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INTRODUCTION
In presenting this Annual Report, I am continuing the tradition started last year by the United States Food and Drug Administration (FDA) during their term as Global Harmonization Task Force (GHTF) Chair.  As stated in last year’s report, the purpose of the Annual Report is to share with you, the GHTF membership, the advances we have made since our last Conference, as well as to reflect on the challenges we face as an organization.   

The Chair of the GHTF passed to Canada after the 7th GHTF Conference in Bethesda last June.   In August, 1999, an official transition meeting took place in Ottawa to transfer GHTF records and the responsibility for website management from the United States to Canada. Similarly, the GHTF chair will pass to Australia early in the new year and a transition meeting between Canada and Australia will be organized.

It has been a pleasure, a privilege and a challenge to Chair the GHTF over the past year.  The organization has made many significant contributions to the harmonization of global medical device regulations since its beginnings in 1992.  GHTF is evolving, like all organizations do, and it is my hope that the work done during my term as Chair has laid some of the necessary foundations that will allow the organization to continue to grow.

My  report will focus on the following main activities of the GHTF over the past year: the Ad Hoc Procedures Group; the Memorandum of Understanding between ISO /TC 210 and the GHTF; the GHTF website and other communications; Study Group documents issued; and future directions of the organization.  

AD HOC PROCEDURES GROUP
The Ad Hoc Procedures Group was formed at the 7th GHTF Conference in Bethesda and its objective was to continue the work started by the Chairs Advisory Group, formed by the FDA: to formalize GHTF operating procedures, its guiding principles and the roles and responsibilities of those involved in the organization.   Membership in the Group was determined to be one industry representative and one government representative from each of the five founding members.  The GHTF Chair would assume the chairmanship of this group. Official observers would also, and were,  permitted to attend meetings. 

The first meeting was held in Ottawa in October, 1999 and we met again in Santa Clara, California in February, 2000.  Starting with the draft procedures document produced by the FDA one year ago, the Ad Hoc Procedures Group developed and reached consensus on three documents: “Roles and Responsibilities”; “Operating Procedures”, and “Guiding Principles”.  Copies of the documents were included in the conference binder and have been posted on the website for some time.   These documents will be presented to you in more detail following my presentation.

It’s important to note that the documents have been drafted to be flexible so that when the need arises, changes can be made as required. Also, it’s important to understand that these documents represent a first step only - the GHTF must continue to develop its strategic plan and in doing so will continue to evolve.

It is our goal today  to seek your endorsement of the documents following their presentation.

I believe that the work of the Ad Hoc Procedures Group is a real milestone in the development of the GHTF and that the documents produced, the ideas we exchanged, and consensus building approach adopted, will enable the organization to move ahead into the future. 

On occasion over the past year, the Ad Hoc Procedures Group has also acted as an advisory group to me, providing input on the Conference programme, discussing and endorsing the progress of Study Group documents to next stages of development, and considering options for a permanent GHTF secretariat.  

The second major accomplishment is the success of the 

MEMORANDUM OF UNDERSTANDING BETWEEN GHTF AND ISO/TC 210
Robert Allen will be discussing this in more detail later on today........

At the Plenary Session of the 7th GHTF Conference, a Memorandum of Understanding (MOU) between the GHTF and ISO/TC 210 was signed.   The primary purpose of the agreement, the first formal liaison agreement between the GHTF and a standards-setting body, is to provide a mechanism for both ISO/TC 210 and GHTF to be kept informed of each others’ needs and directions.  In this way, duplication will be avoided from the onset, and each others’ needs will be considered in the early stages of development of any work item. 

As many of you know, there was cause for concern about the potential impact of the planned revisions for ISO 9001 on medical device quality systems requirements.   Furthermore, The success of Ghetto’s  harmonization effort could be  potentially jeopardized by the revision to ISO 9001 that is scheduled to be completed by the end of this year. 

The MOU activities between GHTF’s Study Group 3 and ISO/TC 210 have been very successful and at this time, it appears that there is agreement that the revisions to ISO 13485 can resolve any  issues with the ISO 9000 series that could have created a problem for regulators and the future of the harmonization of quality system requirements.

It is also of note that additional liaison agreements with other standard-setting bodies have been proposed and are being given consideration at this time.  

Now I will talk about our activities related to

COMMUNICATIONS
The GHTF website (www.ghtf.org) was created last year by the FDA and has been enhanced this year to increase its user friendliness and expand the information available to users.  As most of you know, electronic registration for the Conference was made possible on the site and we have attempted to post as much Conference information as possible.  Although reaction to the website has been very positive, I would encourage all members to provide feedback at any time so that we can continue to develop this communication tool.

While sharing information via the website is valuable, and will continue to be a cost-effective method for GHTF communications in the future, additional methods to educate and communicate about the GHTF and GHTF documents need to be pursued.  With this goal in mind, the Ad Hoc Procedures Group has discussed additional ways to communicate our goals and objectives at our meetings.  Approaches  to share information with those parties interested in the GHTF need to be developed to ensure that information is not only presented consistently but is also readily available for dissemination.

During the past year in my capacity as GHTF Chair, I presented an overview of the GHTF, including its goals, objectives and accomplishments to the Pan American Health Organization (PAHO), at a Consultation on Medical Devices.    Other GHTF members have similarly made presentation to the Asia Harmonization Working Party.  Linkages between GHTF and PAHO, the World Health Organization, and the Asia Harmonization Working Party are another valuable way to facilitate information exchange between countries with developed regulatory systems and those with developing ones.

The sharing of information about how GHTF documents are being used in founding member countries and other member countries,  is an initiative that Canada has started but has yet to complete.   As GHTF continues to produce guidance documents, it will soon be critical to have knowledge and understanding of the impact that GHTF products have on harmonization around the world.  It has been stated many times that the ultimate success of GHTF can be measured by the willingness of regulatory authorities to adopt and implement its recommendations.

-the next major topic is the STUDY GROUP DOCUMENTS- which you will hear more about from the study group chairs themselves and I will leave the details to them.

I will just say that......

 Study Groups continue to be the focus of activity for GHTF accomplishments and the Study Group Chairs, Mr. Maurice Freeman, Dr. Larry Kessler, Ms. Kim Trautman and Mr. Robert Allen,  as well as all the members of each Study Group, deserve much credit  for their

outstanding work.   

The GHTF Chairs and I met in May to discuss the draft procedural documents prepared by the Ad Hoc Procedures Group, as well as to discuss other GHTF  issues, such as communication.  I have valued the Study Group Chairs’ expertise and commitment to the organization during my term as Chair.

And finally .......

FUTURE GHTF DIRECTIONS
The past year has been one of accomplishments as the GHTF moves towards stabilizing an evolving organization.  There is no doubt that the need for convergence of medical device regulations will continue.  Our goal is to create an organization capable of meeting that need , and for us to continue to work towards harmonizing our regulatory systems.

In 2001, Australia’s Therapeutic Goods Administration will take over the challenge of leading the GHTF and I am confident that they  will continue to work towards establishing an organization that will meet its members’ expectations and enable us to meet our common goals.  

