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YKpaiuu 1 JiiKapcbKHX 1aco6ie Ta 
KOHTp0JIIO 3a uapK0THKaMH 

fflaHOBHi KOJierH! 

KoMnatti.si TOB «Ji. Jipayu Me~iKaJI YKpaiua», siKa € YnoBHOBIDKeHuM npe]].CTaBHHKOM B YKpai"Hi 

BHp06HHKa Ji.Jipayu Me~iKaJI Ar, meeii .. apiH IIOBi}].OMJUl€MO Hacryntte: 

KoMnaHi€1o 6yJio OTJ)HMaHO noBi}].OMJieHHSI Bi}]. BHpo6HHKa lll,O}].O nepe}].6aqyBaHUX no6iqHUX peaKu,iH 

Ha Me}].nqHnH Bupi6: IlpomocaH, po3quH M» ipurau.ii" patt, (KJiac pu3HKY - III) B lllBeH.u,apii". 

IlpO]].YKT 

HoMep cepii": 

Onuc 

,ll;arn q>iKcau.ii" 

IlpomocaH, p03quH }].JI» ipurau.ii" patt 

HeBiAOMO 

y nau.ieHTa 6yJia paHa rnu6HHOIO 1 CM (p03MipoM i3 roJIOBKY IIIIlHJihKH), SIKY 

3p01IIYBaJIH po3quHOM }].JISI 3p01IIeHHSI paH npomocaHOM. 3ri}].HO 3 3aSIBOIO nau,i€HTa, 

patty npoMHJIH 40 MJI Prontosan 3a }].OilOMOrOIO ry}].3HKOB01 KaHIOJii. 3ro}].OM nau,i€HT 

CTpIDK}].aB Bi}]. neqIHHSI, eKCT})eMaJihHOro Bl)J.Lf)'TTSI TUCKY, HeBeJIHKOro Ha6p»Ky, 

CHJihHOro noqepBoHiHHSI Ha nepe}].IIJiiqqi, Ha6p»Ky KHCTi, a TaKO)K 6oJIIO. Moro pyKa 

6yJia Ha rpeTutty 6iJib1IIa 3a 3BnqaHtty. qepe3 Ha6p»K 6yJia norpi6Ha onepau.i» Ha 

pyu.i. ,[vi» nonepe}].)KeHHSI MO)KJIUBOro HeKp03y TKaHHH 6yB BCTaHOBJieHHH ]].peHIDK. 

Ilpu 3p01IIeHHi paH Ta nopO)KHUH nopO)KHHHH CJii}]. CTe)KHTH 3a THM, lll,06 p03quH He 

BBO,l].HBCSI a6o He BBO,l].HBCSI B TKaHHtty ni}]. THCKOM, a TaKO)K lll,06 rapaHT)'BaJIH }].peHIDK 

nocTiHHO. J!Klll,O Ha 3p01IIYBaJihHHH KaHaJI 3acTocoBy€ThCS1 THCK, i p03quH He MO)l(Ha 

CTiKaTH, MO*YTh CilOCTepiraTUCSI TaKi no6iqHi eq>eKTH, SIK Ha6pSIKH. KpiM Toro, 40 MJI 

- u.e 3aHa,l].TO 6araTO }].JISI MaJieHhKOl paHKH. TOMY IlOMHJIKa y BHKOpucTaHHi € 

HaH6mhlll Bipori}].HOIO neplllonpuquHOIO Ha6p»KY rn HacJii}].KOM xipypriqHoro 

BrpyqaHHSI. O,l].HaK OCTaToqHoro rnep}].)KeHHSI Bi}]. Me,l].HqHoro npau,iBHHKa lll,O,l].O 

IlOMHJIKH y BHKOpHCTaHHi HeMae. 
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Manufa :turer lncident Repor·t {МІR) for 
Ser ious lncidents {MDR/IVDR) 

and lr cidents (AIMDD/MD[D/IVDD) 
f eporting Template Version 7.2.1 

EuropeІ::a n Union Medical Devices Vigllance System 

Section 1: Administrative information 

1.1 tent authority Corresponding compi! 

а Name of receiving national cor hoetent authoritv (NCAI 

І вtАгМ Bundesinstitut fur Arz 1eimittel und Medizinprodukte 

ь EUDAMED number of NCA 

І 
с Reference number assigned bv NCA for this incident 

І 
d Reference number assigned Ьу EUDAMED for this incident 

І 

1.2 Date1 type1 and classi ication of incident report 

а 
Date of submission Date of incident (e.g. 2012-10-zз) Manufacturer awareness date 

І 

І 

І 

І 

\ 202 1 -об-2s 1 (e.g.2012-10-23) ) 12021-об-02 1 to ~120-2-1--06~-о-9~1 с \2021-об-1 1 1 (e.g. 2012-10-23) 

t-----+ -----L-+--1.-===== (.__ _ __;==== ===-__J!--. .....JL..!:::::===~-- -----1 
d Туре of report 

(' ln it ial 

(' Follow up 

(е Combined inltial and final 

(' Final (Reportable incident) 

(' Final (Non-reportable incide nt) 

е Іn case of initial and follow-up r~ports, please indicate the expected date of the next report 

f 

1 1 (e.g. 2012-10-23) 

Classification of incident 

(' Serious public health threat 

(' Death 

(' Unanticipated serious deter oration іп state of health 

(е АІІ other reportable incidentls 

1.3 Submitter informatior 

1.3.1 Submitter of the report 

а 
(і' Manufacturer (' Authc rised representative (' Other, please specify І І 

_==::;:::=;:::::;:::=;:::::;:::===~ 
ь Manufacturer's reference numb~r for this incident 

Ісс 4ооs1 ?2б2 І 



с lf this incident involves multip е devices from the same manufacturer, please l ist the respective reference 
numbers of the other MIR for1 hs you have submitted 

- NCA's ІосаІ reference numbe 

- EUDAMED's reference numb ~r 

- Manufacturer's reference nu tnber 
J 

d Іf this incident is covered under an FSCA, please provide the relevant numbers: 
.. 

- NCA's ІосаІ FSCA reference п ~mber 

- EUDAMED's FSCA reference r umber 
І 

- Manufacturer's FSCA referen е number 

е Periodic Summary Report (PSR ID 

І 
~ PMCF/PMPF investigation; please provide the 'єudamed· 1D of that .PMCF/PMPF f lf the incident occurred within 

investigation 

І 
1.3.2 Manufacturer information 

а Manufacturer organisation narhe 

Ів. Braun Medical AG І 
ь Sin~le re~istration number 

І І 
с Contact's first name d Contact's last name 

Іseraphina І lweibel . 
е Email f Phone 

lseraphina.weibel@bbraun.com І 1+4158258 52 60 

g Country 

СН • Switzerland 

h "treet І ІStreet numьer 
. 

l5eesatz І 1,7 
J Address complement k РО Вох 

І І І . 
І City name m Postal code 

lsempach І 16204 

1.3.З Authorised representativ ~ information 

а Authorised representative org, nisation name 

І І 
ь Single Registration Number 

І І 
с Contact's first name d Contact's last nan1e 

[ J І . 
е Email f Phone 

І І І 
g Country 



h Street і Street number 
1~--~---.---~1 

І І 
Address complement k РО Вох 

І І І І 
~--4-==========І========--І---.І-=================;::!__-І 

City name m Postal code 

І І І 

1.3.4 Submitter's details if not also manufacturer or authorised repre!;entative 

а Registered commercial name )f company 

Ів. Braun Medical AG 

Ь Contact's first name с Contact's last name 

І 

І 

Іseraphina І ІwеіЬеІ І 
І----І--===========Ф======:=!.-1---1...1======•=====-========--~ 

d Email е Phone -----------....+--------, lseraphina.weibel@bbraun.com І 1+4158258 52 60 І 
f Country 

СН - Switzerland 

g Street h Street number 
l~s-ee-sa-tz--~----+------1 І 17 І 

,_ --~==========І======~~----І-==================---1 
І Address comolement 

І 
k City name 

Іsempach 

І 

І 

J РО Вох 

І 
І Postal code 

16204 

І 

І 



Section 2: Medical de vice information 

2.1 Unique Device ldenti ication (UDI) 

а UDI device identifier/ Eudamed І Dlunknown І ь UDI production identif ier lunknown : І 
с Basic UDI-DI/Eudamed-01 IVnk riown І d Unit of use UDI-DI І І 

2.2 Categorisation of dev се 

а Medical device terminology 

r EMDN r GMDN r VMD NS(ECRI) (' GIVD/EDMS r Other, please specify І 
ь Medical device nomenclature , ode І І 

2.3 Description of device ~nd commercial information 

а Medical device name (brand/t ade /proprietary or common name) 

IProntosan І 
' 

ь Nomenclature text/Descriptio1 of the device and its intended use 

І Prontosan Wound lrrigation Sol tion І 
с Model d Catalogue/refere 1се number 

І І І І 
е Serial number f Lot/batch number 

І І І І 
g Software version h Firmware version 

І І І І 
і Device manufacturing date (е . . 2012-10-23) j Device ехрігу date (e.g. 2012-10-23) 

І І І І 
k Date when device was implant t:!d (e.g. 2012-10-2з1 І Date when devicEi was explanted (e.g. 2012-10-23) 

І І to І І І І t() І І 
m Іf precise implant/explant datE ІS аге unknown, provide the duration of implantation 

Number of years І І 1 Number of months І І Number of days І І 
n Іmplant facility о Explant facility 

І І І І 
р Notified body (NB) 1D numb ir(s) (if аррІісаЬІе) Notified body (NB) certificate number(s) of d evice (Іf аррІІсаЬІе) 

1 Іоз44 І І211З812СЕО1 І 

21 І І І 
q Please indicate the date of ont of the following: -r First declaration of conforr nity 

(' The device first СЕ marked 

(' Flrst placed on the market 

(' First put into service 

r Іf software, date first madt avai lable 

Year І Імоn h І І 



2.4 Risk class of device w hen placed оп market 

а (' This device has been placed pn the market before the implementation of the MD J/AIMDD/IVDD 

ь 

с 

MDD/AIMDD 

(' active implant 

(і' class ІІІ 

(' class ІІЬ 

(' class ІІа 

(' class І 

(' class 1s 

(' class Іm 

(' class lsm 

(' custom-made 

MDR 

(' class ІІІ 

(' class ІІЬ 

(' class І Іа 

(' class І 

Туре (Multiple choice) 

О mplantable 

О ctive device 

о ntended to administer and/or 
emove а medicinal product 

О terile conditions 

О :Пeasuring functlon 

01 eusable surgical instruments 

О oftware 

О ystems 

О rocedure packs 

О ustom-made 

IVDD 

(' IVD Annex 11 List А 

(" IVD Annex 11 List В 

(" IVD devices for self-testing 

("' IVD general 

IVDR 

("' class D 

(" class С 

(' class В 

(' class А 

Туре (Multi[>le choice) 

О self-testing 

О near-patlent testlng 

О professional testing 

Qcompanion diagnostic 

Oreagent 

Osoftware 

Qinstrument 

Osterile conditions 

О• on-medlcal purpose 
І----+---------------+---------------·------------~ 

2.5 Market distribution о device (region/country} 
(according to the best knov ledge of the manufacturer) 

а 
OАІІ ЕЕА, Switzerland and Tu key 

~т ~ВЕ QBG ~сн QCY □cz [g!DE оок QEE ~ES OFІ ~R ~GB 

OGR OHR онu 18]11 O1s І8]ІТ OLІ OLT ош OLV омт l8]NL 0NO 

QPL ~РТ QR0 18)5 0s1 оsк ~TR 

0thers: IAR, CL, со, РЕ, мх, Р) ZA, ЕС, МУ, МТ, SV, NA, Щ tv1J 

2.6 Use of accessories, as: ociated devices or other devices 
а Relevant accessories used with he device being reported on (please list with corresponding Manufacturer if 

different from device being repl)rted on) 

Ь Relevant associated devices use d with the device being reported on (please list with corresponding Manufacturer 

if different from device being ге ported оп) 



Section З: lncident in '"ormation derived from hf~althcare 
professional/facility І patient/lay user / other 
3.1 Nature of ·incident 

.. 
а Provide а comprehensive des1 ription of the incident, including (1) what went 'Nrong with the device (if аррІісаЬІе) 

and (2) а description of the health effects (if аррІісаЬІе), і.е. clinical signs, symptoms, conditions as well as the 
оvегаІІ health impact (і.е. oeat h; life-threatenlng; hospitalization - initlal ог prolonged; reqL1ired interventlon to prevent permanent 
damage; disability ог permanent dam ~ge; congenital anomaly/Birth defects; indirect harm; no se · ous outcome) . 

А patient had а 1 cm deep wound (the size bf а pinhead), which was irrigated with Prontosan W:>und lrrigation Solution. According to 
patient's statement the wound was flushec with 40ml Prontosan with а button cannula. Afterw,1rds, the patient suffered from burning 
sensation, extreme feeling of pressure, smё 11 edema, extreme redness оп the forearm, swelling :>f the hand as well as pain. His hand 
was а third Іагgег than normal. Because of 1 he edema, surgery was needed оп the hand. А drain was placed to prevent possible tissue 
necrosis. 

3.2 Medical device prob lem information 

а IMDRF Medical device proble !n codes (Annex А) 

Coding with IMDRF terms is а mandatory requirement. 

Choice 1 Choice 2 Choice З Choice 4 Choice 5 Choice б 

(most relevant) 

IMDRF 'Medical device Code Code Code Code Code Code 

problem codes' І А2303 І І І І І [ І І І І І 
lf you think the incident is un que and а suitable IMDRF term is missing, briefly explain: 

ь Number of patients involved 

І 1 І 
с What is the current location с f the device? 

(' Healthcare facility/carer (' Distributor 

(' Patient/user (' Discarded 

(' Іn transit to manufacture (' Remains implanted 

(' Manufacturer (ё' Unknown (' Other: С. І 

d Operator of device at the tim ь of the incident 

(ё' Healthcare professional (' Patient/lay user (' Other, please describe І І 
е Usage of device (as intended 

(ё' lnitial use (' Reuse of а single use medical device 

r Reuse of а reusable medi аІ device (' Re-serviced/refurbished/fully ref'urbished 

(' Problem noted prior use (' Other: І І 

f Remedial actions taken Ьу h« althcare facility, patient or user subsequent to the incident 

Because of the edema, surgical interventi bn was necessary for the hand to prevent possible ti,;sue necrosis. Therefore, а drain was 
placed. 



з.з Patient information 

а IMDRF 'Health Effect' terms а ttd codes (Annex Е, F) 

Coding with IMDRF terms is а mandatory requirement. 

Choice 1 Choice 2 Choice З ::hoice 4 Choice 5 Choice б 

(most relevant) 

IMDRF 'Clinical signs, Code Code Code Code Code Code 

symptoms, and conditions 

codes' (Annex Е) І 1:2338 І І 1:2326 11 1:2325 І[ 11 11 І 
IMDRF 'Health impact' Code Code Code Code Code Code 

codes (Annex F) І F1901 І І F23 11 І[ 11 1 1 І 

lf you think the incident is un it:iue and а suitable IMDRF term is missing, briefly explain: 

ь 
Age of patient at the time of 1 he incident 

years І І montl s І І days І І 
с Gender (' Female 11;' МаІе (' Unknown (' Not ар :ilicable 

d Body weight (kg) 

І l 
е List any of the patient's prior ttealth condition or medication that may Ье rele\1ant to this incident 

3.4 Jnitial reporter (can І ~е healthcare professional of facility1 patient, Іау user} 

а Role ·of initial reporter 

(' нealthcare professional Се Patient (' Lay user r Other, please specify І І 
ь Name of healthcare facility w ,еге incident occurred 

І І 
: 

с Healthcare facility report nuп ~ber (if аррІісаЬІе) 

І І 
d Contact's first name е Contact's last name 

І І І 
f Email в Phone 

І І І 
h Country 

DE-Germany 

І IStreet j Street number 

11 І І 
k Address complement І РО Вох 

11 І І 
m City name п Postal code 

11 І І 



Section 4: Manufactu ~er analysis 

4.1 Manufacturer's preli minary comments 

а For initial and foilow-up repo ts: preliminary results and conclusions of manuf'acturer's investigation 

When irrigating wounds and wound cavitie ~. it has to Ье ensured, that the solution is not introd1кed or injected into the t issue under 
pressure as well as that drainage is guarant ~ed at аІІ times. lf pressure is applied to the irrigatiorI channel and the solution is not 
allowed to drain, the reported adverse effec ts such as edema may occur. Furthermore, 40ml is t щ much for the small wound. 
Therefore, an use error is the most ргоЬаЬІЕ root cause for the edema and the resulted surgical intervention. However, there is по final 
statement available from the healthcare prI ~fessional regarding the use error. 

ь Іnitial actions (corrective and, or preventive) implemented ·ьу the manufactvr,ir 

There аге по corrective and preventive acti :тs impelmented. Wound irrigating is regarded as standard procedure. The instruction for 
use states that the product is not for infusic п ог injection. When applying too much pressure di.. ring wound irrigating and по drainage 
is guaranteed, edemas may occur because olution is not allowed to drain correctly. 

с What further investigations d ~ you intend in view of reaching final conclusions? 

4.2 Cause investigation і nd conclusion 

а For Final (Reportable lnciden 
- - . 
): Description of the manufacturer's evaluation concerning possible root 

causes/causative factors and onclusion 

This report has been identified as В. Braun I11\edical AG internal report number ес 400517262. 

Th• ;osn"ct;oos Іо, "" olth• p,od"ct ha,t ь~n <hecked and th• lollow;ng ,;d, effects ,,. 1;s,,d, 
"ln very rare cases, there may Ье а mild bur ing sensation after application of Prontosan, but this usually dissipates after а few 
minutes. Prontosan сап cause allergic reac1ions such as itching (urticatia) and rashes (exantherr1a). ln гаге cases (less than 1 out of 
10,000), anaphylactic shock has been repor ed." ... "General safety instructions: For external use only. Do not 
use for infusion ог injection. Do not swallo\ v." 

According to the description of the аррІіса ion of the Prontosan Wound lrrigation Solution Ьу 1І1е healthcare professional, it is 
assumed that too much pressure was аррІі ~d during wound irrigation. Therefore, В. Braun Мес ісаІ AG assumes а use error resulting in 
surgical intervention to prevent tissue necr osis. However. по statement from the healthcare professional was received to confirm this 
hypothesis. 
The product quantities sold in 2020 for Рго ntosan Solution were over 4.7 million. So far, this is the first complaint regarding use error 
due to too much pгessure during wound іг igation. Hence, по negative trend can Ье observed. 
This is an isolated case (not а repeated corr plaint). 

ь For Final (Non-report.able inc ident): Fill out rationale for why this is consider,:d not reportable 

с Is root cause confirmed? 

(' Yes г. No 

d Has the risk assessment Ьееп reviewed? 

(e Yes (' No lf'No , rationale for по review required: 

Іf the risk assessment has Ье1 п reviewed, is it still adequate? 

(е Yes (' No 

Resuits of the assessment: 

Risk-Analysis Document has been che1 ked: 
RA-400403-505 Version 15 

Nr. 5 lncorrect application of product: Rinsing volume or pressure too low to remove \Vound coating 
Nr. 7 lntravenous application o f the pr pduct LC: lnfusion or injection: Clear indication o f application area on ІаЬеІ and in 

.. 



1nstructюns tor use, product used ьу q1 a1111ed personel. 
Nr. 8 Biological Safety contains Local sk n irritations or allergic reactions 
Nr. 9 Wrong application of the product: Every bottle is deliverd with an instruction for .1se. 
No update of the Risk Analysis is neces• агу. 



IMDRF 'Cause lnvestigation' t1 rms and codes (Annex В, С, О) 

е Coding with IMDRF С оісе 1 Choice 2 Choice З Choice4 Choice 5 Choice б Ctioice 7 Choice 8 

terms is а mandatory (mos relevant) 

requirement. 

IMDRF Cause ~ode Code Code Code Со;:Іе Code Code Code 

investigation: Туре 

of investigation І В11 

(Annex В) 
І І В12 11 В13 І І В17 І с·, 1 І І 11 І 

IMDRF Cause ode Code Code Code Code Code 

investigation: 

І nvestigation 

findings І СlЗ І І (19 11 І І 1с=1 1 І 
(Annex С) 

IMDRF Cause Code Code Code Code с,Е investigation: 

Іnvestigation І tmo1 І 1 01102 І І 11 1c:=J1 І 
conclusion (Annex О) 

lf you think the incident is un que and а suitable IMDRF term is missing, brief у explain: 

f IMDRF Component codes (Ar nex G) 

Coding with IMDRF terms is ё mandatory requirement. 

Choice 1 Choice 2 Choice З Choice 4 Choice 5 Choice б 

(most relevant) 

IMDRF 'Component' codes Code Code Code Code Code Code 

(Annex G) І І І І І І [ І І 11 І 
Іf you think the incident is un ique and а suitable IMDRF term is missing, briefly explain: 

g Description of remedial action/corrective action/preventive action/field safe'ty corrective action (FSCA) 

(For а FSCA, fill in the FSCA form ) 

No sample is available. Therefore, по anal\ tical testing is possible. 
Correct application is cleary stated in the І V. Since there is по trend, по further actions are initJted at the moment. 

h Time schedule for the impler r,entation of the identified actions 

і Final comments from the m, nufacturer оп cause investigation and conclusicn 



4.3 Similar incidents (for Final (Reportable incident)) 

4.3.1 Use of IMDRF terms and codes for identifying similar incidents 

а ldentification of similar incide hts using IMDRF Adverse Event Reporting terms and codes 

Tick-mark which code or com ~ination of codes were used for identifying similar incidents. 

Choice 1 

IMDRF code relating to mo >t relevant 'Medical device problem' {Annex А) t8] 
IMDRF code relating to mo st relevant 'lnvestigation finding' (Annex С, 'Саще investigation') □ 
О Other - enter description of r,vhat similar incidents are based оп and the rationale why the above IMDRF 

codes were not used 

4.3.2 Use of ln-house terms/c pdes for identifying similar incldents (only for transitlon perlod) 

а Іf similar incident were not id •ntified Ьу IMDRF codes but Ьу in-house codes, please provide the codes and terms 

below. 

Choice 1 

Code/term for most releva ht medical device problem Code 

Term 

' Code/term for most releva nt root cause evaluation Code 

Term 
' 

О Other - enter description of м,hat similar incidents are based оп and the rational1: why the above codes were not used 

4.3.З Number of similar incid1 ~nts and devices оп the market 

а Іndicate оп which basis simila r incidents were identified regarding the device or device variant: 

(ё Model (' Software Г Lot/Batch Г Product platform (' Other variant 

Details of the selection made above 

ь lndicate to what criteria the r umber of devices оп the market (also known as denominator data) is based on 

(tick the most appropriate) : 

(.' Devices placed оп the ma ket or put into service 

Г Units distributed within е ~ch time period 

(' Number of tests performi d 

(' Number of episodes of use (for reusable devices) 

(' Active installed base 

Г Units distributed from thi date of declaration of conformity/CE mark appr·oval to the end date of each time 

period 

Г Number of devices impla1 ited 

(' Other -describe 



с. Enter the number of similar ir cidents and devices on the market for the indicated time periods 

You must use уеагІу time рег ods unless: 

А: а different time period has been specified Ьу the European vigilance Worki11g Group 

В: the device has not been or the European market for more than three years 

Time р ьгіоd (N) Time period (N-1) Time per·iod (N-2) Time period (N-3) 

Year to date = incident year calendar year one year calendar уе;г two years calendar year three years 

before incident before ncident before incident 

(e.g. 20 2-10-23) (e.g. 2012-10-23) (e.g. 201ИО-23) (e.g. 2012-10-23) 

Start date 2021 01 -01 І 2020-01-01 І І 2019~1-01 І І 2018-01 -01 І 
End date 2021 05-30 ! 2020-12-31 І \ 2019-_12-31 І ! 2018-12-31 І 

Numberof Numberof Numberof Numberof Numberof Numberof Numberof Number of 
slmllar devices on similar devices on similar devices on similar devices on 

incidents market incidents market lncidents market incldents market 

Country of. 

incident 
1 І 232,292 11 о 

11 
610,442 

11 о І 589,800 І І о 11 
562,720 І 

ЕЕА+ СН + TR о , ,.о, 2,896 11 о І І 2,426,249 11 о І 2,324,051 
11 

о 11 1,091,168 І 
World о І 1,966,483 11 о 11 4,715,767 11 о І 4,877,970 І І о І І 4,421,593 І 

d Comments on how similar in idents and associated number of devices on the market were determined 

І 

Section 5: General со1 nments 



Coded summary Of report (will Ье auto populated 1:rom previous selections) 

Medical device name 

IProntosan 

Basic UDI-DI lunknown 

UDI device UDI production Іunknown І [unknown І identifier identifier 
. . 

IMDRF adverse event reportin g terms and codes 

IMDRF=lnternational Medical Device Regulators Forum. Coding with IMDRF terms is а mandatory requirement. 

IMDRF clinical signs, 

symptoms, conditions codes І Е2338 11 Е2326 І І Е2325 11 IC-JI І 
IMDRF health impact codes І F1901 11 F23 11 11 ІС:JІ І 
IMDRF Medical device 

problem codes І А2303 11 11 11 ІС:JІ І 
IMDRF Component codes І 11 11 11 ІС:JІ І 
IMDRF Cause investigation: 

Туре of investigation І В11 І І В12 І В13 І В17 IL.JI 11 11 І 
IMDRF Cause investigation: 

lnvestigation. findings. І СlЗ 
11 

С19 11 11 IC:JI І 
' 

IMDRF Cause investigation: 
І Dl 101 І І D1102 11 11 ІС:JІ І Іnvestigation conclusion. 

Submission of this report does r ot represent а conclusion Ьу the manufacturer and / or authorised 
representative or the national с ompetent authority that the content of this report is complete or 

accurate, that the medical devi< e(s) listed failed in any manner and/or tl-1at the medical device(s) 
caused or contributed to the аІІ eged death or deterioration in the state of the health of any person. 

І affirm that the information giv en above is correct to the best of my knc,wledge. 

Before signir g and submitting 

І Checkth ~form І Save as PDF І 
Date 

І І 

Signature/D gital Signature 

lschese ch Oigital unterschrieben von schesech 

І Datum: 2021.06.25 15:06:24 +02'00' 

Send as XN L file / submit XML Ьу Email І ] 
Send as PD file І Submit PDF Ьу Email І ] 



4.1 а - For initial and follow-up reports: prelirr inary results and conclusions of manufacturer's investigation 

When irrigating wounds and wound cavities it has to Ье ensured, that the solution is not int roduced or injected into the tissue 
under pressure as well as that drainage is gu зranteed at аІІ times. Іf pressure is applied to th,~ irrigation channel and the solution is 
not allowed to drain, the reported adverse е fects such as edema may occur. Furthermore, LІ.0ml is too much for the small wound. 
Therefore, an use error is the most probable oot cause for the edema and the resulted surgical intervention. However, there is no 
final statement availab\e from the healthcarє professional regarding the use error. 

4.1 Ь- lnitial actions (corrective and/or ргеvе ~tive) implemented Ьу the manufacturer 

There are no corrective and preventive actio ns impelmented. Wound irrigating is regarded зs standard procedure. The instruction 
for use states that the product is not for infu• ion ог injection. When applying too much pre5:;ure during wound irrigating and no 
drainage is guaranteed, edemas may occur t ecause solution is not allowed to drain correct у. 

4.2 а - Description of the manufacturer's eval Jation concerning possible root causes/causativ,i factors and conclusion 

This report has Ьееп identified as В. Braun Medical AG internal report number СС 400517262. 

The instructions for use of the product have been checked and the following side effects ar\, listed: 
"ln very rare cases, there may Ье а mild burn ng sensation after application of Prontosan, bL1t this usually dissipates after а few 
minutes. Prontosan can cause allergic reacti ,ns such as itching (urticatia) and rashes (exantt1ema). ln rare cases (less than 1 out of 
10,000), anaphylactlc shock has been report id." ... "General safety instructlons: For external L se only. Do not 
use for infusion or injection. Do not swallow ' 

According to the descriptioп· of the applicati ьп of the Prontosan Wound lrrigation Solution IJy the healthcare professional, it is 
assumed that too much pressure was аррІіе ~ during wound irrigation. Therefore, В. Braun Medical AG assumes а use error resulting 
in surgical intervention to prevent tissue пес rosis. However, по statement from the healthore professional was received to confirm 
this hypothesis. 
The product quantities sold in 2020 for Ргоп osan Solution were over 4.7 million. So far, thi.; is the first complaint regarding use 
error due to too much pressure during wour d irrigation. Непсе, по negative trend сап Ье с bserved. 
This is an iso\ated case (not а repeated comI laint). 

4.2 d - Results of the assessment: 

Risk-Analysis Document has been checked: 
RA-400403-505 Version 15 
Nr. 5 lncorrect application of product: Rinsin ~ volume or pressure too low to remove wouncl coating 
Nr. 7 lntravenous application of the product LC: lnfusion or injection: Clear indication of application area on ІаЬеІ and in instructions 
for use, product used Ьу qualified personel. 

~ations or allergic reactions Nr. 8 Biological Safety contains Loca\ skin іПІ 
Nr. 9 Wrong application of the product: Ever у bottle is deliverd with an instruction for use. 
No update of the Risk Analysis is necessary. 

4.2 g - Description of remedial action/correc 1ve action/preventive action/field safety corrective action (FSCA) 

No sample is available. Therefore, no analyti аІ testing is possible. І Correct application is cleary stated in the lfV . Since there is no trend, no further actions are nitated at the moment. 
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