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CosaCosa cc’é’é didi nuovonuovo

• Valutazione clinica – valutazione critica
• Enfasi sulla necessità di generare specifici

dati clinici relativi ai dispositivi
• Continuo aggiornamento del “profilo

clinico” del dispositivo valutazione post-
market

• Notifica degli eventi avversi gravi
• Giustificazione per l’assenza di dati

provenienti da indagine clinica e basati
solamente su dati pre-clinici



Ma Ma éé veramenteveramente tuttotutto
““qualcosaqualcosa didi nuovonuovo””??

• Valutazione clinica –
valutazione critica

• Enfasi sulla necessità di
generare specifici dati
clinici relativi ai dispositivi

• Continuo aggiornamento del 
“profilo clinico” del 
dispositivo valutazione
post-market

• Notifica degli eventi avversi
gravi

• Giustificazione per l’assenza
di dati provenienti da
indagine clinica e basati
solamente su dati pre-
clinici

• No

• Si e No

• Si e No

• Si

• No 



CosaCosa cc’é’é didi
““anticoantico””

• La definizione di “safety” intesa come 
positivo rapporto tra i benefici portati
dal dispositivo e i rischi inerenti al 
suo uso impone di sostanziare i 
benefici

• La valutazione clinica é la sola via 
per ottenere dati certi sui benefici



Quali sono i temi Quali sono i temi ““caldicaldi”” perper
Eucomed?Eucomed?

• Reporting of adverse events . “tutti gli
eventi avversi gravi devono essere
registrati in modo completo e notificati
immediatamente a tutte le autorità
competenti degli Stati Membri in cui 
l’investigazione clinica é effettuata”

Le modalità di applicazione devono essere
discusse in un documento guida



Quali sono i temi Quali sono i temi ““caldicaldi”” perper
Eucomed?Eucomed?

• Post market Clinical Follow Up (PMCF)
( Allegato X 1.1.c ) é stato reso
obbligatorio, enfatizzando il meddev del 
2004. 

Il PMCF  deve essere pianificato ed é
necessario per tutti i dispositivi. Deve
essere valutato dall’organismo notificato
durante la valutazione della conformità



Quali sono i temi Quali sono i temi ““caldicaldi”” perper
Eucomed?Eucomed?

• Revisione della norma ISO 14155
• Trasposizioni nazionali
• Sovrapposizione con la direttiva 2001/20.
• Drug Eluting Stent (DES) linee guida
• Study disclosure e necessità di pubblicazione

WHO/ Gov.com / UK NHS



Clinical Investigation TF  Scorecard  Clinical Investigation TF  Scorecard  

Refusal of submission will be echanged by CAS , but not 
made available to the public
Monitoring of practices as a regular item on meetings

Tier 2Information between member states is reinforced to reply 
to notification questions or communication of refusals

- Eucomed document prepared and  reveiwed at CETF on 
Janury 08
- Pilot program to be prepared. 
- Call for participation  target date  May 08

Tier 1Reporting of adverse events . “All serious adverse events 
must be fully recorded and immediately notified to all 
competent authorities of the Member States in which the 
clinical investigation is being performed” Modalities will have to 
be discussed under the form of guidance

1. Monitoring of local transpositions
CIT members to survey transposition and  NB requests 

to
alert  secretariat via a «pager».
Regular agenda point on meeting

2. Suggest CETF to develop guidance on requirements by
products families (and accessories) 

--Clinical evidence for all products (Annex I section 6.a),
( although clinical evidence can be demonstrated by literature 
review in case of demonstrated similarity .The non-conduct of 
a clinical investigation shall be justified.)

No objectiveNoNotification will have to be made via the statement described 
in Annex VIII section 2.2. This must include reference to the 
presence of a medicinal product or human blood derivative; or 
tissue of animal origin

GHTF SG5 N4 will update the existing Meddev 2-12-2
Comments by members before requested before May 08 
to C baillul for SG5
coordinate further action with CETF

Tier 1Post market Clinical Follow Up (PMCF) ( Annex X 1.1.c ) 
is now mandatory emphasizing the MEDDEV guidance 
published in 2004. A plan for PMCF is required for all devices, 
and needs to be reviewed by the notified body during the 
conformity assessment phase

1. Related to the revision of  the MDD

Actions/Objectives/LeadersPriorityTopic



Clinical Investigation TF  ScorecardClinical Investigation TF  Scorecard

Ad hoc DES group established .
Comments to CETF document finalized
meeting with EMEA during March 08

Tier 1Drug Eluting Stent (DES) guidances EMEA / DG Entreprise

Inventory of existing country fact sheets made.
Members  assigned country update .  Recap to be made 
at the next meeting. Action .

Tier 1Country situation 
Update on country Regulatory forms
Overlap with  GCPs directive 2001/20. 

Comments on N4 by May 08- see PMCFTier 2GHTF SG5 documents . 

Lead : 
Draft to be reviewed- comments by next meting

Tier 2Post market Clinicals
Glossary / Classification and guidelines on requirements

2. Non MDD related

Sharing experience / liaison Bvmed : MDT to confirm 
liason with BvMed

Tier 2Bfs notification process (radio protection additional 
submission)  Germany

Review draft Eucomed position by end February . 
Position paper to be issued- Follow country positions -
lead 

Tier 1Study disclosure and publication needs WHO/ Gov.com / UK 
NHS

Common position agreed within Eucomed. Document 
going to an additional CD review cycle
Participation strengthened ( 5 CIT members 
participating) + Eucomed liaison named

Tier 1Revision of standard ISO 14155.

Final . Comments Eucomed included. To be ratified by 
MEDDEG. 

--Draft guidance for NCA on  assessment of Annex X 
notification

Monitoring ---Draft guidance on NB Review of clinical data checklist. 

Actions/Objectives/LeadersPriorityTopic



TheThe meanmean differencedifference::
locallocal versusversus systemicsystemic effectseffects

Estratto dalla presentazione del Prof JEstratto dalla presentazione del Prof Jüürgen Timm alla conferenza DIA Barcellona, 5 Marzo 2008rgen Timm alla conferenza DIA Barcellona, 5 Marzo 2008

Typical for medical devices:
physical action
local effects Typical for drugs:

biochemical action
systemic effects

Biometric implications:
->      different multiplicity, rates and relevance of AEs
Problematic issue: safety analysis
->       Critical: e.g.   check for possible doubling of AE-rates



Rate and Rate and clinicalclinical relevancerelevance of of AEsAEs
Estratto dalla presentazione del Prof JEstratto dalla presentazione del Prof Jüürgen Timm alla conferenza DIA Barcellona, 5 Marzo 2008rgen Timm alla conferenza DIA Barcellona, 5 Marzo 2008

Drug (typically):
• systemic AEs
• rates ranging 

from 1:1000 to 1:10
• clinical relevant AEs

with small rates are
common. 

• E.g. serious damage of 
– liver
– Kidney
– central nervous system

• detecting a doubling of 
such rates requires high 
numbers of patients

• -> more patients to 
be enrolled

Device (typically):
• local AEs related to 

pysical irritation
• Rates ranging 

from 1:100 to 1:5
• Small rates of clinical

relevant AEs are rare
• Detecting a doubling of 

AE rates does not require
high numbers of patients

• -> less patients to 
be enrolled



Grazie per Grazie per ll’’attenzioneattenzione


