V.05/07 
	
	
	Report Form 

Field Safety Corrective Action 
Medical Devices Vigilance System

(MEDDEV 2.12/1 rev 5)


	1. Administrative information

Destination

	Name of national competent authority (NCA)

	AFSSAPS

	Address of national competent authority

	143/147, bd Anatole France 93285 Saint Denis cedex 

	Date of this report

	15/06/2009

	Reference number assigned by the manufacturer

	ACPA09-03

	Incidence reference number and name of the co-ordinating national competent authority (if applicable)

	     

	Identify to what other national competent authorities this report was also sent 

	BFMG (AT), FAGG (BE), mzcr (CZ), BfarM( DE), NAM (FI), MHRA (UK), MofH (IT), EEKH (HU), VASPVT (LT), VSMTVA (LV), IGZ (NL), shdir (NO), URPL (PO), Ministry of Health (RO), AGEMED (SP), Medical Product Agency (SE), Swissmedic (CH).


	2 Information on submitter of the report

	Status of submitter

	 FORMCHECKBOX 

Manufacturer

	 FORMCHECKBOX 

Authorised representative within EEA

	 FORMCHECKBOX 

Others (identify the role):      


	3 Manufacturer information

	Manufacturer name

	B.Braun Medical 

	Manufacturer’s contact person

	Didier GERBAUD

	Address

	204 avenue du Maréchal Juin

	Postal code
	City

	92107
	BOULOGNE

	Phone
	Fax

	+33 1 41 10 53 75
	+33 1 41 3137 57

	E-mail
	Country

	didier.gerbaud@bbraun.com
	FRANCE


	4 Authorised representative information

	Name of the authorised representative 

	See the attached list

	The authorised representative’s contact person 

	See the attached list

	Address 

	See the attached list

	Postal code
	City

	See the attached list
	See the attached list

	Phone
	Fax

	See the attached list
	See the attached list

	E-mail
	Country

	See the attached list
	See the attached list


	5 National contact point information

	National contact point name

	See the attached list

	Name of the contact person 

	See the attached list

	Address 

	See the attached list

	Postal code
	City

	See the attached list
	See the attached list

	Phone
	Fax

	See the attached list
	See the attached list

	E-mail
	Country

	See the attached list
	See the attached list


	6 Medical device information

	Class

	 FORMCHECKBOX 
 
AIMD Active implants

 FORMCHECKBOX 
 
MDD Class III

 FORMCHECKBOX 
 
MDD Class IIb

 FORMCHECKBOX 
 
MDD Class IIa

 FORMCHECKBOX 
 
MDD Class I
	 FORMCHECKBOX 

IVD Annex II List A

 FORMCHECKBOX 

IVD Annex II List B

 FORMCHECKBOX 
 
IVD Devices for self-testing

 FORMCHECKBOX 
 
IVD General

	Nomenclature system (preferable GMDN) 

	GMDN

	Nomenclature code

	35911

	Nomenclature text 

	Port, infusion, implantable

	Commercial name/brand name/make

	Celsite ST201P, 
Celsite ST301P, 
Celsite ST305P, 
Celsite T301P, 
Celsite Discreet STL205P, 
Celsite Discreet STR205P

	Model number

	4430417,
4430441, 
4436946, 
4430387, 
4440203, 
4440204.

	Serial number(s) and/or lot/batch number(s) 

	Désignation art.

Code

Lot

CELSITE DISCREET STL205P SM PUR 6,5F IV

4440203

H2250780

CELSITE ST201P ST SET PUR 6,5F IV

4430417

H1353850

 

 

H2466180

 

 

H2847380

 

 

H3228660

CELSITE ST301P ST SET PUR 6,5F IV

4430441

H0443990

 

 

H0651260

 

 

H0938320

 

 

H1280130

 

 

H1507950

 

 

H1571070

 

 

H1862360

 

 

H1923980

 

 

H2258980

 

 

H2404040

 

 

H2466210

 

 

H2620970

 

 

H2909680

 

 

H3434520

CELSITE ST305P SM SET PUR 6,5F IV

4436946

H0700720

 

 

H0920670

 

 

H1360780

 

 

H1633230

 

 

H1756580

 

 

H2250600

 

 

H2548620

 

 

H2847420

 

 

H3238310

 

 

H3504180

 

 

I0059950

 

 

I0091480

CELSITE T301P ST PUR 6,5F IV

4430387

H0648550

 

 

H0938310

 

 

H1157930

 

 

H1446180

 

 

H1571060

 

 

H1633380

 

 

H1829290

 

 

H1986890

 

 

H3238260

 

 

I0050650

 

 

I0089470

 

 

I0090300



	Software version number (if applicable)

	NA

	Manufacturing date/expiry date (if applicable)

	NA

	Accessories/associated device (if applicable)

	NA

	Notified body (NB) ID- number

	0459


	7 Description of FSCA

	Background information and reason for the FSCA

	Increasing of customer complaints for catheter disconnection of one particular type of polyurethane catheter (Catheter “P”):
11 complaints for catheter disconnection received between 10/2008 and 06/2009

(To be compared with no disconnection reported between 2006 and 10/2008)
Functional and chemical analysis of catheters and tubes does not allow us to understand the root cause. All results are in compliance with specifications.

 Nevertheless, one particular tubing batch has a different behavior than the others batches.
10/11 complaints for catheter disconnection are related to this particular batch.



	Description and justification of the action (corrective/preventive)

	· Recall of the batches listed in § 6


	Advice on actions to be taken by the distributor and the user

	· Recall of the batches listed in § 6



	Attached please find 

	 FORMCHECKBOX 
 Field Safety Notice (FSN) in English
 FORMCHECKBOX 
 FSN in national language
 FORMCHECKBOX 
 Others (please specify):      

	Time schedule for the implementation of the different actions

	· Recall of the batches listed in § 6 (June 2009)



	These countries within the EEA and Switzerland are affected by this FSCA

	Within EEA and Switzerland:
 FORMCHECKBOX 
 AT
 FORMCHECKBOX 
 BE
 FORMCHECKBOX 
 BG
 FORMCHECKBOX 
 CH
 FORMCHECKBOX 
 CY
 FORMCHECKBOX 
 CZ
 FORMCHECKBOX 
 DE
 FORMCHECKBOX 
 DK 
 FORMCHECKBOX 
 EE
 FORMCHECKBOX 
 ES
 FORMCHECKBOX 
 FI
 FORMCHECKBOX 
 FR
 FORMCHECKBOX 
 GB
 FORMCHECKBOX 
 GR
 FORMCHECKBOX 
 HU
 FORMCHECKBOX 
 IE
 FORMCHECKBOX 
 IS
 FORMCHECKBOX 
 IT
 FORMCHECKBOX 
 LI
 FORMCHECKBOX 
 LT

 FORMCHECKBOX 
 LU
 FORMCHECKBOX 
 LV
 FORMCHECKBOX 
 MT
 FORMCHECKBOX 
 NL
 FORMCHECKBOX 
 NO
 FORMCHECKBOX 
 PL
 FORMCHECKBOX 
 PT
 FORMCHECKBOX 
 RO
 FORMCHECKBOX 
 SE
 FORMCHECKBOX 
SI
 FORMCHECKBOX 
SK

Candidate Countries:
 FORMCHECKBOX 
 HR
 FORMCHECKBOX 
 TR

 FORMCHECKBOX 
 All EEA, Candidate Countries and Switzerland

Others:
Russia, Georgia, Lebanon, Mexico, Malaysia, Taïwan, USA

	These countries outside the EEA and Switzerland are affected by this FSCA

	Yes 


	8 Comments

	No


I affirm that the information given above is correct to the best of my knowledge.


………………………………………………………

Signature
Didier Gerbaud
Boulogne
     
Name
City 
Date
Submission of this report does not, in itself, represent a conclusion by the manufacturer and/or authorized representative or the national competent authority that the content of this report is complete or accurate, that the medical device(s) listed failed in any manner and/or that the medical device(s) caused or contributed to the alleged death or deterioration in the state of the health of any person.
