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Part 1

Current Situation of

Medical Device Industry in China



Information of Hospitals in China

Registered hospitals: 18,369;
More than 750 are 3A hospitals.
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Medical device manufacturers: above 12,000

- In 2006: 12,243;

- Increase of 1,796 compared with the year of
2005

e Gross Industrial Output Value: estimated USD
65 billion in 2006



General Situation: Manufacturers

Types of Industry Structure

ate-owned Ente

/

(measured by quantity)



Import and Export:

Keeping Rapid Increase

Total export volume: USD19.61 billion
Increasing by 26.30% in 2006.

Total import volume: USD11.06 billion
Increasing by 11.20% in 2006.



General Situation: Manufacturers

Three key geographical manufacturing areas

o Pearl River Delta
* Yangtze River Delta
 Bo Hail Bay Loop



General Situation: Market Figures

Business Situation:

e More than 30,000 distribution agencies

e Import Products over 70% Market Shares

Focus on High-tech devices and large
equipments



Problems

Commercial Corruption Practices
NDRC policy of restricting price
Equipment Selecting & Quota system
Developing Regulation System

Low R&D Input

Technology Achievement Transfer
Difficulties

Lack of high-tech products



Growth Engine:

GDP increase more than 10% each year

MOH building the country and community
Medical treatment systems

Hospitals management system reform
After SARS, medical devices input increase

Growing desire for better quality of care

Increasing availability of health care insurance



Part 2

Organization of SFDA



Organization of SFDA

State Food and Drug Administration £ SFDAE ¢

Department of Drug Registration

— Department of Medical Devices

— Division of Standards

— Division of Product Registration

— Division of Safety Supervision
Application Acceptance Office

= Technical Evaluation Centre of Medical Devices

Medical Device Testing Centres

Department of Drug Safety and Inspections

— Department of Drug Market Compliance

m Department of Personnel and Education
m  Department of International Cooperation
m Department of Food Safety Coordination
— Department of Food Safety Supervision

— Department of Policy and Regulations

= General Office



Department of Medical Devices

1. Functions of Division of Standards

e Drawing Up Medical Device Standards, Coor-
dinating with International Organizations of
Standardization;

e Classifying Medical Devices;

e Qualification Recognition and Supervision of
Testing Labs of Medical Device.



2. Functions of Division of
Product Registration

« Supervising and Directing the Work of Medical
Device Registration in the Whole Country;

« Undertaking Concrete Review and Approval of
Registration of Class 111 Medical Devices
Manufactured in China and All Classes of Medical
Devices Manufactured outside of China;

e Recognizing the Qualification of Clinical Trial
Setups of Medical Devices;
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(Continued)

 Issuing Export Certificate of Medical Devices;

* Record Keeping of Class | & Il Devices

Manufactured in China (Registered by local
Authorities);

e Selecting and Engaging Medical Device
Evaluation Specialists, and Managing
Database of Specialists.




3. Functions of Division of
Safety and Inspections

Organizing the Work of Drawing Up & Revision of
Manufactu I’Inﬁ Quality System Practices, and
Supervising Their Implementation;

Directing the Implementation of Licensing of
Medical Device Manufacturers;

Organizing Supervision and Inspection to the
manufacturers;

Monitoring Adverse Event of Medical Devices;



4. Functions of Application

Acceptance Center

* Primary Review and Acceptance of all Application
Files (Applications for Product Registration,
Advertisements, Export Certificates, etc.;

» Certificate\Notice Issuance of Approved\Rejected
Applications.



5. Functions of Technical Evaluation Center

of Medical Devices

Technical Review and Evaluation of
Registration Application Dossier.



6. Functions of Medical Device Testing
Centers

o Laboratory Test of Class Il & I11 Devices
before Registration;

e Random Quality Test of Registered
(Marketed) Devices.



Part 3

CURRENT REGULATIONS



1. Regulations for the Supervision and

Administration of Medical Devices

Decree 276 of the State Council, i1ssued on

January 4, 2000, effective since April 1, 2000.

5 chapters, 48 articles, highest medical device

regulations.



OUTLINES:

1. Who should Observe?

Any institution or individual engaged In research,
manufacturing, distribution, use and administra-
tion of medical devices.

2. Definition of Medical Devices:
Similar as most countries.



OUTLINES:

3. Competent Authority:
SFDA.

4. Product Classification:
3 classes.

5. Product Standards:
National, industrial, company.



OUTLINES:

6. Product Registration

7. Licensing of Manufacturers and Distributors

8. Product Reevaluation

9. Post Marketing Surveillance



2. Provisions Governing the
Registration of Medical Devices

Decree 16 of SFDA, issued on August 9, 2004,
effective since the same day.

9 chapters, 56 articles, plus 12 annexes.

Specific regulations for registration of MD.



“Provisions Governing the Registration of
Medical Devices ”

1) Previous: Issued by SDA on April 1, 2000, Effective

from 20/04/2000 to 08/08/2004,

2) Current: Issued by SFDA and became effective on
August 9, 2004



A Medical Device Registration Certificate

SEIEE

PEOPLE'S REPUBLIC OF CHINA

JF R MR IE M E

REGIS I'R.-\TI(JN CERTIFICATE FOR MEDIC DEVICE

EAMS: BEER () F 2000 F 0130 %

G. NO:  SDA(1)20000130

Loctite (Ireland) Limited:
This is to cert that the product (Indermil™ Tissue

Adhesive)manufactured by your company has been inspected by our

i -

ATTACHMENT: MEDICAL DEVICE REGISTRATION RECORD




Principal Technical Measures:

- Product Classification

Standardization

Laboratory Test of Product
- Clinical Trial of Product

- Quality System Inspection



Registration Procedures

(For Products Manufactured outside of China)
(1) Pre-application Preparation by the Applicant; mm

(2) Application; =1

(3) Answering Questions or Adding Data upon
Request; e

(4) On-site Audit of Quality System of the Product
(class 111 products); =1

(5) Recelving Registration Certificate or
Rejection Notice. —_—



Pre-Application Preparation by the Applicant

A. To Compile a Product Standard: --- Two choices:

a. To Decide to use a Chinese national or professional

oroduct standard when there is one available for
this particular kind of product and the applicant
Is willing to use It;

b. To Compile a Registration Product Standard (RPS)
for your product when there is not a Chinese
standard available for this particular kind of
product, or when the applicant is not willing to use
the Chinese standard. (be careful, all parameters in
your own RPS must not be lower than the

Chinese national or professional standard.)




Pre-Application Preparation by the Applicant

B. To Complete Laboratory Test (based on your
chosen standard) for the Product at a SFDA
Recognized Testing Lab (applicable for class Il
and 11 products) ;

C. To Conduct Clinical Trial in 2 Hospitals in China
(applicable only for implantable products manu-
factured by a foreign company which has never
registered a medical device in China), or to Col-
lect Clinical Data for Your Product (applicable
for all other class Il and 111 products);

D. To Get all Required Documents Ready for the
Application.




Application
To submit application dossier (12 items) at the

Application Acceptance Office:

-Application Form for the registration;

-Qualification certificate(s) (Business License, etc.)
of the applicant (manufacturer);

-Copy of Business License of the Application Agent
and the authorization letter written by the appli-
cant to the agent;

-Marketing authorization certificate issued by a
foreign competent authority to allow the product
to be marketed in that country (or Region) as a
medical device;
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Application

-Adapted product standard;

-Instruction Manual of the device;

-Product Testing Report issued by a SFDA recog-
nized testing lab (applicable for class Il and |11
products);

-Clinical Test Report or clinical data (according to
specific product);

-Product quality guarantee letter of the applicant;
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Application

-Authorization letter written by the applicant to a
Representing Agent in China, letter of promise
written by the Representing Agent, and Business
License or Organization Registration Certificate of
the Agent;

-Authorization letter written by the applicant to a
responsible Post-marketing Service Agent in China,
letter of promise written by the agent, and qualifi-
cation Certificate of the Agent;

-Self-Declaration for the authenticity of all submitted

Items.
=



Answering Questions or Adding Data upon Request

When the reviewer of SFDA needs to clarify
technical issues or finds the application dossier is
Insufficient in technical data, the applicant (applica-
tion agent) may be requested to answer questions

or hand-in additional data.



On-site Audit of Product Manufacturing
Quality System (class |11 products)

For class 111 products, during the registration
Inspection process, the applicant will receive an
on-site audit notice, when the applicant should co-
operate with SFDA to arrange a schedule for the
audit as soon as possible so as to enable a timely
approval of the registration.



Receiving Registration Certificate or Rejection Notice

When registration inspection and approval process
IS completed, a registration certificate or rejection

notice Is Issued to the applicant.



Additional Informational Concerning Drug
Containing Devices and 1VVDs
(such as complex catheter, stent, etc.)

Drug Containing Devices: Basic Concepts:

1. A drug containing product of which the major
function is as a medical device, but the function Is
assisted by the drug(s), or has additional function(s)
(effects) played by the drug(s), Is defined as a drug
containing medical device.

2. To protect the safety of patients, all essential
aspects of a medical device should not be neglected
In pre-marketing examination.
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3. Drugs are regulated products in China (as Iin
most of other countries). The drug(s) contained in
the device should not escape from regulation.

4. Within SFDA, the Department of Drug Regis-
tration is responsible for regulating drugs. However,
the drug(s) used with a medical device has a different
release & delivery route than being used alone. The
uniqgue release route Is associated with the combining
device, and therefore, the examination and evaluation
of the drug(s) can not be separated from the device.

5. Within SFDA, the Department of Medical
Devices Is responsible for regulating medical devices.
A drug containing device, as its major function is as a
device and the drug(s) contained Is (are) not used
alone, Is requested to register as a medical device.
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6. In evaluation of a drug containing device, the
expertise of medical devices and drugs should be
utilized jointly. The Technical Evaluation Centre
of Medical Devices should invite drug evaluation
specialists to work together and ask for their advices
before reaching a final technical conclusion of the

product.



7. In evaluation of a drug containing device, main

aspects of concern are:

(1) Regular device evaluation requirements;

(2) Regular drug evaluation requirements;

(3) Special requirements concerning the rationality
of the drug-device combination mechanism: ---
Could there be any unknown reaction in the
combination? Could any unwanted effect(s) be
possibly induced? Etc.

(Complex catheters and stents are regulated
as drug containing devices in China.)
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In-vitro Diagnostic Reagents

Regulated additionally.



3. New IVD Regulations

(1) Provisions Governing the Registration of In-
vitro Diagnostic Reagents (Trial),
(SFDAM[2007]229) (April 19, 2007)

(2) Circular on the Implementation of “Provisions
Governing the Registration of In-vitro

Diagnostic Reagents” (Trial), (SFDAO[2007]230)
(April 19, 2007)



(3) Provisions Governing the Implementation of
Examination of Quality Management System of
In-vitro Diagnostic Reagents (Trial);

Detailed Rules on Manufacturing of In-vitro
Diagnostic Reagents (Trial);

Evaluation Criteria on Examination of Quality
Management System of In-vitro Diagnostic Re-
agents (Trial);

(SFDAM[2007]239) (April 28, 2007)

¢



(4) Principles on the Technical Guidance of Clinical
Study of In-vitro Diagnostic Reagents;
Principles Guiding the Compiling of Instruction
Manual of In-vitro Diagnostic Reagents;

(SFDAM[2007]240) (April 28, 2007)



Part 4

BRIEFING ON REVISION OF THE
“"REGULATIONS FOR THE
SUPERVISION AND
ADMINISTRATION
OF MEDICAL DEVICES”



1. Why to Revise?
First set of medical device regulations issued by
State Council,;
Has played an import role in strengthening and
standardizing the supervision and administration
of MD iIn China;
Considerably good results have been achieved In
the 7 years; However,
Development of the national economy, deepening
of reform, heightening of lawful administration
requirements;
Formulated and issued 7 years ago and not fully
adaptable to current need.



Malin existing problems:

Registration system,;

Relations between regulations and standards;
Overlap of responsibilities;

Not systematic enough and not detailed enough;
Not enough penalties;

EtcC.



2. Progress

Start: 2nd half of 2006;

SFDA departments involved: Department of

Policy and Regulations, Department of Medical
Devices, Department of Drug Market Surveillance;
Beginning 2007: Task study done;

End of March 2007: Basic ideas formed;

End of July 2007: First draft completed,;

Aug. and early Sep.: Discussion and revision of FD,;
Sep. 21, 2007: Put on internet for public opinion.



www.sfda.gov.cn



Thank you for listening.
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