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= COMPARISON
OF YOUR DEVICE TO
SUITABLE ALTERNATIVES!
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la medical devices.

=> Precautionary Principle
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= CE Mark
IS NOT
SUFFICIENT...
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= “utilizing” not “containing”
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8= France raised an issue while
transposing since 2003/32/EC
mentions “utilizing” everywhere
except In article 5 section 4:

“...the risk analysis and risk management of the tissues
or the derivatives intended to be incorporated in the
medical device as established by the manufacturer”
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= Naturally
TSE affected Species
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nis Direcilve does not apply io gleel(eziNe[SVleets
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= Just class Il medical devices
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5= MD just utilizing tallow
derivatives are not in the scope of
this Commission Directive
although the Risk Management
dossier shall take into account the

relevant requirements established
In this Directive

Iung europe



- MSs sha

HINVEIIIA U Norme(l Jodies

Quintiles Consulting Europe

12



NOTIFIED E

= Confirmation of
NB notification:

still pending...
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Ufiacturer's risk analysis
ANENISESNENE0EMERT Sticted), andin particular:

([@)FENNIeHMALGINGYIEEC DY the mal turer

(9) ther [P =N NeRinE Userofifanimal tissues or derivatives

Ol Ellimineuon ﬂ /or Inactivation studies or of literature

(d) the manuie turer's control of the sources of raw materials, finished

products and subcontractors
(e) the matters related to sourcing, including third party
supplies.
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JUSTIFIC

Al

JUStiicaen o thetuse offanimal tissues or derivatives.

® e prlelltfcicitifEr must j‘Stlf , onithe basis of his overall
[ISkéanalysisgandNisk management strategy, the decision to
jse animal tissues arfderive . (specifying animal
SPEeciesiand tiISsues) taking into account the expected

clinical benetfit, potential residual risk ...

. and

= regardless the procedure followed
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avaluation of the risk
, take account of the
Issued by the

the Quality of Medicines,

for starting msuar‘_ where available.

= First interest of TSE CoS
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evaluation of and conclusions...

= Second interest of TSE CoS
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COMPETEN
ASSES

?date on which the opinion of the
national competent authorities was sought.

= Opportunity for all MSs to comment...
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ol

1 - Justify animal origin

2 - Compare to suitable alternatives

3 - Demonstrate TSE safety

— ]
e I
Other CAs assessments —
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R VISIEISSTIESISIElfa0opt

A0V SHIENOIBYISIONSTIECESSaY to comply with this Directive.

- TheyshalllappiyAinose provisions with

= Delay?
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=> 30 September 2004. ..
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IMPLEMENT

= Flexibility to be considered:

Same date but OK for dossiers
having been filed BUT still under
assessment



— selecting starting materials (ils=lifEsies
JeRValVEsS)Iconsidered appropriate regarding their

dng Interaccount further processing,

on controlled

sourced tissues or derivatives.
2> EN12442 parts 2 and 3
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SCIENTIFIC Qi

_ANSEISORMING THENISK analysL and risk
MenagemERISiategy, due consideration must be
gIvenrerepIniensiadopied by the relevant scientific

5/ [SSC], and where appropriate to the

opinions ofithe CPMP
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ANINEISIESIERSOUICE! 0 matenal (younger = safer)
GELUpIcal SOUICINONEBR evel)

NEtUrE oI SteIUINBRISSUE (new infectivity tables/cross-contamination)

nactivauepnEmoeyal i iSE agents (study or literature)

Jantities eirannmalstanting tissues or derivatives required
to produce one unit of the medical device

Tissues or derivatives of animal origin coming Iinto contact
with the patients and users

Route of administration
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