing to report serious adverse reactions or serious ad
() B RE R A ™ AN R R N EGE A B SR & RS

B T2 A

verse events occurred during the research to the ethical re

view committee in a timely manner.

(3) Conducting research in violation of relevant provisions
(=) 38 st i) sOAH 58 TR 51
on informed consent.

(4) Failing to submit relevant research reports in a timely
DU R SIS ATAH I TR A 10
manner.

(5) Failing to upload information in a timely manner to the
National Medical Research Registration and Recordation In (i) A IR E 5P 2A0F 90 80 4 S5 B RS EALE AY;

formation System.
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(6) Other circumstances that violate the provisions of thes

e Measures.

Other institutions shall be handled by the competent
departments at higher levels according to their administra

tive affiliations.

Article 47 An institution, ethical review committee or re
searcher that violates the requirements of the laws and re
gulations in carrying out life science and medical research
involving human being shall be handled according to the r

elevant laws and regulations.

Article 48 Administrative actions taken by the relevant
administrative departments of the people's governments a
t or above the county level against institutions and individ
uals that violate these Measures shall be disclosed to the p
ublic. Institutions and individuals that seriously violate the
provisions of these Measures shall be recorded in the data
base of serious dishonesty in scientific research, be incorp
orated into the credit information system in accordance wi
th the relevant rules of the state, and be jointly punished a

ccording to the law and regulations.

Article 49 Any organization or individual that violates th
e provisions of these Measures and causes damage to the
person or property of others shall assume civil liability acc
ording to the law; and where a crime is constituted, the vi

olator shall be held criminally liable according to the law.

Chapter VI Supplementary Provisions
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Article 50 For the purposes of these Measures, “researc

h participants” include subjects for human research and in FHE ABEIHRIIAS S E O AR ZRE, B
dividuals who provide personal biological samples, informa  J3RMEAN NAEWFEA (G5 B8dE. RS0 78 & M T8 R R4
tion data, health records and behaviors for life science ArEFE R E AT R

and medical research involving human being.

Article 51 For the purposes of these Measures, “human
being or human biological sample” includes human body it FH 4 AINEFRNSE NIRRT AR A 5
self, human cells, tissues, organs, body fluids, flora, fertiliz LA ARIZIME. 2120, 288 . AV, W RGN, NG TG

ed eggs, embryos and fetuses.

Article 52 If state secrets are involved, they shall be dec

lassified when submitting ethical review and obtaining the

informed consent of research participants. If it is impossib FHT A WREZSWER, RS SRR
le to conduct declassification, a confidentiality agreement 25 5111 [F] & I W 23047 L 26 A HE . IR HEAT IS AE B, I 228
shall be entered into and administration shall be strengthe — F{R& BRSO INERTT B, & 28 4 A B A AN AE [ R I 22 o
ned. A research that has not been declassified shall not be id# %GRS k.

uploaded to the National Medical Research Registration an

d Recordation Information System.

Article 53 The ethical review of life science and medical

research involving human being included in the list of high - o
FAA 5 AR R KRR ) 8 5 A

-risk scientific and technological activities of science and t
A RE A RN A S AC B Ay, Y ST [ 506 TR A e K

BRI B G B A KA OC 2K

echnology ethics shall also satisfy the relevant requiremen
ts of the state for ethical review of high-risk scientific and t

echnological activities of science and technology ethics.
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Article 54 These Measures shall come into force on the
date of issuance. If, before these Measures come into forc
e, an institution carrying out life science and medical rese
arch involving human being have set up an ethical review

committee, the recordation formalities shall be undergone -
HIIS Ak A KA 2 BT AINEMEITHT, A

Fop BN E G R 2T SR TSR B A G 1), Y
N AAINEIAT 2 HE6N H e & %, IHERREZITEIL
FRERARR AR . CLMCBLHF AHUETT R LA Rl
FNBE2EREST, 2 E AT ME S 2 FORAN T e E K2 2 50 6l
HREERAR TGN AL AT,

within six months from the date when these Measures com
e into force, and the information shall be uploaded to the

National Medical Research Registration and Recordation In
formation System. For life science and medical research in
volving human being that has been subject to approval up
on ethical review, the information shall be uploaded to the
National Medical Research Registration and Recordation In
formation System within nine months from the date when

these Measures come into force. No information shall be a

ccepted upon expiration.
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