Meeting Record- FINAL (AMENDED)
GHTF Ad Hoc Procedures Group
September 19, 2000

Ottawa, Canada

Meeting Attendees:
Canada:
Ms. Beth Pieterson, Medical Devices Bureau (Chair)




Ms. Jocelyn Kula, Medical Devices Bureau (Secretariat)



Mr. Kevin Murray, MEDEC







Japan:

Mr. Soichiro Isobe, Ministry of Health and Welfare (MHW)

Mr. Masato Yoshida, Japanese Federation of Medical Device Associations (JFMDA)

Australia:
Ms. Rita Maclachlan, Therapeutic Goods Administration (TGA)

Mr. Brian Vale, Medical Industry Association of Australia (MIAA)

Europe:

Dr. Antonio Lacerda, DGIII, European Commission 



Mr. Joseph Putzeys, European Commission



Mr. Michael Baker, EUCOMED

United States:
Dr. Elizabeth Jacobson, Food and Drug Administration (FDA)

Mr. Robert Britain, National Electrical Manufacturers’ Association (NEMA)
Observers:
Dr. David Jefferys,  Medical Devices Agency (United Kingdom)



Dr. Egid Hilz, Coordinating Committee of the Radiological and Electromedical Industry

(COCIR)



Mr. Rainer Voelksen, Swiss Federal Office of Public Health

Mr. Michael Gropp, Guidant Corporation



Mr. Jim Benson, Advanced Medical Technology Association (AdvaMed)

Mr. Paul Barry, Advanced Medical Technology Association (AdvaMed)

Ms. Janet Jenkins-Showalter, Food and Drug Administration (FDA) 



Dr. John Lucas, Food and Drug Administration (FDA)

Guests:

Mr. Daisaku Sato, on behalf of the ICH Secretariat


Dr. Larry Kessler, Food and Drug Administration (FDA)

PLEASE NOTE THAT THE ITEM NUMBERS BELOW REPRESENT THE ORDER IN WHICH TOPICS CAME UP FOR DISCUSSION AND NOT THE ORDER OF TOPICS AS LISTED IN THE AGENDA

1.   Welcome and Introductions
Ms. Pieterson opened the meeting by welcoming everyone to Ottawa and having everyone at the table introduce themselves.  T
he agenda included in the pre-meeting package was accepted with one addition.  

Discussion regarding a GHTF representative to sit on the Global Medical Device Nomenclature (GMDN) Policy Group, to be established by the GMDN Maintenance Agency, was added under “Outstanding Business/ New Business”.

No
 new agenda items were brought forward from the floor.
2.
Me
eting with the Study Group Chairs/ Discussion about Study Group Work Plans

Ms. Pieterson reminded everyone that minutes from the May 11, 2000 meeting with the Study Group Chairs were circulated in July and then summarized the discussion on work plans that was held during the course of that meeting.  As the mandate of the Ad Hoc Procedures Group did not include reviewing and endorsing Study Group work plans, it was agreed that work plans would not be submitted by the Study Group Chairs until the concept of a Steering Committee, as proposed in the draft procedural documents, is endorsed by the GHTF membership.

There was then general discussion on this issue.  It was agreed by all that the development of a workplan should be a priority for each Chair and that further, a mechanism by which each Chair is invited to discuss their work plan with the governing body of the organization be formalized.

Ms. Pieterson suggested that should the draft procedural documents be endorsed, that this item be a top priority for the new Steering Committee.

Ms. Pieterson also noted that she had discussed the concept of a “term of office” with the Study Group Chairs and that all of the Chairs had expressed an interest in staying on. 

3.
GHTF Copyright Statement and Logo Trademarking
Ms. Pieterson started the discussion by referring to correspondence between herself and Health Canada Legal Services as well as a letter from Dr. Jacobson regarding the copyright issue (Attachments 2-5 of the Pre-Meeting Package).   She confirmed that according to both legal opinions received to date, the GHTF is free to include a copyright statement on its documents.  Because the copyright would not be registered in any of the five founding member jurisdictions, the GHTF would not have any legal recourse against infringement (which in fact is acceptable given that we want the documents to be used by people, which might include extracting portions of them, etc.).  The addition of a copyright statement simply informs the user that the document was produced by the GHTF.  Ms. Maclachlan then stated that this information was in line with the information she had received from the TGA legal department.  She also added that it seems that enforceability is really the issue here, not the protection of actual rights per se.  Dr. Jefferys then asked whether anyone had asked for a European legal opinion and Mr. Lacerda agreed to consult the legal department of the Commission as soon as possible.

It was agreed that based on this discussion, that effective immediately, all GHTF Final Documents will bear a copyright statement on their cover page.  

Mr. Gropp then clarified that the existing “disclaimer” statement would remain on the cover page in addition to the copyright statement and that its wording should be revisited so as to be consistent with the Preface statement in the GHTF Document Template.  

Action:
Ms. Kula to revisit the wording of both the disclaimer statement on the cover page and the Preface of the GHTF Document Template.

Status:
After consideration of comment received, both texts have been revised for clarity and consistency.  

Despite the apparent duplication, it has been decided to leave the text in both places for the fact that documents created using the template can be at either working draft, proposed document or final document stage, while documents bearing a cover page are only final documents that have been through the Steering Committee for endorsement.

Regarding the registration or trademarking of the GHTF logo, it was decided that given the costs and work needed to decide in which jurisdictions the logo should be registered, and then to actually proceed with the registration itself; and despite not having any protection if some other group were to come along and adopt our logo as their own, that registration was not a major issue.

Ms. Kula then stated that what is far more important is the ongoing registration of the domain name “www.ghtf.org” since losing the right to this as our website address would be much more costly to the organization as a whole.  It was agreed that Canada would ensure that the domain name is renewed for 1 more year (currently up for renewal in October) and that each subsequent Chair would be responsible for ensuring that the domain name is registered in a timely manner.  It costs approximately $25 US to register the domain name for one year.

Status:
The GHTF domain name  GOTOBUTTON BM_1_ has been renewed for another year, and the server space for the site has also been renewed for another year.
4.
Permanent Secretariat for GHTF
Ms. Pieterson informed the group that following the last meeting in Santa Clara, she had contacted Dr. Odette Morin Carpentier, ICH Secretariat, to see if she could provide some background information about the ICH Secretariat that would be helpful to us in exploring the issue of a permanent secretariat for GHTF.  Ms. Pieterson then welcomed Mr. Daisaku Sato of the Japanese Ministry for Health and Welfare (member of SG 2 but also one of the Six Parties’ Coordinators for the ICH) who had been asked to attend the meeting on behalf of Dr. Carpentier. 

Mr. Sato gave a brief presentation about the ICH Secretariat using two overhead slides (see Attachments 4 and 5).  The presentation was designed to answer several basic questions which had been sent to Dr. Carpentier by mail in advance of the meeting.  

Those questions were:

a)
who pays for IFPMA to act as the Secretariat of ICH? is this split between the six parties evenly? do the trade associations pay more than the regulatory authorities? what, if anything, do the bodies with official observer status, such as Canada’s Therapeutic Products Programme, pay?

b)
what is an approximate annual budget for the ICH Secretariat? how is this broken down between operating costs and human resource costs? are all the ICH Secretariat staff, staff of IFPMA?  how many staff run the ICH Secretariat?

c)
to whom does the ICH Secretariat report? to the current Chair or to the Steering Committee?


d)
what role does the ICH Secretariat play in organizing/ coordinating ICH Working Group meetings, Steering Group meetings and ICH Conferences?

e)
what role does the ICH Secretariat play in document development and document publication/ dissemination?

The first slide of the presentation focussed on the ICH organization itself and explained how the secretariat, the expert working groups and the steering committee all work together.  It was pointed out that participation in the big ICH Conferences is roughly 95% from industry and only 5% from the participating regulatory authorities.  This is quite different from GHTF Conference participation.

The second slide presented a diagram showing financial support of the ICH Secretariat and how Chairmanship of the organization rotates.  Mr. Sato clarified that the ICH Secretariat is responsible for managing the ICH website (which is run as an off-shoot of the IFPMA’s website) and all aspects of document publication and dissemination as well as preparation of meeting reports and records.  Mr. Britain asked whether the $300,000 donated by the three major trade associations each year was split equally and Mr. Sato responded affirmatively.  

Ms. Showalter then commented that all three regulatory authorities have a large amount of money invested in the ICH process.  Furthermore, she noted that the FDA has a line item for ICH activity in their annual budget and that ICH activity is part of PDUFA allocation.  She then commented that the ICH Secretariat has worked well to date and that the Secretariat functions impartially at all Steering Committee meetings.

For information purposes, Ms. Maclachlan presented some information regarding the Secretariat for the Pharmaceutical Inspection Convention Scheme (PIC/S), an inspection sharing scheme in which Australia’s Therapeutic Goods Administration is currently active.  With reference to the latest invoice from EFTA and some explanatory information provided by the TGA staff involved, the Australian share of the PICS Secretariat costs are approximately $5000 AUS for one year.  Ms. Maclachlan then read out the list of activities that the Secretariat is responsible for, e.g., coordination of meetings, preparation of minutes and press releases, maintenance and publication of PIC/S documents, etc.

Mr. Britain stated that although the issue was not discussed at any depth within his US industry working group, it is obvious that as GHTF continues to grow and develop, that a permanent secretariat may be useful.  

In the short term however, it is not apparent that there is either the financial commitment nor the strategic basis for taking this kind of step.  He then suggested that what we really need to look at is what the Secretariat currently does in terms of communications, meeting coordination, etc., and then decide how having a permanent secretariat would enhance these activities.

Dr. Jefferys reinforced this by stating that the ICH Secretariat developed from a six-year history and work programme which required a secretariat to keep functioning smoothly.   Mr. Murray added that his association members would most definitely want to know more about what GHTF is doing and where it is going before they would be willing to support a permanent secretariat.  

Ms. Pieterson then asked Mr. Isobe for his comments.  He thanked everyone for their comments and the Chair for exploring it further but then took everybody back to his original proposal.  The MHW is concerned with consistency in Secretariat operations as Chairmanship rotates from country to country.  He also reminded everyone that we must not forget the volume of paper records that we will eventually be dealing with.  Ms. Maclachlan then stated that we must also not forget that the Japanese do have the added issue of language.  She then stated that the TGA has committed to assisting MHW with secretariat support although this may not be so easy to do from the Japanese government perspective, and that perhaps this will buy some time while the organization continues to develop its longer-term plans.

Mr. Yoshida added that like in the US, this issue had not been discussed a great deal although he was given the strong message that in order for JFMDA members to keep supporting GHTF activities, especially from a financial perspective, there must be organizational support for all different Study Group initiatives. 

Ms. Pieterson then presented some estimates regarding Canada’s participation as Chair for this past year.  In very broad terms, Health Canada’s contribution to GHTF was approximately $80K.   It was agreed that while the information about the ICH Secretariat is useful, GHTF has some developmental work ahead before a permanent secretariat can be considered.

Action:
The TGA to revisit this issue upon assumption of Chairmanship.
5.
Discussion on the SG 4 Document “Estimation of Audit Duration”
Ms. Pieterson opened discussion on this item by reminding everyone that further to the discussion in Santa Clara, Robert Allen was asked to review the document with his Study Group.  (The revised version as well as related correspondence was provided as Attachments 6-12 and 32 of the Pre-Meeting Package.) 

Mr. Baker, Mr. Britain and Mr. Vale all stated that this was an example of where tighter oversight of Study Group activity would have been useful because from an industry perspective, this document does not provide any added guidance or value to the process of audit planning.  Mr. Baker remarked that this document appeared to have been prepared in SG 4 meetings with less than complete industry representation, and stressed that an audit should take as long as it needs to take and audit duration should not be determined based on what is written in a guidance document.

Ms. Maclachlan stated that contrary to the industry view, the document provides a basis for sound auditing practices and this was echoed by Dr. Jefferys who stated that the document was designed to be used in both planning an audit and in preparing audit reports.  He did add though that these objections seem to be coming a little late since the document has already been subject to open consultation for some time and has been developed with industry representation.  

He then suggested that perhaps what could be done with this document is to build on it and develop a larger document or guidance on general aspects of audit practice.

Mr. Yoshida and Mr. Isobe stated that they had no comment on the document.

Ms. Pieterson then stated that the document as is could not be advanced as there was clearly a lack of consensus.  She then asked if the group would accept the document if its important elements were incorporated into a larger document on audit planning.  This was agreed.

Action:
Ms. Pieterson to write to Mr. Allen and suggest that he incorporate the key elements of the “Estimation of Audit Duration” document into another document on general audit planning. 
Status:
A letter to Mr. Allen was written on November 9, 2000.
6.
Review and Approval of Two SG2 Documents from Working Draft to Proposed Document Status
a) “Competent Authority Reporting Criteria”
Dr. Jefferys commented that it seemed that the document appears to replace another document on the same subject.  It was agreed that when Dr. Larry Kessler had joined the meeting for another item in the afternoon, he would be asked to clarify the background to this document.

b)
“Manufacturer’s Trend Reporting of Adverse Events”
Dr. Jefferys commented that the document appears to need further clarification as to how a “significant increase” is calculated.  Ms. Maclachlan also commented that what may be “significant” for one device type is not necessarily true for another, and that the document therefore needs alternate types of mathematical modelling for different device types.  

It was agreed by all that Dr. Kessler should be asked to clarify this document when he has joined the meeting after lunch.

7.
Change in Work Item Scope and Title for SG 1
Ms. Pieterson opened the discussion on this item by referring to the letter from Maurice Freeman (Attachment 15 of the Pre-Meeting Package).  Mr. Freeman is asking for approval to revise the scope and title of one of SG 1's work items relating to the requirement for clinical and preclinical evaluation for a given device.  The letter proposes to take guidance from another SG 1 work item on medical device classification and merge it with the guidance on the requirement for clinical evaluation in order to create a composite guidance on premarket regulatory conformity assessment which would include links to device class and the requirement for clinical or preclinical evaluation.

Dr. Jefferys commented that the proposed new title “Premarket Regulatory Conformity Assessment (including needs for clinical evaluation): Links to Device Class” seemed a bit broad and might be misconstrued as covering all aspects of premarket evaluation.

From an EU perspective alone, evaluation is based on the product in question,  not the risk class to which it belongs.  Furthermore, while there may be a link between the risk class of a given device and the requirement for data from clinical investigations using that device, there is a difference between clinical evaluation and clinical investigation.

It was agreed that Ms. Pieterson would write to Mr. Freeman stating these comments and asking 

for further clarification.

Action:
Ms. Pieterson to write to Mr. Freeman asking for clarification of the proposed change in work item.
Status:
A letter was written to Mr. Freeman on November 6, 2000.
8.
Development of a Harmonized Definition for Recall
Ms. Pieterson asked if anyone had any objection to SG 2 taking on this item (Attachment 16 in the Pre-Meeting Package).  She mentioned that in conversation with Dr. Kessler, he had agreed to work with SG 3 on this.  

There were no comments from the floor and this objective was well supported by all at the table.

Action:
Ms. Pieterson to inform Dr. Kessler that this work item has been accepted.
Status:
A letter was written to Dr. Kessler on November 7, 2000.

9.
Expansion of Vigilance Reporting Pilot
In the same letter referred to above, Dr. Kessler had also proposed the development of a GHTF Training Center that among other activities, would be responsible for training countries wishing to become involved in the vigilance exchange programme.  It was agreed that more information would be helpful and that the group would discuss this again when Dr. Kessler joined the meeting in the afternoon.  

10.
Retraction of the SG 2 Document Entitled “N27: Definition of Terms”
Ms. Pieterson explained that because SG 2 has started to include relevant definitions within each document that they create, there is no longer a need for a separate glossary-type document, hence Dr. Kessler’s request to retract it.  There was no objection from the floor.

Action:
Ms. Pieterson to write and inform Dr. Kessler that the document will be removed from the GHTF website.

Status:
An email about this document was sent to Dr. Kessler on November 2, 2000.
11. MRAs and GHTF
Ms. Pieterson expressed concern about the overlap of GHTF and MRA work.  GHTF documents may be used for MRA purposes but should not specifically be initiated solely for MRAs.  All members agreed that Study Group work should not include any activity that is directly related to the purpose of MRAs. 

12.
GHTF Document Template and GHTF Format & Style Guide
Ms. Pieterson stated that both the template and accompanying user’s guide had been circulated to all the Study Group Chairs and that no comments had been received.  She then asked if there were any comments from the floor and whether anyone had any objection to moving the two documents forward to Final Document status.

Dr. Hilz asked where the preface statement in the Document Template had been derived from and Ms. Pieterson had replied that it was taken from the Santa Clara meeting minutes.  Dr. Hilz then suggested that the word “consortium” be replaced with the word “group”.  Dr. Jacobson then suggested that the second sentence be deleted all together.  There was no objection to these changes.

Action:
Ms. Kula to make the appropriate changes and arrange for the documents to be posted on the GHTF website. 

Status:
The GHTF Document Template and Document Format and Style Guide have been posted on the GHTF website.

Ms. Pieterson then clarified that pending any objection during the Plenary Session on Thursday, all future GHTF documents will be developed using this template and all documents submitted for advancement to the Proposed Document or Final Document stage will be required to be submitted in this format.

**Dr. Larry Kessler, Chair of Study Group 2, joined the meeting immediately following the lunch break.
13.
Proposal for a GHTF Training Organization
Before discussing his proposal for a GHTF Training Organization (Attachment 19 in the Pre-Meeting Package), Dr. Kessler was asked to go over the two documents brought forward for advancement to Proposed Document stage earlier in the meeting.

a) “Manufacturer’s Trend Reporting of Adverse Events”
Dr. Kessler began by reviewing the vigilance-related guidance that SG 2 has been working on:


-a document on what needs to be reported has been approved (SG2 N21)

-the group is working on what items should be reported (and this will be discussed in his report to the Plenary Session)

-a document on when to report has been started but is not yet ready

-a document on to whom to report is planned but has not been started

He then stated that the goal of the document on trend reporting is to supplement the guidance in N21 by attempting to harmonize the structure of vigilance reporting.  

The document outlines a series of 8 vigilance “exemptions” (cases where vigilance information is not that useful to the regulatory authority receiving it), but where a change (particularly an increase) in incidence of that event be noticed, some trend analysis and reporting should be required so as to ensure that appropriate action is being taken.

Dr. Jefferys commented that the document might be more useful if confidence limits were included for the calculations for “significant increase”, and that the confidence limits might be different for different device risk classes.  Dr. Kessler replied that the study group would be happy to take the document further but that they would need input from the different regulatory authorities as to how risk class might affect the confidence limits.  

Action:
Dr. Kessler to resubmit the latest version of the document (as changes were currently being made by the Study Group).

Status:
A revised copy of the document has been received. 
b)
“Competent Authority Reporting Criteria”
Dr. Kessler explained the background to this document: the difference between an adverse event report (submitted by a manufacturer to a competent authority) and a vigilance report (the exchange of information between two or more competent authorities).  He then explained that the reason for developing the pilot vigilance exchange programme was to find out what constitutes a vigilance report in different countries and to find out what type of vigilance information would be the most useful to countries willing to benefit from its exchange.  

The form currently being used for exchanging vigilance information was taken largely from the EU process and to date, 86 reports have been shared between Canada, the United States, Switzerland, Australia, Japan and the United Kingdom.

He then explained that the purpose of this document on competent authority reporting criteria was to outline how vigilance reports would be shared and who would be responsible for whatever regulatory action might be necessary- in effect, could we eventually see a system in which manufacturers report to one universal reporting center and not to each competent authority?? 

Action:
All members to send comments on the document to the GHTF Secretariat.  This document will be tabled for discussion at the next meeting.

Discussion then turned back to Dr. Kessler’s proposal regarding the establishment of a GHTF Training Center/ Organization.

Dr. Kessler explained that with the success of the pilot programme, it is a logical move to expand its use.  However, member countries currently involved are concerned that countries wishing to join the vigilance exchange programme might not participate because their own national vigilance requirements are not the same.  It was proposed that countries signing up to participate in the vigilance exchange system would be required to agree to SG 2 guidance on vigilance, and pay fees, including an initial joining fee (one-time) and an annual maintenance fee.  The money raised through fee collection would be spent on maintaining server space for the vigilance database but also towards providing training on the vigilance guidance documents and their implementation.  Countries going through the training would then be eligible to participate in the vigilance exchange system.

Mr. Britain then asked about the World Health Organization (WHO), as a body who might be interested in participating in something of this kind. 

Ms. Pieterson stated that she personally felt uncomfortable that the exchange programme could be funded by collecting fees from each participating regulatory authority.  

She stated that despite the obvious costs of maintaining the database (Health Canada currently maintains the database on its server) and operating and human resource needs for the programme to expand, it should be recognized that countries might not want to participate if high fees are demanded of them and since this is an initiative where better worldwide public health is the ultimate end result, it seems contradictory to impose a fee on countries wishing to participate in the exchange of information.
** At this point, Dr. Kessler left the meeting to return to his Study Group meeting.
General discussion on this issue continued and it was agreed that while the concept of a training organization for the vigilance exchange programme was valid, it is preferred that GHTF consider expanding the GHTF Training Center/ Organization into a body capable of providing other forms of GHTF-related  training.  

As has been pointed out at past meetings, there is a need for general training and information dissemination about the goals and activities of the organization as a whole.

Action:

It was agreed that this subject would be revisited at the next meeting.  

14. GHTF Procedural Documents
Mr. Baker opened the discussion by explaining that in fact the statement from Cornelis Brekelman’s office (included in the Pre-Meeting Package as Attachment 30) had not actually been meant to be sent to Ms. Pieterson and he apologized for its having been circulated without an explanation.  Mr. Lacerda explained that the statement was an outcome of the September 6-7, 2000 meeting  between the European Commission, EFTA, the member states and industry, at which the GHTF  procedural documents were discussed.  

Ms. Pieterson then pointed out conclusively that the document versions posted for consultation and circulated to everyone were in fact identical to those agreed to in Santa Clara with the exception of some minor editorial changes.  She then asked if there was anyone around the table who objected to the three procedural documents as they currently stand. 

General discussion about the documents then followed.  Taking note of Europe’s concerns, the group endorsed the three procedural documents for presentation at the Plenary Session.  It was further agreed that one of the first priorities of the new GHTF Steering Committee would be to undertake a strategic review and then to develop a strategic plan for at least the next five (5) years.

Action:
Work on a strategic plan for the organization will be initiated at the first Steering Committee meeting.

15.
Proposal for Next Study Group Meetings and GHTF Conferences
It was agreed that this discussion on this would be delayed until the discussion on transition (see Item 18 below).

16.
GHTF Recognition Awards
Ms. Pieterson stated that the original idea for the distribution of GHTF Recognition Awards came from Kim Trautman, Chair of Study Group 3.  The list of possible recipients was very long, and it was therefore decided that it would not be prudent to go ahead with GHTF awards at this Conference until a set of criteria on which recognition is based was developed.

Ms. Pieterson suggested that this item be tabled for discussion at the first Steering Committee meeting, by which time all members of the group will have had an opportunity to see the list of names submitted by the Study Group Chairs and Ad Hoc Procedures Group members.

17.
Liaison with ISO/TC 194
Ms. Pieterson referred to the letter from TC 194 in which they propose working with GHTF to determine a uniform application of requirements for pre-market evaluation and management of biological compatibility and safety, thereby “forcing” the uniform interpretation of the ISO standard ISO 10993-1,  “Biological Evaluation of Medical Devices- Part I: Evaluation and Testing”.  

Ms. Pieterson then went on to say that she had spoken to Maurice Freeman about this in advance of the meeting and that he had agreed to discuss the potential collaboration within the confines of his Study Group.

It was agreed that the group should wait to see what the recommendation of  SG1 is before proceeding any further with a liaison between GHTF and ISO/TC 194.  

Action:
Ms. Pieterson to write to Maurice Freeman and ask for a report on his discussion within SG 1.   The SG 1 recommendation should then be tabled for discussion at the first Steering Committee meeting.

Status:

A letter was sent to Mr. Freeman on November 6, 2000. 
18.
Transition to the GHTF Steering Committee
Ms. Pieterson proposed that should the procedural documents be accepted, that the Steering Committee be formed immediately rather than waiting until transition to Australia in the new year.  This was agreed.

Action:
Ms. Pieterson to send out letters requesting Steering Committee representation to all founding member regulatory authorities and trade associations.

Status:
Letters to all founding member industry association and regulatory agencies were sent on November 9, 2000.

Ms. Maclachlan stated that it was important to arrange a rough schedule for Steering Committee meetings now in light of the fact that the 9th GHTF Conference has already been determined to be October 11-16, 2001 (in Barcelona).

She suggested that the first Steering Committee be a three day meeting to occur in Sydney in late February (to start on February 28, 2001) and that the next meeting should be planned for June (to facilitate Conference planning), to be held on the west coast of North America.  The week of June 11 seemed acceptable to most but this will be finalized at the February meeting.  Final details as to date and location will be finalized as soon as possible.

Ms. Maclachlan then referred to the proposal regarding the timing of Study Group meetings and GHTF Conferences as prepared by Dr. Larry Kessler (included as Attachment 26 in the Pre-Meeting Package). It has been suggested that a series of Study Group meetings as well as a Steering Committee meeting take place together in Australia in February/ March 2002.  It was agreed that the suggested dates in the proposal would be taken under advisement but no firm commitments as to future Conference dates would be announced until Australia has taken over Chairmanship.

19. 
Global Medical Devices Nomenclature Maintenance Agency
Ms. Pieterson referred everyone to the letter from Robert Allen (Attachment 29 of the Pre-Meeting Package) regarding a representative from GHTF to sit on the GMDN Policy Group. 

Action:
Ms. Pieterson to ask Dr. Kessler to attend the first meeting of the GMDN Policy Group and to report back as to future participation of GHTF in its membership.

Status:
Dr. Kessler has agreed to attend the first GMDN Policy Group meeting (to be scheduled).

Meeting Adjourned at 4:45 PM
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