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1. Welcome, apologies and declarations of interest.

Prof. Dr. J. Löwer chaired the meeting.

He welcomed the members of the Committee and the representatives of the Commission
attending the meeting.

Apologies for absence were received from Dr. Dobbelaer, Prof. P. Gustin, Prof. Dr. H.W.J.
Marquardt and Dr. P. Vannier.

All members present confirmed that they had no conflict of interests to report relative to
the items for discussion.

2. Adoption of the Agenda

The agenda was adopted as follows:

1. Welcome, apologies and declarations of interest

2. Adoption of the draft agenda

3. Adoption of the draft minutes of the meeting of 18 January 2002.

4. Feed-back by the Chairman on subjects discussed in the SSC which are of interest
to the Committee

5. Feed-back by members of the Committee having attended working group
meetings of other Scientific Committees

6. Discussion on an interim Report on PVC in medical devices for infants

7. Discussion on a possible update of the opinion on “The Effects of Xylitol and
Other Polyols on Caries Development”

8. Presentation of possible scientific subjects which could be submitted to the
Committee by DG Enterprise (DG ENTR) in the areas of:
- Medical Devices

9. Presentation of possible scientific subjects which could be submitted to the
Committee by Directorate G of DG Health & Consumer Protection (DG SANCO)
in the area of: 
- Public health

9. Presentation of possible scientific subjects which could be submitted to the
Committee by Directorate G of DG Health & Consumer Protection (DG SANCO)
in the area of:
- Public Health 
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10. Presentation of possible scientific subjects which could be submitted to the
Committee by the Joint Research Centre (JRC) in the area of:
- Public health

11. Miscellaneous

3. Adoption of the draft minutes of the meeting of 1st October 2001

The draft minutes of the plenary meeting of 18 January 2002 were adopted as figuring in
the Document SANCO/SCMPMD/2002/0002_Final.

4.  Feed-back by the Chairman on subjects discussed in the SSC which are of
interest to the Committee.

Prof. Löwer reported on several items that were discussed in the Scientific Steering
Committee (SSC).

The main items of interest to the Scientific Committee on Medicinal Products and
Medical Devices were BSE, validation of the test for detection of prions in animals,
evaluation of the TSE geographical risk, safety of lactose used in medicinal products and
use of primates in experimentation.

He also reported on the modification of the methods of sterilisation of surgical
instruments and the need to draft a document describing the research on TSE in Europe. 

5. Feed-back by members of the Committee having attended working group
meetings of other Scientific Committees.

Prof. Paoletti reported on the progress made by the WG of the SSC on “Harmonisation of
risk assessment” that has met twice since the last plenary meeting of the SCMPMD.

He also announced that the WG will meet again in September 2002.

6. Discussion on an interim Report on PVC in medical devices for infants

After a presentation on the subject by the Rapporteur of the Working Group an animate
discussion took place. The majority of members of the Committee made observations and
put questions on PVC.

The rapporteur said that the working group has revised the literature on the subject and
will take into account the opinions given by the Scientific Committee on Toxicity,
Ecotoxicity and the Environment (CSTEE) in the report to be drafted by the Working
Group. Nevertheless it should be noted that the use of these products in medical devices
is different from that studied by the CSTEE (use in toys).

He also said that it is necessary to look at the alternatives to these products for use in
medical devices in infants when there is an imminent danger of death.
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Among the observations and questions on the subject raised by the members of the
Committee were the following: 
-Are there other alternatives to DEHP as a plastifier available for use in medical devices
which present no problems to health? 
-Is there a risk of  perinatal exposure when mothers use certain products containing
DEHP?
-What is the danger of developing an hepatoblastome in infants which have been exposed
to medical devices containing DEHP?

Prof. Williams promised that a final draft report on the subject will be presented at the
next plenary meeting.

7. Discussion on a possible update of the opinion on “The Effects of Xylitol and
Other Polyols on Caries Development”

The rapporteur made a presentation on the subject and explained the opinion adopted in
1999 at the request of the Commission services.

He said that in the light of the documents submitted by Danisco and other scientific
documents consulted, it is not necessary to modify the opinion adopted by the Scientific
Committee on Medicinal Products and Medical Devices on 2 June 1999 (Opinion on the
effects of xylitol and other polyols on caries development).

Two other members were appointed to form a group in order to draft a document to the
effect that is not necessary to modify the previous opinion.

The Committee agreed. 

8. Presentation of possible scientific subjects which could be submitted to the
Committee by DG Enterprise (DG ENTR) in the areas of:

     - Medical Devices

Taking into account that the representatives of DG Enterprise were not present in the
afternoon, due to other commitments, several members of the Committee expressed the
need to discuss this point again at a further plenary meeting in order to request
explanations from them on certain subjects concerning medical devices. 
  
Meanwhile representatives from the above DG have informed the secretariat that for the
time being they have no questions to submit to the Committee in the foreseeable future. 

9.Presentation of possible scientific subjects which could be submitted to the
Committee by Directorate G of DG Health & Consumer Protection
(DG SANCO) in the area of: 

     - Public health

This point is deferred to a further meeting taking into account that Directorate G should
present a document on its future work in mid-September.
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Once this work programme is finalised, an official from Directorate G will make a
presentation on it to the Committee.  

10. Presentation of possible scientific subjects which could be submitted to the
Committee by the Joint Research Centre (JRC) in the area of:

- Public health

The representative of the JCR  (Ispra) contacted the secretariat to apologise for his
absence and promised to make a presentation on the matter in a future meeting.

11. Miscellaneous.

Mr M. Walsh informed the Committee on the meetings held with Directorate G of Health
& Consumer Protection Directorate-General and with the Enterprise Directorate-General
regarding the future work of the Scientific Committee on Medicinal Products and
Medical Devices.

He also mentioned the possibility of extending the duties of this Committee over a wider
area when the mandate is renewed.
 
No other matters.


