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       EUROM VI “Medical Technology”

Global Harmonisation Task Force, GHTF

Recent Results, Status March 2004 

In 1992, the GHTF was founded by the three regions America, Europe and Asia with the aim to harmonise the legal requirements for medical devices. The overall objective is: “Approved once, accepted everywhere”.

The GHTF consists of a Steering Committee (SC) and 4 Study Groups (SG), each meeting about three times a year. All results will be published on the web-site (www.ghtf.org) after agreement within the SC. The finished documents are published as “Final Documents”; the drafts as “Proposed Documents”. The latter are available for public comment on the web-site for a minimum of three months.

Following the European basic rule: “Products which are put on the market legally in one member state must not be hindered in an other member state”, it is necessary to generate policies world-wide which are accepted by all countries. On the basis of the flexible European directives and the New Approach, the SG’s develop documents which are offered initially to the founding members for implementation into their national law.

The five  founding member states are: Canada, USA, Europe, Japan, Australia/ New Zeeland.

Further states which have established groups for considering the implementation of the GHTF documents include: PAHO (Pan American Health Organisation for South America), AHWP (Asien Harmonization Working Party for South East Asia), China, South Africa.

This shows the importance of the GHTF work. The main work is done within the SG’s. There, the structure of FDA, Canada,  Japan and Europe with the New Approach will be analysed. It must be determined in what manner the innovation will not be hindered and how the standards must  be accepted to show conformity with the legal Essential Requirements/ Principles.

To this end, several documents have been published, all of which are on the web-site of the GHTF. Especially noteworthy are:

SG 1(Regulatory Requirements). Chair Maurice Freeman, UK.

Some important documents: Essential Principles of Safety & Performance of Medical Devices (correspond our Essential Requirements); Role of Standards in the Assessment of Medical Devices (supports the importance of the standards). As Proposed Document : Summary Technical Documentation for Demonstrating Conformity to the Essential Principles of Safety and Performance of Medical Devices (STED) (an important document for the comparison of the documentation).

SG 2 (Vigilance). Chair Kim Dix, Health Canada. 

Several documents propose procedures for vigilance

SG 3 (QMS/GMP). Chair Kimberly Trautman, FDA. 

Guidances for ISO 13485:2003.

SG 4 (Regulatory Auditing) Chair Prof. Horst Frankenberger (EUROM VI), Secretäry Dierk Bellwinkel (FIDE, EUROM VI).

Goal of this group is: SG4 has been charged with the task of examining quality system auditing practices and developing guidance documents laying harmonized principles for the medical device auditing process.

The documents are structured as follows:

Headline of all documents: “Guidelines for the Regulatory Auditing of Quality Systems of Medical Devices Manufacturers”.

Part 1: General Requirements. This document is ready but has to be reviewed in line with the new ISO 13485:2003. Several supplements describe special requirements.

Part 2: Regulatory Auditing Strategy. This proposal (GHTF SG 4 N30 R6) is on the web-site as Proposed Document  (www.ghtf.org - SG4 - Proposed Documents) and will be finalised in May this year.

Here, the procedure is described as to how the auditor verifies the ISO 13485:2003. 

On the basis of this document, the manufacturer is acquainted with the procedure, which at the same time are compared to the FDA 21 CFR 820, so that the manufacturer can implement both regulations.  

The Group requests your comments by the end of April!

(Is something missing? Are the statements comprehensible and clear?)

The  Steering Committee also gave the SG4 the assignment of drafting a procedure for auditing the risk management (RM). SG4 decided to implement the relevant requirements to the existing document „ Part 2: „Regulatory Auditing Strategy“, and not to draft  a separate document. 

In order to be as practical as possible, SG4 requests your feedback in the following: Who has already implemented risk management? Who has questions / proposals concerning  risk management auditing procedures?
Part 3: Regulatory Audit Report. During its recent meeting, SG4 began work on this document. It will structure the content of the audit reports so that they may understood and accepted world-wide. The report should be finalised toward the end of 2004.

Which information in your opinion should be given

- at the close of the audit

- in the final audit report

in any case?
The Study group 4 will meet three times this year in order to issue the document quickly. Your proposals and suggestions will be very helpful!  

EUROM VI / FIDE

Dierk Bellwinkel

3 March 2004 
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