
GLOBAL HARMONIZATION TASK FORCE

OVERVIEW OF THE GHTF WORK PROGRAMME

1. General

Regulatory controls are intended to safeguard the health and safety of patients, users and other persons by ensuring that manufacturers of medical devices follow specified procedures during design, manufacture and during marketing.  The objective of the Global Harmonization Task Force (GHTF) is to encourage convergence at the global level in the evolution of regulatory systems for medical devices in order to facilitate trade whilst preserving the right of participating members to address the protection of public health by regulatory means considered to be most suitable.  This is achieved by identifying and developing areas of international co-operation in order to facilitate progressive reduction of technical and regulatory differences in systems established to regulate medical devices.

The purpose of this document is to provide an overview of the whole programme by relating the outputs from the four Study Groups to a diagrammatic representation of the specification, design, manufacturing and regulatory approval activities undertaken by medical device manufacturers.

2. Explanation of the Diagrams

The major activities of the device manufacturer are illustrated by a series of linked processes.  There is no absolute significance in the order of the processes, for example, device classification occurs both at the beginning of the design process and when assessing conformity assessment options.  For simplicity, iterative procedures, such as risk assessment, appear only once.

Figure 1 shows work items from Study Group 1.  These are primarily relevant to the premarket stage although the Summary Technical File could have a secondary post-market role, too.

Figure 2 shows the work of the three other Study Groups.  Again, some guidance has a dual role, for example, guidance on regulatory auditing is relevant to both premarket compliance and subsequent surveillance.
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� This document was developed by Study Group 1 (identified as N31R1) for the reasons stated above.  At the 2nd meeting of the Ad Hoc Procedures Group in February, 2000, it was decided that this document could be of great value in educating those not that familiar with the work of GHTF as to the scope of work of each Study Group.  It is therefore being posted on the GHTF website so that any interested party may refer to it as applicable. 
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