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Member economies with regulatory systems in place:

Safety and efficacy of a medical device
Quality and safety, supported by substantiated documents
Post-market surveillance

Labelling not in accordance with requirements; nonsubmission of
Certificates of Free Sale and cGMP from the country of origin issued by
the regulatory authority

Safety, efficacy & quality; Adverse events reporting; modern technology
Quality, safety and effectiveness

Member economies with developing requlatory systems:

Quality, safety and effectiveness; low-risk alternative therapy medical
devices with unsubstantiated treatment claims

Ensure devices imported and manufactured locally meet international
standards concerning quality, safety and effectiveness; to facilitate
marketing authorization and export of locally manufactured devices

Public safety, use of medical device by non-medical professionals
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USA and Europe
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Code of Federal regula

TGA regulation;
US FDA and Japanese regulations:

I\Lene in particular;

Us, Eu;
Mcydlflé\d from US FDA regulatory syste

.
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- “Member economies with developing requlz ory systen

= EU, Canada, Australia, GHTF guidance documents;
= EU directives, Australia, GHTF guidance documents;

= GHTF founding members’ models and economies of APEC.
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wcloption & Implementation
liczince docurnents (12

N—

SG1:

* Role of Standards

* Global Medical Device Cco
* Minimum Data Set for Manufe

* Guidance on How to Handle Inforn
Related to Medical Devices;

* Adverse Event Reporting Guidance for
or‘N;s Authorized Representative.

* Guidance on Quality Systems for the Design & N
Devices;

* Guidelines for Regulatory Auditing of Quality Systems o
Manufacturers: General Requirements Supplement No. 6 Obs
Conformity Assessment Bodies;

* Guidelines for Regulatory Auditing of Quality Systems o
Manufacturers - Part 1: General Requirements;

* Audit Language Requirements;
* Training Requirements for Auditors.




wcloption & irmnplerneniaton
guiclaince docurnents (contnued)

SGL1: Essential Princi ples (0]
SG2: Adverse Event Reporting Guidance for the Medical De

SG1: Role of Standards in the
SG2: Global Medical Device
SG2: Guidance on How to Handle Information Concerning Vigilance Reporting Related i
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1V, Sitius of acdoption & implernentatorn

SG2: Adverse Event Reporting Guidance for the Medical Device Manufacturer @ Authorized Represe

SG4: Guidelines for Regulatory Auditing of Quality Systems of Medical Device Manufacturers: General Requirements Supplement No.
Observed Audits of Conformity Assessment Bodie

SG4: Guidelines for Regulatory Auditing of Quality Systems of Medical Device Manufacturers - Part 1: General Requirements
SG4: Training Requirements for Auditc

: _SG1: Role of Standards in the Assessment of Medical Devices
SG2: Guidance on How to Handle Information Concerning Vigilance Reporting Related to Medical Devices
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