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Introduction to the
Global Harmonisation
Task Force

HTEF, or the Global Harmonisation
G Task Force for Medical Devices,

is an informal platform for
regulatory authorities and representatives
of industry from Europe, the United
States of America, Canada, Japan and
Australia.

Each of these regions nomi-
nates representatives to the Steering
Committee, which oversees work of
GHTF, and in particular of the five
Study Groups. GHTF started its activ-
ities in early 1993.

The goal of the Global Harmoni-
zation Task Force is to provide a forum
for national regulatory authorities and
industry representatives in the field of
medical devices to promote internation-
al convergence in regulatory require-
ments and practices.

In particular, GHTF aims to pro-
mote the safety, effectiveness/perform-
ance and quality of medical devices; to
encourage technological innovation; to
foster international trade; and to serve as
an information exchange forum through
which countries developing medical
device regulatory systems can bene-
fit from the experience of those with
established systems.

This is achieved through the
development of guidance documents
and recommended procedures in order
to work towards convergence of the
medical device regulatory systems of
its members within the boundaries of
their legal and institutional constraints.
Since its inception GHTF has developed
extensive guidelines that represent a
regulatory model for medical devices.
It is important to note that GHTF is not
a standardization body.

All of these documents are
accessible on the GHTF website:
http://www.ghtf.org/.
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Main Focus

The role of international
standards in the GHTF
regulatory model

GHTF has long recognized that
international standards are a crucial
building block for harmonized reg-
ulatory processes to assure the safe-
ty, quality and performance of medi-
cal devices.

In the document Role of Stand-
ards in the Assessment of Medical
Devices (arevised version (SG 1 (PD)
N 44) is currently open for comment
on the GHTF website at: http://www.
ghtf.org/sgl/sgl-proposed.htm, it is
emphasized that Regulatory Author-
ities developing new medical device
regulations should encourage the use
of international standards.

Regulatory Authorities are also
encouraged to introduce a mechanism
for recognising standards that provide
manufacturers with a method of dem-
onstrating compliance with the GHTF
harmonised Essential Principles.

An important feature of the regu-
latory model promoted by GHTF is that
it does not in itself provide detailed tech-
nical requirements, but sets out Essen-
tial Principles of Safety and Perform-
ance. Standards provide a tool to dem-
onstrate compliance with these Essen-
tial Principles.

In the GHTF model, the use of
standards remains entirely voluntary.
Manufacturers are free to select among
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various solutions to demonstrate com-
pliance with the Essential Principles,
and compliance with the Essential Prin-
ciples remains necessary even where
standards do not exist.

Compliance with standards in
itself does not mean that automatically
the Essential Principles are being met.
Manufacturers should comply with the
Essential Principles, and remain respon-
sible for the choice and use of stand-
ards in demonstrating compliance, ver-
ifying, for instance, whether use of the
standard supports the intended purpose
of a device.

Another important role for stand-
ards in the GHTF regulatory model is
foreseen in relation to conformity assess-
ment, in particular, in the field of qual-
ity management systems where ISO
13485:2003, Medical devices — Quali-
ty management systems — Requirements
for regulatory purposes, was developed
in cooperation with GHTF.

Cooperation between
GHTF and ISO

Against this backdrop, cooper-
ation between GHTF and ISO, as well
as other international standardization
bodies such as the International Elec-
trotechnical Commission (IEC) and the
International Telecommunication Union
(ITU), is important to ensure that the
mutual needs are met, wherever pos-
sible, that there is no overlap of work
and that all involved can benefit from
existing expertise.

GHTF has therefore participated
in the work of the Healthcare Technol-
ogy Task Force (HTTF), which is a task
force set up to work on the follow-up of
the ISO-IEC-ITU High-Level Workshop
on international standards for medical
technologies in 2004.

This Task Force brought together
the World Health Organization (WHO),
GHTF, Association of Medical Micro-
biology and Infectious Disease Cana-
da (AAMI Canada), Eucomed and the
Japan Federation of Medical Devices
Associations (JEMDA) and ISO, IEC
and ITU representatives with the aim
of addressing recommendations that

resulted from the ISO-IEC-ITU High-
Level Workshop.

GHTF has also set up direct links
with WHO and is in the process of set-
ting up links with IEC; both WHO and
IEC currently attend the GHTF Steer-
ing Committee Open Sessions.

Between GHTF and ISO coop-
eration takes place on different lev-
els. ISO has become a liaison body to
GHTF, and direct contacts between the
GHTF Chair and the ISO Central Sec-
retariat have been established in order
to to ensure a common strategy on the
policy level. An ISO representative reg-
ularly takes part in the GHTF Steering
Committee Open Sessions.

To coordinate work on specific
issues Memoranda of Understanding are
in place between specific GHTF Study
Groups and ISO technical committees.
In 1990, ISO/TC 210, Quality manage-
ment and corresponding general aspects
for medical devices, and GHTF prepared
and agreed a Memorandum of Under-
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standing and on this basis ISO/TC 210
has a very successful and active liaison
with GHTF Study Group 3 in relation
to quality management systems. Mem-
bers of ISO/TC 210/WG 1 have taken
part as experts in GHTF Study Group 3
meetings and vice versa.

A second Memorandum of
Understanding was signed in 2005
between ISO/TC 194, Biological eval-
uation of medical devices, and GHTF.
It defines the roles of each organiza-
tion in relation to the work of Study Group
5, promoting convergence of regula-
tory requirements for evidence of the
clinical safety and performance of
medical devices.

These joint efforts have proven
very successful in melding the exper-
tise from both memberships and avoid-
ing any duplication of work.

Outlook

To further enhance cooperation
and to establish a well-defined commu-
nication process for liaison with ISO
and IEC, the GHTF Steering Commit-
tee decided to nominate an ISO/IEC
rapporteur at its meeting in Novem-
ber 2006. The rapporteur will identi-
fy and coordinate issues that require
consideration by the GHTF Steering
Committee.

Reflections are ongoing on how to
link ISO standards and the GHTF Essen-
tial Principles. Such a link could take
the form of an informative annex listing
which elements of the Essential Princi-
ples are covered by the ISO standards.
This listing could also indicate which
parts in the ISO standards address the
elements of the Essential Principles.
Such an annex is already common prac-
tice in the European Union.

GHTF will continue to close-
ly follow the work programme of ISO
in order to ensure that the needs of the
medical device industry are met. One
concrete example of an area of future
common interest is the work on software,
where a GHTF ad hoc group is coor-
dinating its work with ISO 8001:1984,
Cinematography — Underexposed motion
picture film requiring forced develop-
ment — Designation method. [ |
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