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The NB-MED Recommendation

NB-MED/2.5.5/Recl Conformity assessment procedures of breast implants

(stage 3, Rev.-Nr. 4, Rev. date 27.06.97.98)

was superseded by

the MedDev-document

MedDev 2.5/6 Guidelines for conformity assessment of breast implants

according to MDD

(July 98,
distributed to NB-MED as NBM/125/98)

(reasons see also attached Rationale and history sheet)

A rationale and history sheet is available; please contact Technical Secretariat.
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Rev. 4: Notified Body Meeting, Brussels, June. 24 & 25. 1997:
The draft document ,Recommendation for conformity assessment procedures of
-breast implants* was revised on 25.09.96 and subject to discussion by the
Medical Device Experts Group at their meeting on 25 February 1997. This
document was prepared by NB-MED Task Force ,Conformity assessment for
breast implants” (Convenor: Dr. Muller-Lierheim/MDC; Members: Mr Binard/G-
MED, Mr Chitarrini/,Laboratoires Sebbin, Mr Dawids/DMDC, Dr. de
Jong/MENTOR Medical Systems, Dr. Eisenmann-Klein/Caritas Krankenhaus St.
Josef, Mr Gugel/TUV Product Service, Mr Huser/Polytech Silimed Europe,
Ms Jeanty/LPl - Laboratoire Perouse Implant, Dr. Laufer/Collagen/LipoMatrix,
Ms Meyer/SSF, Mr Rentschler/MDC, Mr Thalen/IAPM, Mr Tinkler/MDA Medical
Device Agency, Dr. Tschope/BfArM - Bundesinstitut fir Arzneimittel und
Medizinprodukte, Ms White/McGhan, Mr Wild/SHG-D).
With some minor changes requested by the Medical Device Experts Group the
document was tabled on the Notified Body Meeting on 24./25.06.97. The
document was approved by the NB-MED plenary.

Meeting of NBR Group, Brussels, June 26 & 27 1997:

The NBRG has brought the document into the format of a NB-MED
recommendation and issued it among their ,stage 3“-recommendations. It was
decided to give a proposal to the Medical Device Expert Group concerning a
concluding discussion of the use of ,shall“/“should* and the consideration of
Liquid Implants.

Confirmed at stage 3.

New revision no: 4

Meeting of NBR Group, Essen, September 29 & 30 1997:

It was decided to fit the document in the new recommendations nomenclature
system (chapter 2.5.5 Conformity assessment procedures; Conformity
assessment for particular product groups). Therefore the recommendation
gets the number NB-MED/2.5.1/R1.

Rev. 5: Notified Body Meeting, Brussels, November 2 & 3. 1999:
It was mentioned that the stage 3 Recommendation on breats implants needs
some further development; since the adoption in 1997 the Commission has done
a lot of work to this subject which is not be reflected by the present
Recommendation. The French Competent Authority is waiting for a “strongest”
Commission’s document to withdraw banning of such devices.
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Meeting of NBR Group, Brussels, November 3, 1999:

It was propsed by Mr. V. and subsequently agreed at the NBRG meeting that
NB-MED Recommendation No. 2.5.5/Recl on Breast Implants should be
withdrawn from the list of NB-MED Recommendations because a revised
MedDev 2.5/6 is in preparation, the context of which more accurately identifies
the requirements relating to this product. The revised MedDev will be included
when agreed and published; in the meanwhile the former and existing
MedDev 2.5/6 (issued as final draft 07/98) is still valid and supersedes this
Recommendation. The Technical Secretariat was asked to rework the rationale &
history of this Recommendation and the list of NB-MED Recommendations and
to withdraw this Recommendation.

Meeting of NBR Group, Cologne, February 3, 2000:

NBRG agreed with tabled document and the described procedure to handle this
Recommendation.

Confirmed at stage delete.

New revision no: 5
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