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1 Administrative information

To which NCA(s) is this report being sent?

Type of report

(7 Initial report
(® Follow-up report
(" Final report

Date of this report

2021-04-22
Reference number assigned by the manufacturer

FSCA reference number assigned by NCA
I 1. assigned by I

Incidence reference number assigned by NCA

Name of the co-ordinating NCACompetent Authority (if applicable)

2 Information on submitter of the report

Status of submitter

(® Manufacturer
(" Authorised Representative within EEA and Switzerland
(" Others: (identify the role)




3 Manufacturer information

new

Name

B. Braun Surgical, S.A.

Contact Name

|

Address

Carretera de Terrassa 121

Postcode City
08191 Rubi
Phone Fax
|

E-mail Country

o un.com

ES - Spain
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7 Description of the FSCA

Background information and reason for the FSCA

Follow-up 2 FSCA Background information and reason for the FSCA:

Continuing the investigation, the company identified new additional batches where the adhesive could not polymerize
completely after its application. The tested products did not show the normal curing behaviour, providing lower adhesives
forces than expected. A recall of these new additional batches is initiated, based on Regulatory Risk, because they potentially do
not fulfil the product specifications. Nevertheless, the clinical risk is considered acceptable.

Follow-up FSCA Background information and reason for the FSCA:

Continuing the investigation, the company detected additional batches where the adhesive could not polymerize completely
after its application. The tested products do not show the normal curing behaviour, providing lower adhesives forces than
expected. Therefore, a recall of these additional batches should be done.

Initial FSCA Background information and reason for the FSCA:

In some complaints received from the market, the company detected that the adhesive could not polymerize completely after
its application. In other words, the product could not show the normal curing behaviour, providing lower adhesives forces than
expected.

Description and justification of the action (corrective / preventive)

Histoacryl can be used for wound closure, mesh fixation or sclerotherapy in gastric varices according to the approved
indications. The initial risk assessment of the incident, considering the preliminary information available on the product
characteristics, led us to a conservative approach, not accepting the potential risk for patients. Nevertheless, a deeper
investigation has led us to update the risk assessment of the product and now the risk has been considered acceptable.

In the particular case of skin closure, Histoacryl is intended to be used topically, in Hospitals or outpatient areas. If a delay in the
polymerization occurs or even if the product is not functional it could be easily detectable by the sanitary staff. A delay in the
polymerization in this indication is not directly linked to harm to the patient, in most of the cases re-intervention or an extra
medical treatment could probably not be necessary mainly because according to the Instructions For Use (IFU), Histoacryl must
be used in conjunction with and not in substitution of subcuticular sutures. In case that the defective units were not detected,
could cause wound dehiscence, local infections, pain, irritation, inflammation, impaired aesthetic outcome, operating time
extension and could need medical treatment or re-intervention using another closure device.

As per our experience and knowledge, defective devices in that indication would be discarded and no serious harms would be
expected to the patient, only a delay in the intervention if it is the case.

In the case of mesh fixation, the adhesive force is mainly needed to avoid the mesh displacement during the surgical
intervention because after the abdominal wall closure the mesh will remain in a natural manner fixed by the surrounding layers,
no higher loads are supported by the adhesive and, in consequence, no risks for patients except an operating time extension if
the medical staff decide to apply an alternative fixation technique.

In the particular case of sclerotherapy use, after a deep analysis of the samples it can be concluded that the behavior of the
adhesive is according to the requirements and only a slight delay in the polymerization can be seen, therefore the potential
harm could led to a manageable situation only causing operating time extension due a potential requirement of an alternative
medical intervention.

Advice on actions to be taken by the distributor and the user
Return to the manufacturer the remaining stock of the product.

Progress of FSCA , together with reconciliation data (Mandatory for a Final FSCA)

Time schedule for the implementation of the different actions
3 months.




Attached please find FSN Status

[]Field Safety Notice (FSN) in English (" Draft FSN
[IFSN in national language @ Final FSN
[¥]Others (please specify)

List of the affected products (update).

The medical device has been distributed to the following countries:

within the EEA and Switzerland

[X]AT [x]BE [x1BG [xIcH [xlcy [xlcz [x]DE [x]DK
[JEe [x]ES [k [x]FR [xlGB [xIGR [x]HU [xlIE

[x]is x]IT Cu XLt E3[1V) xILv Mt [xINL
[xINO [x]PL [xIpT [x]rO [x]sE [x]sI [x]sk [x]TR

Candidate Countries

[X]HR

[JAIl EEA, candidate countries and Switzerland

Others:
BR, CN, KR, AU, AE, RU, CL, EC, ZA, PY, NZ, MY, PA, TW, PS, CR, MX, AR, QA, HK, JP, KE, AL, CO, EG, FJ, ID, IL, IN, LK, MA, PE, PH, SA, 5S¢
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