B BRAUN

SHARING EXPERTISE

TOB «b. BPAYH MEJIIKAJT YKPATHA»

Yxpaina

03124, M. Kni

oyn. B. 'asena, 6

Ten. +38 (044) 351-11-30

e-mail: info.bbmua@bbraun.com

Bux. Mo 579

Bio 704 202/

LLC «B. BRAUN MEDICAL UKRAINE»

Ukraine

03124, Kiev City

bld. V.Havel, 6

Tel.: +38 (044) 351-11-30

e-mail: info.bbmua@bbraun.com

Jep:xaBna cayx6a
¥Yxpainn 3 diKapcbKuX 3ac00iB T2
KOHTPOJII0 32 HAPKOTHKAaMH

Hlanosni xoaern!

Komnanis TOB «b. bpayn Megikan Ykpaina», 1ka € YIOBHOBRKEHUM NPEACTABHUKOM B YKpaiHi

BupoGHuka B.bpayn Megikan AT, lllseiinapin moBizomMisieMo HaCTyIHe:

Kowmmaniero 6yJio 0TpMMaHO MOBIIOMACHHS Bi{ BUPOOHMKA LIOAO Mepe0adyBaHHX MOOIYHUX peaKLii

Ha mMeawaHui Bupi0: TTportocaH, po3uuH s ipuradii pan, (kiac pusuky — 11I) B IlBefiuapil.

1 Bunanmox:
Hponyxr IIpoHTOCaH PO3UMH
Howmep cepii: HEeBigoMo

Onuc

[Manientka 3BepHyjacs y KiiHiKy Diabetic Foot
Ulcer Clinic npu 3axingsiii 3araipHiil JikapHi B
Enunbypsi (nposigHuii KIHHILMCT, CTapluwii jikap-
nomiatp Jlopna J[Dxapper) y TtpasHi 2019 p.
KitininycTd OTpUMaId KOHCYJIBTAI{IO JHKAps, SKUi
NPH3HAYMB TEPOpaTbHHN NPUIOM TiAPOKOPTH3OHY
T4 BUMNWCAB AHTHMriCTaMiH Ui IpUifoMy BAOMa
nporgrom 5 aHis. [TaiieHTa MONPOCUITH TIOBIIOMHUTH
JiKaps 3araibHOi NPAKTHKH, AKWO mpobieMa He
3HMKHe. Peakuiio 3BOJWIM 10 NOB’I3KH, HAKIALEHOT
michna  BUKopucTaHHS npemapary  IIpoHTocaH,
OCKIJIbKM paHilile Nali€HT BHABIAB Yy TJIUBICTb JO
OCTPIBHMX OB’ S30K.

31 TpaBHA M 4ac HACTYIHOTO Bi3HTY AiTBHHYHOL
MeJiceCTpd paHy manieHra o6pobumu  3aco6om
«IIponTocan», i Bigpasy HOMY CTaO QyXKe ITOraHo.
Ilor’s3ka 1O LBOrO MOMEHTY HE 3aCTOCOBYEThCH,

sme [IponTocan.

M2 LOepwnikeny:kba
Ne7012/0/08-21 Big 1
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V naimieHTa 3’MBWiacs HyJOTa i BiH TOYEPBOHIB.
YacTtota CEpUCBMX CKOpPOYCHb  ModacTimraia,
HAaCHYEHHs KUCHEM 3MEHIUMJIOCH, 3 SBUIACS aiapes
Ta GMoBoTA.

Buriukany mBHIAKY JONOMOTY, apTepialbHUM THCK
SHM3MBCH e Oinbile, B IIBUIAKIN JOIOMO3i BBEIH
aZpeHalid Ta aHTUricramiHHi npenaparu. IlanieHT

OTPHMYBAaB CTEPOiH B JiKapHi.

Hara dikcauii

17.03.2021

BumesasHadeHi peakuii € nependadyBaHUMU i

BUpOOY.

3a3Ha4YeHi B IHCTPYKUii 3 BUKOPUCTAHHA MEIUYHOTO

3BiTH OO AOCTiIKEHHS LKX TOBiIOMIEHb BUPOOHUKOM HAaJAEMO.

3 nogaroio,

Jupexrop
TOB «b.Bpays Meaikan Ykpaina»

VrnosHOBaxeHa ocoda 3 IKOCTI
TOB «B.Bpayu Menixan Vipaina»

Buxonasenr: Jlenuc A.B.
+38 067 4459004
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Manufacturer Incident Report (MIR) for
Serious Incidents (MDR/IVDR)
and Incidents (AIMDD/MDD/IVDD)

Reporting Template Version 7.2.1
European Union Medical Devices Vigilance System

.~ |Name of receiving national competent authority (NCA)
N | [Medicines & Healthcare products Regulatory Agency (MVHRA) l

“{EUDAMED number of NCA

.| Reference number assigned by NCA for this incident

1Reference number assigned by EUDAMED for this ihcident

Manufacturer awareness date

112021-03-17 (e.g. 2012-10-23)

Date of incident (eg. zo1zi1o-23) ’

orsosor] to [fmsesan]

S ‘D.ate of subniiééion

: @)4_—09 (g, 2012:10-23) |+
| Type of report

C Initial

1 C:Follow up

- { (8; Combined initial and final
" | C:Final (Reportable incident)

“1 CyFinal (Non-reportable incident)

“1In case of initial and follow-up reports, please indicate the expected date of the next report
‘ (e.g. 2012-10-23)

Classification of incident
1 C: Serious public health threat
"1 (Death

(¢:Manufacturer (S Authorised representative (" Other, please specify

' Manufacturer's reference number for this incident
- | [cc 400507398 ]




1 -|Street number

| |Address complement

4| City name

=1Registered commercial name of company

11 |B. Braun Medical AG

. |Contact’s first name

€ . *|Contact’s last name

g ISer_aphina )

| [weibel

| Email

1 Phone

*-| |seraphinaweibel@bbraun.com

| |+41 58 258 52 60

) : Country
CH - Switzerland

Street

eS lSetasatz

h - |Street number

-4 | Address complement

I

4 City name

T iSevmpach




i ‘,,,i : Tei CE

(C This device has been placed on the market before the implementation of the MDD/AIMDD/IVDD

[Jsoftware
[Jsystems

[:} procedure packs
[Jcustom-made

[[non-medical purpose

MDD/AIMDD IvbD

(> active implant VD Annex ll List A

(@ class Il CIVD Annex i List B

5: c:ass ::b C IVD devices for self-testing

tclass lla
- C} IVD general

Ciclass |

(Cclassis

C:class Im

Cclass Ism

(> custom-made

MDR Type (Multiple choice) IVDR Type (Multiple choice)

[CJimplantable

Cclass il _ ) Ciclass D [Jself-testing

Ciclass lib [active device Ciclass C . :

F lass I Dintended to administer and/or (\ lass B [CInear-patient testing

.- class 1la remove a medicinal product - Class [Jprofessional testing

Ciclass | teril diti (iclass A
[ sterile conditions [“Jcompanion diagnostic
[T measuring function [Jreagent
[:i reusable surgical instruments Ejsoftware

[Jinstrument

[Jsterile conditions

[TJAILEEA, Switzerland and Turkey

IRAT XBe [OBe [XcH [J¢y [dcz [KIDbE
#C0er [JHR [JHU KIE [is XKw  [Ju
,: [Opr KPT [JrROo [KISE [Jst [k [XTR

Others: [AR, CL, CO, PE, MX, PY, ZA, EC, MY, MT, SV, NA, LU, Mg

e o e

ok [Jee Kes [ [XFR [XGB
O [Ow [Ow [Owr KN [Cno

“|different from device being reported on)

“|Relevant accessories used with the device being reported on (please list with corresponding Manufacturer if

- |if different from device being reported on)

{Relevant associated devices used with the device being reported on (please list with corresponding Manufacturer




' ‘.Patf

n "'nfe' m.;tlon

i ~-Choice 1 - Choice 2 | Choice3 | Choice4 | Choice5 | Choice6
- (most relevant)
IMDRF 'Clinical signs, chde Code Code Code Code Code
Z?:D:T::nzx)c onditions ( E040201 l | 1714 ||| _Ewo20 [ 1204 || Er032 1] 1
IMDRF 'Health impact' Code | Code Code Code Code Code
codes (Annex F) l F2303 ! - l FO8 j [ ] [ ! F J r J

. IMDRF Health Effect' terms and codes (Annex E F)
“+}1Coding with IMDRF terms is a mandatory requirement.

o - |if you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

~“lyears

{Age of pat:ent at the time of the incident

| Gender C:Female  (yMale C Unknown C Not applicable
: d -'{Body weight (kg)

0 |

: ' List any of the patient's prior health condition or medication that may be relevant to this incident

. lmtml reporter . ;can be healthcare professmnal af fa:

_.;‘;. Role ofmmal reporter v
i (®:Healthcare professional (Patient (. layuser (" Other, please specify r

“IName of healthcare facility where incident occurred

;, Healthcare facility report number (if applicable)

“-~"|contact’s first name e

T

"~ IContact’s last name

ml

- 1Email g

A | RN

Phone

S——

- |Country
- .. GB - Great Britain

- “iStreet

Street number

R i

7]

3 k. |Address complement -1 [PO Box
City name Postal code

IC




- |IMDRF “Cause Investigation' terms and codes {(Annex B, C, D)

‘e || coding with IMDRF C!}oi‘t_‘;e:;. " | Choice 2 | Choice 3 | Choice 4 | Choice 5 | Choice 6 | Choice 7 | Choice 8
|| terms is a mandatory | ‘(most relevant)
requirement.
IMDRE Cause .. Code .- | Code Code Code Code Code Code Code

investigation: Type

of investigation [ 313 ] l B12 1 I _ j l jl ”

(Annex B)

IMDRF Cause Code Code Code Code Code

|l investigation:
Investigation
|| findings

|| (Annex C)

|l IMDRF Cause Code Code Code Code Code

|| investigation:
|| Investigation
|| conclusion (Annex D) |

—

| If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

f°  |IMDRF Component codes (Annex G)
{Coding with IMDRF terms is a mandatory requirement.

B )~,_chioi:ce‘;:§.,_j -1 Choice 2 Choice 3 Choice 4 Choice 5 Choice 6
(most relevant)-
IMDRF ‘Component' codes |+ - Cade.~" |  Code Code Code Code Code
(Annex ) i s | || || | o |

if you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

g Description of remedial action/corrective action/preventive action/field safety corrective action (FSCA)
(For a FSCA, fill in the FSCA form )

No sample is available. Therefore, no analytical testing is possible.

Allergic and anaphylactic reactions are known side effects, as stated in the IfU. Since there is no trend, no further actions are initated at
the moment.

h Time schedule for the implementation of the identified actions

i Final comments from the manufacturer on cause investigation and conclusion




¢ |Enter the number of similar incidents and devices on the market for the indicated time periods
-|You must use yearly time periods unless:

A: a different time period has been specified by the European vigilance Working Group

B: the device has not been on the European market for more than three years

Time period (N) Time period (N-1) Time period {N-2) Time period (N-3)
Year to date = incident year |  calendar year one year calendar year two years calendar year three years
before incident before incident before incident
(e.g. 2012-10-23) {e-8. 2012-10-23) {e.g. 2012-10-23) (e.g. 2012-10-23)
Start date ]2021-01-01 ] ]2020-017-01 ] ]2019—01-01 ’ IZO18-01-01 }
End date 2021-02-28 2020-12-31 | [2019-1231 | [2018-1231]
Number of | Numberof | Numberof | Numberof | Numberof | Numberof | Numberof | Number of
. similar devices on similar devices on similar devices on similar devices on
: incidents market incidents market incidents market incidents market
Country of
A I T 2 RS 2 R KDY
EEA+CH+TR || o | 420646 Il 1 |l 2426299 || 3 [ 2324051 I 3 | 2141,750 |
World [ | sis07a Il 2 |l 475767 || 3 {agzzoro fl 5 |l 4421503 |

~d .|Comments on how similar incidents and associated number of devices on the market were determined

Reported adverse reactions to Prontosan Solution.




3.1 a- Provide a comprehensive description of the incident

| The patient attended the Diabetic Foot Ulcer Clinic at Western General Hospital, Edinburgh (lead clinician Senior Podiatrist Lorna
Jarret) in May 2019 and had a reaction resulting in her becoming widely un-well and presenting a rash. The clinicians called for a
doctor who prescribed oral hydrocortisone plus giving her an anti-histamine to take home that should be taken for 5 days. She was
asked to report to GP if the problem persisted. The reaction was put down to the dressing applied after the Prontosan was used, as
the patient had previously shown to be sensitive to island dressings.

On 31st of May 2019 at the follow up visit by the District Nurses the Patient was treated with a Prontosan Soak and immediately
became very un- well. No dressing applied by this point, just the Prontosan.

The patient developed nausea and became flushed. Her heart rate increased, oxygen saturation decreased and she developed
diarrhoea and vomiting.

An ambulance was called, her biood pressure dropped further and she was given adrenaline and anti-histamines in the ambulance.
The patient received steroids in hospital.

The incident was not reported at the time but on discussion with the local Tissue Viability Nurse, Linda Primmer, at a meeting in
March 2021, it was felt that this should be reported as a serious reaction and | was contacted as the local Territory Manager

4.2 a - Description of the manufacturer’s evaluation concerning possible root causes/causative factors and conclusion

This report has been identified as B. Braun Medical AG internal report number CC 400507398.

The instructions for use of the product have been checked and the following side effects are listed:

"In very rare cases, there may be a mild burning sensation after application of Prontosan, but this usually dissipates after a few
minutes. Prontosan can cause allergic reactions such as itching (urticatia) and rashes (exanthema). In rare cases (less than 1 out of
10,000), anaphylactic shock has been reported.”

The product quantities sold in 2020 for Prontosan Solution were over 4.7 million. No negative trend can be observed.

4.2 d - Resulits of the assessment:

Risk-Analysis Document has been checked:

RA-400403-505 Version 15

Nr. 8 Biological Safety contains Local skin irritations or allergic reactions (worst case anaphylactical shock)
No update of the Risk Analysis is necessary.

4.2 g - Description of remedial action/corrective action/preventive action/field safety corrective action (FSCA)

No sample is available. Therefore, no analytical testing is possible.

Allergic and anaphylactic reactions are known side effects, as stated in the IfU. Since there is no trend, no further actions are initated
at the moment.




f'."" Medical device name

g [Prontosan ’
| Basicubi-Dl [unknown |

-4 UDI device UDI production

| identifier ﬁJnknown } identifier FJnknown 1

-+ IMDRF adverse event reporting terms and codes
+:| IMDRF=International Medical Device Regulators Forum. Coding with IMDRF terms is a mandatory requirement.

1 |l IMDRE clinical signs,
|| symptoms, conditions codes |E040201]l] Ea714 | E1020]l E1204 (] E1032 |

IMDRF health impact codes ([ F2303 || Fos || W!ﬁ I |

Il IMDRF Medical device

problem codes [7A24 1L H ] l" ' “ J —

IMDREF Cause investigation:

l
.
|
r
Type of investigation Bz |[ 812 | | I I
—

IMDRF Component codes | } l

IMDRF Cause investigation:
estigation findi Lao )L
Investigation findings. .

IMDRF Cause investigation: l
Investigation conclusion. r D12 l ' ” }II ] f

L

Submission of this report does not represent a conclusion by the manufacturer and / or authorised
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.

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

Before signing and submitting

[ Checkthetorm | [ SaveasPOF

Date

Signature/Digital Signature

Digital unterschrieben von schesech
SCheseCh Datum: 2021.04,09 13:47:28 +02'00"

Send as XML file | Submit XML by Email |

Send as PDF fil [ SubmitDE by Emal |




4.3

Similar incidents (for Final (Reportable incident)) :

43.1

kUse bf IMDRF terms and codes for identifying similar incidents

“1dentification of similar incidents using IMDRF Adverse Event Reporting terms and codes

Tick-mark which code or combination of codes were used for identifying similar incidents.

_ v - , R | ‘Choice1 |
IMDRF code relating to most relevant ‘Medical device problem' (Annex A)
iIMDRF code relating to most relevant 'Investigation finding' {Annex C, ‘Cause investigation’) O

[ Other — enter description of what similar incidents are based on and the rationale why the above IMDRF

codes were not used
e

Use of in-house terms/codes for identifying similar incidents {only for transition period)

If similar incident were not identified by IMDRF codes but by in-house codes, please provide the codes and terms

Choice 1 S '

Code/term for most refevant medical device probiem Code L ]

Term I ]
Code/term for most relevant root cause evaluation Code l )

Term | 1

[T] Other — enter description of what similar incidents are based on and the rationale why the above codes were not used

4.3.3 |Number of similar incidents and devices on the market
a ' |Indicate on which basis similar incidents were identified regarding the device or device variant:
(@ Model C Software C Lot/Batch (C Product platform (: Other variant
{Details of the selection made above
Prontosan Solution
b . |Indicate to what criteria the number of devices on the market (also known as denominator data) is based on

{tick the most appropriate):

(e Devices placed on the market or put into service
€ Units distributed within each time period

" Number of tests performed

C: Number of episodes of use (for reusable devices)

_Units distributed from the date of declaration of conformity/CE mark approval to the end date of each time
- period

C: Number of devices implanted
(; Other -describe




Section 4: Manufacturer analysis

4.1 | Manufacturer’s preliminary comments

a  [For initial and follow-up reports: preliminary results and conclusions of manufacturer’s investigation

b {Initial actions {corrective and/or preventive) implemented by the manufacturer

¢ . [What further investigations do you intend in view of reaching final conclusions?

4.2 |Cause investigation and conclusion

a . |For Final (Reportable incident): Description of the manufacturer’s evaluation concerning possible root
causes/causative factors and conclusion

This report has been identified as B. Braun Medical AG internal report number CC 400507398.

The instructions for use of the product have been checked and the following side effects are listed:

"In very rare cases, there may be a mild burning sensation after application of Prontosan, but this usually dissipates after a few
minutes. Prontosan can cause allergic reactions such as itching (urticatia) and rashes (exanthema). In rare cases (less than 1 out of
10,000), anaphylactic shock has been reported.”

The product quantities sold in 2020 for Prontosan Solution were over 4.7 million. No negative trend can be observed.

b - {For Final (Non-repartable incident): Fill out rationale for why this is considered not reportable

¢ |Is root cause confirmed?

@®@Yes (C:No

d Has the risk assessment been reviewed?

(e Yes C No If 'No', rationale for no review required:

if the risk assessment has been reviewed, is it still adequate?
@®Yes (No

Results of the assessment:

Risk-Analysis Document has been checked:

RA-400403-505 Version 15

Nr. 8 Biological Safety contains Local skin irritations or allergic reactions (worst case anaphylactical shock)
No update of the Risk Analysis is necessary.




‘'IProvide a comprehensive description of the incident, including (1) what went wrong with the device (if applicable)
“r4and (2) a description of the health effects (if applicable), i.e. clinical signs, symptoms, conditions as well as the

loverall health impact (i.e. Death; life-threatening; hospitalizzl_ ion — initial or prolonged; required intervention to prevent permanent
‘Il damage; disability or permanent damage; congenital anomaly/Birt 'dpfects; indirect harm; no serious outcome)

The patient attended the Diabetic Foot Ulcer Clinic at Western Genegal Hospital, Edinburgh (lead clinician Senior Podiatrist Lorna
Jarret) in May 20019 and had a reaction resulting in her becoming wi N{ un-well and presenting a rash. The clinicians called for a
doctor who prescribed oral hydrocortisone plus giving her an anti-higtamine to take home that should be taken for 5 days. She was
asked to report to GP if the problem persisted. The reaction was put gon to the dressing applied after the Prontosan was used, as the
patient had previously shown to be sensitive to island dressings. |

On 31st of May 2019 at the follow up visit by the District Nurses the Patient was treated with a Prontosan Soak and immediately
became very un- well. No dressing applied by this point, just the Prontosan.

The patient developed nausea and became flushed. Her heart rate increased, oxygen saturation decreased and she developed
diarrhoea and vomiting.

An ambulance was called, her blood pressure dropped further and she was given adrenaline and anti-histamines in the ambulance.
The patient received steroids in hospital.

The incident was not reported at the time but on discussion with the local Tissue Viability Nurse, Linda Primmer, at a meeting in March
2021 his should be reported as a serious reaction and | was contacted as the local Territory Manager

device problem information -

N

¥ |IMDRF Medical device problem codes (Annex A)
_{:|Coding with IMDRF terms is a mandatory requirement.

- Choicel - | Choice2 | Choice3 | Choice4 | Choice5 | Choice6
{most relevant}
IMDRF 'Medical device | - Code . - Code Code Code Code Code
proviemeoces |+ [ ] |[__J|[_J|C_J|C_1]I

T "1 If you think the incident is unique and a suitable IMDRF term is missing, briefly explain:

-b " :i'|Number of patients involved

]

1 |What is the current location of the device?
. I'| CiHealthcare facility/carer  ( Distributor
14 C Patient/user C Discarded

11 Cntransit to manufacturer  (C: Remains implanted
“+| C:Manufacturer C: Unknown (& Other:  |used up l

A Operator of device at the time of the incident

1] C Healthcare professional () Patient/lay user (" Other, please describe l

. Usage of device (as intended)
(" Initial use (> Reuse of a single use medical device

- A C: Reuse of a reusable medical device (> Re-serviced/refurbished/fully refurbished

.41 C: Problem noted prior use C. Other: |

-1{Remedial actions taken by healthcare facility, patient or user subsequent to the incident




- b{UDI production identifier {unknown

d'{Unit of use UDI-DI |

Medual dewce termlnxology

i OEMDN CGMDN (> UMDNS(ECRI) FGIVD/EDM‘i

i
1
B
v
|
J
1
H

Medu_al device name (brand/trade /proprietary or common name)

: IProntosan ]
i Nomenclature text/Description of the device and its intended use
[Prontosan Wound Irrigation Solution ]
Model "4 .| Catalogue/reference number

- {Lot/batch number

11 |

Firmware version

gl ]

| Software version

Device manufacturing date (e.g. 2012-10-23)

L]

4 Device expiry date (e.g. 2012-10-23)

't Date when device was implanted (e.g. 2012-10-23) Date when device was explanted (e.g. 2012-10-23)

e 1l | ©o | ]

f precise implant/explant dates are unknown, provide the duration of implantation

Number of years [: ) ] Number of months L—____] Number of days I:::l

{Implant facility | Explant facility

1] 1] ]

Notified body (NB) ID number(s) (if applicable) Notified body (NB) certificate number(s) of device (if applicable)

1 [0324 | Dr13siaceon

I |

1Please indicate the date of one of the following:
() First declaration of conformity

1 C The device first CE marked
1 (CyFirst placed on the market

11 C>First put into service
t | CIf software, date first made available

Year I ——!Month I !




If this incident involves multiple devices from the same|manufacturer, please list the respective reference
numbers of the other MIR forms you have submitted !

- NCA's local reference number r i

EUDAMED's reference number [ ]

Manufacturer's reference number I . }

If this incident is covered under an FSCA, please provide the relevant numbers: - ’
NCA's local FSCA reference number | L |
- EUDAMED's FSCA reference number I : } ]

- Manufacturer's FSCA reference number [ - : 1

Periodic Summary Report {PSR) ID E

If the incident occurred within a PMCF/PMPF investigation; please provide the Eudamed ID of-that PMCF/PMPF
investigation ‘ -

Manufacturer organisation name
IB. Braun Medical AG

Single registration number

Contact’s first name | Contact’s last name

. [Seraphina ]

Email
seraphina.weibel@bbraun.com ]

Country

CH - Switzerland
Street
¢ ISee:iatz i

&

ddress complement;

L |

City name
ISempach J

1Postal code
6204

Authorised representative organisation name

Single Registration Number

Contact’s first name

L |

Email

l !

Country




