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ABSTRACT

This study aimes to determine the regulations for the supervision and
administration of medical devices which is able to educate citizen to complying with the
law, ensuring the quality of medical products, maintaining fair competition in the
market, protecting the safety and health of people utilization. Furthermore, according to
the breadth and complexity of the industry, this proposal can be directed rules as
reference in case encountered juridic liability, legal issues or wrongful circumstances
before acquired appreciable support from counsellor.

The research topics of this article are (1) Examining the draft laws, regulations and
rules and policy plots on the governance of medical devices in China. (2) Understanding
the development of medical devices regulatory system in China. (3) Exploring the
regulatory responsibility of medical devices and penalize illegal behavior in China.

Content analysis methodology was conducted for this overview, this writings
evaluated regulations of medical devices and administrative institution. Quality system
regulations were also investigated by the comparative analysis along with China,
European Union, Japan, Taiwan, R.O.C. and the United States.

Results reveal that the regulations of medical devices are belong to administrative

statute level, the supervision of meical devices is divided to pre-market review and
post-market surveillance. Pre-market review contains (a) inspection management, (b)

registered management, (c) production management, (d) manuals, labeling and
packaging management and (e) advertisement management. Post-market surveillance
embodies (f) the application of medical devices management, (g) medical devices
advertising management, (h) medical devices import and export management, (i)
medical devices monitoring and management of adverse events, (j) medical devices
recall management, (k) supervision and inspection of medical dvices together with (I)
medical devices regulations and administrative penalties, and other regulations.

The findings were summarized as the following statements, the essentials on the
latest revised regulations for the supervision and administration of medical devices in
China in 2014 are (1) risk based classification, (2) market notification and approval, (3)
products sales tracking, (4) supervisory functions strength and (5) distinct legislative
liability.



Keyword: regulations of medical devices, rules of medical device, supervisory and
administration of medical devices
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PEUR-Lex, “Council Directive 93/42/EEC of 14 June 1993 concerning medical devices”, available at
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0042:EN:HTML (accessed 10 December 2015).
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2015).

1'HHS.gov, “HHS Agencies & Offices”, available at http://www.hhs.gov/about/agencies/hhs-agencies-and-offices/index.html
(accessed 6 November 2015).

1%EDA, “About the FDA Organization Charts”, available at
http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCharts/default.ntm (accessed 6 November 2015).

EDA, “Office of Medical Products and Tobacco Organization”, available at
http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCharts/ucm384982.htm (accessed 6 November 2015).
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(accessed 6 November 2015).
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(accessed 6 November 2015).

1SEDA, Medical Devices, “PMA Approvals”, available at
http://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovalsandclearances/pmaapprovals/default.htm
(accessed 6 November 2015).

MEDA, Medical Devices, “Medical Device Reporting Regulation History”, available at
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85.htm (accessed 6 November 2015).
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MWEDA, Medical Devices, “Medical Device Reporting Regulation History”, available at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/ucm1279
85.htm (accessed 6 November 2015).

2EDA, Regulatory Information, “Food and Drug Administration Modernization Act (FDAMA) of 1997”, available at
http://www.fda.gov/RegulatoryInformation/Legislation/SignificantAmendmentstotheFDC Act/FDAMA/default.htm (accessed 6
November 2015).

EDA, Regulatory Information, “Medical Device User Fee and Modernization Act (MDUFMA) of 20027, available at
http://www.fda.gov/RegulatoryInformation/Legislation/SignificantAmendmentstotheFDCAct/MedicalDeviceUserFeeandModerni
zationActMDUFMA0f2002/default.htm (accessed 6 November 2015).

WEDA, “Device Registration and Listing Module (DRLM): Step-by-Step Instructions”, available at
https://www.access.fda.gov/drim/help/index.html (accessed 25 December 2015).

EDA, Medical Devices, Databases, “CFR — Code of Federal Regulations Title 217, available at
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1 (accessed 2 January 2016).

MSEDA, Regulatory Information, “FD&C Act Chapter V: Drugs and Devices”, available at
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCAct/FDCActChapterVDrugsandDe
vices/ (accessed 6 November 2015).

21



e °%ﬁ BFEF R CGARR E TS SN e iy FhEHaL 4 Uﬁﬁuﬁ (%
RE=R2 ) %215 % 13 T2 2039 2 Na g v 25 | ¥ H
/,;\iFS:/;% EHF 820 & TRk sz R ) M (quality system regulation; QSR ) -
"EREF R, HARPEFEFRIL Y TRFERE TR AP
Fogl T2 AR ERRY ) N E THIEGRBREY e c AFT AR
TaRfrEF AR R Rk TR e B4 = 4 (guide to inspections of quality
systems ) -3 5 E &
technique; QSIT) % ,?fb#fﬁg]gﬂlgm s e Bl 4 FroT o

seen [k B B i ) (quality system  inspection

BEHS
Reports of
BRBTHS Corrections BEETBR
Medical and Removals Medical
Devices Devices
Reporting Tracking
HIEETERAIE
Corrective &
TR miEs Preventive ine .
Facility & Actions niufmﬂﬁ%}%ﬂ
Equi t Design
quipmen Controls
Control
REEE
MANAGEMENT
TS EEEBETH
Material E?E’I/Iﬁ'/ Production &
Control EEE Process Control
Records/
Documents/
Change
Controls
BEREET
Sterilization
Process
Controls

MAZRS S EFF L FREHES TS AR f
(F# % & : U.S. Food and Drug Administration, Desroches 1998)

Flei -4 gEgm (general controls) : EFERLPMNFST 2 2
PREETF ADESEEG PR BN G ok P 7 LPE SR A

AWM AR BRI TR SRR BURERPE s

WEDA, Medical Devices, “Code of Federal Regulations— Title 21— Food and Drugs”, available at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/ucm135680.htm (accessed 2 January 2016).

EDA, Medical Devices, Databases, “CFR — Code of Federal Regulations Title 217, available at
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?cfrpart=820 (accessed 11 January 2016).
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January 2016).
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(accessed 11 January 2016).
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2IEDA, Medical Devices, “Content of a 510(k)”, available at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissions/Premarket
Notification510k/ucm142651.htm (accessed 6 November 2015).

122The U.S. Government Publishing Office (GPO), “CODE OF FEDERAL REGULATIONS (ANNUAL EDITION)”, available at
http://www.gpo.gov/fdsys/browse/collectionCfr.action?collectionCode=CFR (accessed 6 November 2015).
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12ZEDA, Medical Devices, “Premarket Notification 510(k)”, available at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissions/Premarket
Notification510k/ (accessed 6 November 2015).

2EDA, Regulatory Information, “Guidance for Industry and Food and Drug Administration Staff - FDA and Industry Procedures
for Section 513(g) Requests for Information under the Federal Food, Drug, and Cosmetic Act”, available at
http://www.fda.gov/RegulatoryInformation/Guidances/ucm209841.htm (accessed 6 November 2015).

12EDA, Medical Devices, “How to Find and Effectively Use Predicate Devices”, available at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissions/Premarket
Notification510k/ucm134571.htm (accessed 6 November 2015).

EDA, “Device Registration and Listing Module (DRLM): Step-by-Step Instructions”, available at
https://www.access.fda.gov/drim/help/index.html (accessed 25 December 2015).
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28HHS.gov, “Key Features of the Affordable Care Act”, available at
http://www.hhs.gov/healthcare/facts-and-features/key-features-of-aca/index.html (accessed 10 December 2015).

Europedia.moussis.eu, “3.1. From European Community to European Union”, available at
http://europedia.moussis.eu/books/Book_2/2/3/1/index.tkl?all=1 (accessed 25 January 2016).
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10European Committee for Standardization, Home, “Who we are”, available at https://www.cen.eu/about/Pages/default.aspx
(accessed 10 December 2015).

B1Eyropean Committee for Electrotechnical Standardization, About CENELEC, “Who we are”, available at
http://www.cenelec.eu/aboutcenelec/whoweare/ (accessed 20 December 2015).

32Eyropean Commission, DGs, Health and Food Satefy, “Abut Us”, available at
http://ec.europa.eu/dgs/health_food-safety/about_us/who_we_are_en.htm (accessed 12 December 2015).

3European Union, EUROPA, Abut the EU, “EU member countries”, available at
http://europa.eu/about-eu/countries/member-countries/ (accessed 12 December 2015).

34European Medicines Agency, Science Medicines Health, “National competent authorities (human)”, available at
http://www.ema.europa.eu/ema/index.jsp?curl=pages/medicines/general/general_content_000155.jsp&mid=WC0b01ac0580036d
63 (accessed 10 December 2015).

European Commission, Growth, Single Market and Standards, Tools and Databases “Notified bodies Nando”, available at
http://ec.europa.eu/growth/tools-databases/nando/index.cfm (accessed 10 December 2015).

European Commission, Growth, Sectors, “Medical devices”, available at
http://ec.europa.eu/growth/sectors/medical-devices/index_en.htm (accessed 10 December 2015).
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¥European Commission, Growth, Single Market and Standards, “CE marking”, available at
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(accessed 10 December 2015).
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http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31993L0042:EN:HTML (accessed 10 December 2015).
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devices”, available at http://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX%3A31998L0079 (accessed 10 December
2015).

MEUR-Lex, “Medical Device Directive 2007/47/EC”, available at
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2007:247:0021:0055:en:PDF (accessed 10 December 2015).
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“2EUR-Lex, “Commission Directive 2003/12/EC of 3 February 2003 on the reclassification of breast implants in the framework of
Directive 93/42/EEC concerning medical devices”, available at
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32003L0012 (accessed 2 January 2016).

MSEUR-Lex, “introducing detailed specifications as regards the requirements laid down in Council Directive 93/42/EEC with
respect to medical devices manufactured utilising tissues of animal origin”, available at
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2003:105:0018:0023:EN:PDF (accessed 2 January 2016).

MEUR-Lex, “Commission Directive 2005/50/EC of 11 August 2005 on the reclassification of hip, knee and shoulder joint
replacements in the framework of Council Directive 93/42/EEC concerning medical devices”, available at
http://eur-lex.europa.eu/legal-content/EN/TXT/?qid=1451876079175&uri=CELEX:32005L0050 (accessed 2 January 2016).

MSEUR-Lex, “2009/108/EC: Commission Decision of 3 February 2009 amending Decision 2002/364/EC on common technical
specifications for in vitro -diagnostic medical devices”, available at
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32009D0108 (accessed 2 January 2016).

“SEuropean Commission, Growth, Sectors, Medical devices, “Market surveillance”, available at
http://ec.europa.eu/growth/sectors/medical-devices/market-surveillance/index_en.htm#eudamed (accessed 2 January 2016).

“Official Journal of the European Union, “Electronic instructions for use of medical devices (Commission Regulation (EU) No
207/2012)”, available at http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:L:2012:072:0028:0031:en:PDF (accessed 2
January 2016).
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148150, 1SO 9001:2000, “ISO 9001:2000 Quality management systems -- Requirements”, available at
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=21823 (accessed 25 December 2015).

9150, 1SO 13485:2003, “Medical devices -- Quality management systems -- Requirements for regulatory purposes”, available at
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.ntm?csnumber=36786 (accessed 25 December 2015).
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531150, ISO/TR 14969:2004, “Medical devices -- Quality management systems -- Guidance on the application of ISO 13485: 2003”,
available at http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=33752 (accessed 25 December
2015).

%2150, 1SO 9004:2000, “Quality management systems -- Guidelines for performance improvements”, available at
http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=28692 (accessed 25 December 2015).

15%1S0 9004 : 2000 = *+ 2009 # 11 * ‘5§ ISO/TC 176/SC 2 ¢ k1237 » 5E # 1SO 9004 : 2009 PegAgangl—- 5
B E L4 - (Managing for the sustained success of an organization—a quality management approach).

154150, 1SO 13485:2003, “Medical devices -- Quality management systems -- Requirements for regulatory purposes”, available at
http://www.iso.org/iso/catalogue_detail?csnumber=36786 (accessed 11 January 2016).
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and Medical Device Law) -
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