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CMD ANIEEA SR EERERE GRTHD

CMD Certified Organizations Compliance Management Guidelines

(Draft for Trial)
1. H K Objective
NIEALRGINER, GRETEaNE, #RAZE QUS iz47 Fiw L& H

HNEILZEOR, SEELE R E AR,
To standardize compliance management within organizations, effectively prevent

compliance risks, ensure that organizations meet applicable regulatory requirements during

QMS operations, and achieve compliance objectives.

i 28 GB/T42061 #r#fE. YY/T0595 dnvE AN GB/T35770 FrifE, i€ CMD IAUELH

ZUEAE PR
Currently, the CMD Compliance Management Guidelines are formulated with reference to

GB/T 42061 standards, YY/T 0595 standards, and GB/T 35770 standards.
21 YL | Scope

FEANHLVER N S — FR 5 B VAL EOR, IR SRR SRAE LR IE . AH AR
WS AH RSN R G . HLNKIEHLAE . MRTT IR RAHE . S0
EHNEREDR, e & s BEHE .

Each organization should implement a series of applicable regulatory requirements,
which are interrelated and interdependent, forming the organization's compliance system.
Organizations should determine the scope of compliance management based on their

environment, the needs and expectations of relevant stakeholders, and applicable regulatory

requirements.
AR A EH THREGH ARG EHNEEE. Ral. vFE. BTt &
BRI . 5 W LA VA B R [a) e LA i o S i R

This procedural document applies to the processes of collecting, identifying, assessing,

il
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operating and controlling, inspecting and improving the organization's compliance system
management, communicating with regulatory agencies, and reporting to regulatory agencies.
3. HH i Responsibilities

s

3. 1 & =& H# Top Management

— WA RNENER, BlEGrE, B aAE, KBS E b
Lead the organization's compliance management, establish compliance policies,

uphold compliance commitments, and achieve compliance objectives;
——EH A, BREL, BhaE 0 TR R, B R L a R
Promote regulations, advocate a compliance culture, enhance employees' awareness

of regulations, and clarify employees' compliance commitments;
—— e HEURBEER T TR & R DT BR LA e e« V)il 5 2
Determine the compliance responsibilities and authorities of the organization's

functional departments, as well as allocation, communication, and understanding;
—— W ORAC & &S P T 5 B

Ensure the provision of resources necessary for compliance

management;
— R A ERER L.

Designate a compliance representative (see appendix).
3.2 IR

Compliance Representative
——(Ef e B AT S A ST S IS B H O AR, DA B B AT 4121 QMS

IS

Responsible for the daily work of compliance management under the leadership of the
top management, as well as the integration of compliance management and organizational
QMS;

——HP G G IE B R AL R B 3, WIERERRE A T T BT AN A

5l
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A5, JRMEE S, SOFROTVERS R IOR TR, 450 RasPE. 7=l

FNF R

Organize the preparation of work instruction documents for each process of

compliance management, clarify the compliance responsibilities of functional departments
or responsible persons, and supervise the implementation. The level of detail in the
documents depends on factors such as the size, structure, complexity, and product

categories of the organization;
—— RGN R W E AR, B IR 0 TH R IBAT A IR, R 2

S BB T R ERAR B A VAR, AR S 5

Education and ongoing training on organizational compliance requirements to ensure
that employees are capable of fulfilling compliance commitments, particularly to promptly
communicate new or amended applicable regulatory requirements, ensuring the

organization remains in compliance;
—— DA RS RO AN PR, DIk B0 FXUS: B RN A 2, SR
Gy AERTY

Responsible for the identification and assessment of compliance risks to achieve

effective response and control of compliance risks, thereby realizing compliance

objectives;
—H{H G AAGEE, RS EITREORR S SR AR, AR

SEEMEBNOE, PLFEscBl a0 H s

Organize compliance inspections and improvements, prepare compliance inspection

>

reports according to the requirements of regulatory departments, identify and determine

improvements in compliance management, and continuously achieve compliance
objectives;
—— T W E AU VA A ) M TG 4

Responsible for communication with regulatory agencies and reporting to regulatory

agencies;
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——HLZH5EZ. BHAHRIEARAE R ST AR o

Organize participation in the formulation and revision of relevant national and provincial

regulations and standards, as well as discussions.

3. 3 HAREHKI A 52 T
Functional Departments and Employees

—RFFEAT A IR DT, WA KA
Adhere to compliance responsibilities and uphold compliance commitments;
— RS E IR S 5EIHE
Participate in training and education according to compliance management

requirements;

—— A A, RSO S IUE B R, A ORE S VR EKR

Report compliance issues, adhere to the process of improving and optimizing

compliance management, and ensure that the organization meets regulatory requirements.
4. GREHRIBAT SRR
Planning and Control of Compliance Management Operations

AN SRR S ME B & L AE, &8 B A AR S R I R R —— R

PE —— 1T A i —— A AN S —— 5 M A LR R A [ B LA R

I RE . AR NAR IR 3. 1. 3. 2 AT R 2R, IR sTAE BT BT E AR & MR 5T,
Frgmii L3R T, RE BT AERICS, PLAFIEE R IEsR.

Organizations should plan the processes required for compliance management, which

include the collection of regulations—identification—assessment—operation and
control—inspection and improvement—and communication with regulatory agencies and
reporting to regulatory agencies. Each process should clarify the compliance responsibilities
of the responsible department or person according to the relevant requirements of 3.1 and 3.2,
and prepare work instruction documents, retain records of operations and controls, as well as

records to prevent compliance risks.
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4. 1R BRI
Collection and Identification of Regulations

4.1, 1 H VA SR Va2 AR GE AR AR ol Y BRI . iR
VO FEI N5 FE LR A2

Determine the scope of regulatory collection; organizations should systematically

collect and identify applicable regulations. The scope of regulatory collection should consider

the following aspects:
—HLWEM, prlgirll. e B G RTEE KA R R
LM CAESE, R AR T T AR
The type of organization, the industry it belongs to, the laws, regulations, rules, and

normative documents involved in its role within the industry chain, including local regulations

from provinces and cities;
—— Ry A A A A B IS B Bl R AR
Regulations involved in all stages of the medical device lifecycle;
—— M AT MR, WAH R E T = BUFRETT (T3
W] BT ] AR IMREST] BRI, HhadHs
e Hm AR,

Regulations related to stakeholders, such as the organization's customers, the

>

=

1T

customers' clients, government departments (market regulatory departments, medical device
reqgulatory departments, health commissions, environmental protection departments,
information security departments, etc.), social organizations, industry associations, society,
and the public;
——AHSChRUE R PERRAE . HEFVEARAE . B brdE. AT ARHESE)
Relevant standards (mandatory standards, recommended standards, national

standards, industry standards, etc.);

— A EVEM GEHID;
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Regulations of the exporting country (if applicable);
— LR R BhaS Y, B R ST i S AR B VAR (R L C R R IE D 5
Regulatory collection is dynamic and should timely gather new and amended

regulations (repealing those that are obsolete);
4. 1. 2 SR IR IE A5 7%
Channels and Methods for Regulatory Collection
TEOES BUFRRT TR 4, BT S PPE T &, ARFFEEET 5,
PAEE T G ERIE, DU E RS, 20 4101 SR RV B dicsE
B & AN CRAE AN E S (BREBIT . RIS,

Mainly through government department websites, medical device review and approval
platforms, adverse event monitoring information platforms, standard management platforms,
etc.,, as well as communication with regulatory departments, timely collect newly issued
regulations and changes to published regulations (including revisions, repeals, etc.) according

to the scope proposed in 4.1.1.
4. 1. 3 VA € 2023 N BEA AT ) P VA AR
Identify Applicable Regulations that the Organization Should Implement
HIRHAZ A S HRM ARV BE ORI O e AL, 8 BT ISCER VAR

BEATR A, B E 223 B BT AIBAT B PRI
Based on the organization's type, role, and positioning within the industry chain,

regularly identify the collected regulations to determine the applicable regulations that the

organization should implement.
H IR G N 5178 W1 7€ 1 2308 H B I ZE SRR RN A 25 307 LU
H,

The Compliance Representative shall regularly identify the regulatory requirements
applicable to the organization and integrate them into the organization's compliance

management.
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4. 2 FIER KV E
Assessment of Compliance Requirements

EMESRHIPEE AR A& G A ZOR 5 21 QUS 384T IR, HFEAT K
B iFAl o MU PP 2 AN S UK ZE AT e R e Jm R AS THI R

The assessment of compliance requirements includes identifying applicable compliance

requirements and their relationship with the operation of the organization's QMS, as well as
conducting a risk assessment. Risk assessment is the process used to estimate the likelihood

of non-compliance occurring and its consequences.

4.2. 1 FRCGRA G RIBE R S b N 1T e & R EE SR PP e 5

The Compliance Representative organizes relevant functional departments and

professionals to carry out the assessment of compliance requirements;

4. 2.2 FRLEDR Y QMS 3B AT SR IR XURS: PF A

The relationship between compliance requirements and QMS operation, and risk

assessment;
LB T KGR ELE, RAENNFE S IARZIENERE QUS BT 1R BE
KU VA o

Organizations should systematically assess the relationship between numerous
regulatory requirements and QMS operation based on risk thinking and conduct risk

assessments.
——E IERXTA L i IR AN 31 B ORI S AR DA
The relationship and risk assessment of compliance requirements concerning the

organization's products, services, and activities;

A PR QNS S REAT I AR T 1

The relationship and risk assessment of compliance requirements to the operation of the

QMS process;
—— B IER M AL TAEEE . FRmb vt Al iz ss . N BLRE ) S8 BRI oK
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6 S JRE VA 5

The relationship and risk assessment of compliance requirements to the

organization's work environment, infrastructure, testing equipment, personnel capabilities, and

other resources;
—— A IERX AL AR T CBENBEG1E D758 B IRIEE S XU P1-Ai
The relationship and risk assessment of compliance requirements to other relevant

parties of the organization (such as supply chain partners);

i P EIPERE, AU RER A A B SR AL QUS R . PEhh . ARSS
FMIESh I, MBI E SIERE QUS 2. 725, RS ANE S EL& i B Ak
TEMIER, AEIERIE QMS 1217+ 35w A

Through the above assessment, the organization will systematically identify the
relevance of compliance requirements to the organization's QMS processes, products,
services, and activities, thereby determining specific methods and approaches for integrating
compliance requirements with QMS processes, products, services, and activities, laying the

foundation for the implementation of compliance requirements in QMS operations.

A ERPEE, GRS SRR L QUS /e 77 dh . IRSSAE Bl
R A MRS HEAT MBS PP, RSB AT e ZE A G M5, IS A G JR
K, BIAERERTREE RN RO E . T de. @iflir- k. A EENRE
AR RS JR R o BRSPS N SRS R 8 i, ST & e B
AR, BB AR .

Through the above assessment, the organization will conduct a risk assessment of
compliance risks associated with the relevance of compliance requirements to the
organization's QMS processes, products, services, and activities, identifying potential
non-compliance scenarios, analyzing and evaluating the causes of non-compliance, and the
consequences of non-compliance, such as personnel injury, environmental pollution,
economic property loss, damage to the organization's reputation, and related liabilities.

Through risk assessment, plan measures to address compliance risks, enhance the
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effectiveness of compliance management, and prevent compliance risks.

HZAN Or B 5 IRZER PP E AR SR LS 2.

The organization should retain relevant documented information regarding the

assessment of compliance requirements.
4. 3 G B SR BYIB AT A% il
Operation and Control of Compliance Requirements

4. 3.1 %X Planning
——HRFE W 4. 2 HIE RV 8 45 R AT R A

The organization plans according to the assessment results of compliance requirements

in4.2;
——Er VR S ) SR QUS SR A6 530

The compliance representative organizes the integration of compliance requirements into

the general work instruction documents of the QMS;

EHAHPL NN The main contents are as follows:
« ANFEEAEIT H L) QMS AH A, A I EER FR ALY QUS TR A O ST
HRER 5y, SEREIsAT A, R OR A BRI s

Supplement or revise the organization's QMS-related documents, transforming
compliance requirements into components of QMS process-related documents, implementing

operation and control, and ensuring the integrity of compliance requirements;

« B A SCHRREF 1T B ST AR N B A A 5T AT S A

Determine the compliance responsibilities and compliance commitments of relevant

functional departments or responsible persons;

A NS ERER e

Provide appropriate resources when necessary;
o 1) A AR EESR RS N, IR QUS 1847 324%, i 2 & DK

Develop acceptance criteria for compliance requirements to ensure that the QMS
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operates under control and meets compliance requirements;

—— R G B R ) B AR AT R A AR HE A O ER, A Z T Ew hr E
HIVE b A T 0 R ), 75 B B2 S 96 UE DR DR 2 5 R EEK

Based on the complexity of compliance requirements and the relevant requirements of
mandatory standards, the organization needs to develop specific work instruction documents

and acceptance criteria, and implement verification when necessary to ensure compliance

requirements are met;
— X T B AR A VR A 4. 2 % DA SR A B AT DY e A0 SR R DA DR 4
AR

New and changing regulations must be assessed and planned in a timely manner

according to 4.2 to ensure the organization remains compliant.
4. 3. 2 HMEERISAT Mzl
Operation and Control of Compliance Requirements
——f% 4. 3. 1 (USRAN, SMERENHRK) QUS 1817
According to the planning in 4.3.1, compliance requirements are integrated into the

operation of the organization's QMS;
——1% QUS ZRAN & FE SR AN 7 AR, PLSSIE R H A
Control is implemented according to the acceptance criteria of QMS requirements and

compliance requirements to achieve compliance objectives;
—— S IERAE QIS IBAT AT AR SR, F 25 AR HIEAE.

Any changes to compliance requirements in the operation of the QMS must be approved

by the Compliance Representative.

4. 4 AR A A gk

Compliance Inspection and Improvement

4. 4.1 G E ML

Compliance Inspection and Improvement
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— MR ST SN MR SCETE AT i s, DA G
AR EIB T AR, S EERAG BT RS AT 55

The Compliance Representative is responsible for inspecting the organization's

implementation of compliance requirements to determine the effective and normative
operation and control of compliance, ensuring that compliance requirements are effectively

implemented and fulfilled;

—— H A EAIEEAHLZ QUS N EH

Compliance inspections should be included in the internal audits of the organization's

QMS;
—— A SR A R I AN B RSB A ) R K B AT KU VAL, SR R I
THBRANE LR R K AT 520, AR & R0 2R S VG I AT A2 i) LAY 2 A AL 2K s

Non-compliance cases and issues identified during the compliance requirements
inspection must be promptly assessed for risk, and measures should be taken to eliminate the
causes of non-compliance and negative impacts, ensuring the compliance system operates

and controls in accordance with compliance requirements;
—— A AR N A 1 M LA ) 2 SR i i 5 A 4 o+
The compliance representative should prepare the compliance inspection report in

accordance with the requirements of the regulatory agency;

A B R 4 A LAV TR N

The compliance inspection report should serve as input for the organization's

management review.

4. 4. 2 F IS AT A R B ok

Improvement of Compliance Operation and Control

— oMK NE B LT E R, SEE & s AT A i it

The compliance representative should consider the following information to implement

improvements in compliance operation and control,

- LB SR &M EMRE L,
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Information related to the organization's own compliance inspections;
< WENU HE B TR, Sl 555 B LU AT B B AL TS S
F m)n} 7l:l7 IE] ,flil A%\/_:_J‘é: H

Information from the regulatory agency's routine supervision and spot checks, product

sampling, as well as published regulatory penalties, product recall information, etc.;

« FHRANRFHER

Relevant adverse event information;

- T, BUESURME S

Market and customer complaint information;

« B E
Significant quality incidents;

« BARL AR IRERA KGR

Information of media and social concern;

HAfE R

Other information;

—— &R EAE R, HIERGERS ] 854 AN i i i) & s 47 A%
H S, TR TR, AR i P A S AT SR

The compliance representative organizes the functional departments or responsible
persons to develop improvement plans based on the above information regarding compliance

operations and control suggestions, which are then submitted for approval and

implementation by the highest management and verified.

55 B UL V) SR 1 B LA T

Communication with regulatory agencies and reporting to regulatory agencies

5. 1 AU ST [ i B LA R T I B, AR 135 (b B 5
ERE . ARFAMRE A R RS WA TRMER, JIf
(Z3EEi =D
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The organization establishes a system for reporting to regulatory agencies, specifying the
categories of reports (e.g., quality management standard self-inspection reports, adverse
event reports, product recall reports, risk management reports), content, methods, and

requirements, and retains records of the reports.

5. 2 ZH 2R 8 g N7 RN WS BN LA YA 38 A BE, R e VA P 2 VA IEAIIR | VA IR
VRIEXT G I . ST YA I I R

The organization shall establish a system for communication with regulatory agencies,

specifying the content, frequency, channels, recipients, methods of communication, and the

effectiveness of the communication.
5. 3 Z 5 VLML S bR ST AT AR

Participate in the formulation, revision, and discussion of relevant regulations and

standards.

—HHANRRS H5E K. AW EZERGEIET 50 TE, RIEEL
AW, R B Tk,
The organization shall actively participate in the formulation and revision of regulations by

national and provincial regulatory agencies, providing opinions and suggestions to contribute

to regulatory development;

—HLANBWNS 5 EZARE. A7hRdE . BB HE R FETT 50T TAE,
DR HE S e i ik o

The organization shall actively participate in the formulation and revision of national

standards, industry standards, and group standards, contributing to standard development.
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ff =% Appendix:

HIAERIR DT EK

Responsibilities and Requirements of the Compliance Representative:
g sk, A REFPFIVEER SR HIA R Alkidss;

Abide by laws and regulations, possess good professional ethics, and have no

negative employment record;

2. BB IFRE IEFAPAT E SO DGR B, I, S BRyT 28U SGVE RN
PSR 7 A B I

Familiar with and able to correctly implement relevant national laws, regulations, and

rules, and trained in medical device-related regulations and standards;
3. B YY/T 0287/1S0 13485 Fi1/8Y GB/T42061/1S0 13485 A1 GB/T19001
/1S09001 P& R BEYIRE TS, HAEHMNAER BIHN ;

Hold a training certificate for internal auditors of YY/T 0287/ISO 13485 and/or GB/T
42061 /1ISO 13485 and GB/T 19001/1SO 9001, and the certificate must be valid;

4. B RIFHIE SR T)

Possess good language communication skills;

5. BRI U B E A RIsly, A&RS. WEARALEA e 5k
Jitiik Rz AT I BE

Familiar with the operation of the medical device quality management system and

capable of guiding and supervising various departments of the organization to implement the

system operation as required;

6. BJ7 SRR S AR N 2 B R AR R B 22 P, JERA 3L LB
JY AN TAEZ . BURA 5 UL BT S E . 57 HR. @B RS E
BT, ABAMIEREN, SSCBE A RIFBIRGE /& AL,
CIPCE)) &R EPS=IE: SN
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Compliance representatives of medical device organizations should have a bachelor's
degree or higher and at least 3 years of work experience in medical device companies.
Alternatively, compliance representatives with more than 5 years of experience in quality,
production, technology, or management services in the medical device field, who are familiar
with the management situation of the enterprise and have demonstrated good performance

capabilities in practice, may have the relevant educational requirements relaxed.

7. EMCRERTRIEN HiF 2 non i~ g, BRSINESIA AT M A6
TIRTH ARG S, S ERADGER . B, AW m & E EKT.

After taking office, compliance representatives should continuously enhance their
knowledge, actively participate in various learning and training activities beneficial to
improving their job capabilities, keep up to date with relevant laws and regulations, and

continuously improve compliance management levels.
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