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A written CAPA response is requested within 21 days upon receipt of this report / CAPA report v pisemné podobé je pozadovan do 21
dnti od obdrzeni potvrzeni této zpravy:

1) as signed PDF document / podepsany PDF dokument
2) and as WORD document / a také WORD dokument

3) including attachments with supportive evidence (e.qg., digital photos, SOPs, training records, etc.). / spolecné s prilohami k evidenci

4) Please confirm receipt of this report to Octapharma. / prosim potvrdte prijeti tohoto reportu Octapharmé

Disclaimer: This report of findings does not claim to be an all-inclusive list of the deficiencies/improvements that may exist for this facility. It only reflects the observations made
in the scope of this specific visit for the areas and procedures observed. / Disclaimer: tato zjiSténi neznamenaji veskerd a uUplind zjisténi nedostatk( / ndprav, kterd se mohou
tohoto zarizeni tykat. Odrdzi pouze pozorovdni uc¢inénd v ramci kokrétni ndvstévy pro sledované oblasti a postupy.
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Date & Type of Audit / Datum a typ auditu:

|:| Qualification / kvalifikaéni @ Routine/rutinni |:| Follow-Up / nasledny |:| Focused / zaméreny

Brief Summary / struény souhrn:

The audit was very well prepared. / Audit byl velmi dobfe pfipraven.

The collection site in Pferov could be visited during the audit. The staff is competent and the whole blood collection is very well organized. / Odbérové misto
v Pferové bylo mozné navstivit pfi auditu. Zaméstnanci jsou kompetentni a odbéry piné krve byly velmi dobfe zorganizované.

All areas of the blood establishment and the laboratories (serology testing) could be audited. The auditors” impression of this supplier was very good. /
V8echny oblasti krevniho zafizeni a laboratofi (serilogické testovani) bylo mozné zauditovat. Dojem auditorl k tomuto odb&rovému mistu byl velmi dobry.

The quality of the plasma corresponds to the requirements of Octapharma. / Kvalita plazmy odpovida pozadavkim spol. Octapharma.

OCTAPHARMA:
Masa Kenda, PhD
17.MAR.2023

DI Martin Uberall
17.MAR.2023
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Finding / zjisténi # 1

Category / Kategorie: [ | Critical / Kritickd | ]| Major / Dalezita [X] Other /jind [ ] Recommendation / doporuéeni

Description/Comment:
/ Popis, komentaf¥:

Venipuncture area was not disinfected appropriately in two cases. / Misto vpichu nebylo fadné odezinfikované ve 2 pfipadech.

Pferov: It was wiped down after disinfection (top to bottom) with a round gauze tampon. / Pferov: po nasttikani desinfekce bylo setfeno shora
dold kulatym gazovym tampdnem.

Olomouc: A phlebotomist performed a palpation after disinfection at the main site in Olomouc./Olomouc: na hlavni odbérovém stfedisku v
Olomouci zdravotnicky pracovnik provadéjici vpich, poklepal na misto vpichu a po odesinifikovani mista vpichu.

In neither of the cases was the venipuncture area disinfected again before venipuncture. / Ani v jednom pfipadé nebylo misto vpichu opét
odesinifikované pred tim, nez probéhl vpich.

The instructions for disinfection of venipuncture area (SOP BOX-07/2020 v02 in Pferov) were not followed. / Pokyny a procedury pro desinfekci
mista vpichu (SOP BOX-07/2020 v02 in Prerov) nebyly dodrzeny.

Reference: / Odkaz:
(e.g. PIC Guide, PhEur, QAA)

13.5 Collection/Donor Floor

CAPA Response: /
CAPA odpovéd:

TDpt Olomouc:

1. The medical staff designated to conduct venipuncture of blood doners were trained on correct procedure of venipuncture and disinfection
before venipuncture + was conducted re-training with documentation PI-ODB-01 v.12 as part of special workshop and training. Such training was
carried out by head nurse Bc. Michaela Fedorco, Dis on 9.3.2023.

2. Procedure upon skin disinfection before venipuncture is described under PI-ODB-01 v.12 Process of venipuncture and skin disinfection before
venipuncture, the document is valid from 1.9.2022, all medical staff conducting venipuncture was familiarized with the document. Re-training
was held as above.
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3. Head nurse shall update document PI-ODB-01 v.12 to v.13 valid form 1.5.2023. In this documentation will be added, that if it is necessary to
palpate the venipuncture site due to the state of donor’s venous system, it will be done after upper limb pull with tourniquet/cuff right before
spraying the venipuncture site with disinfection. All medical staf conducting venipuncture was familiarized with the document. Re-training was
held as above.

4. The manager of intravenous access will prepare an educational and training video of correct steps and procedure during venepuncture and
disinfection of skin before venepuncture.

5. Term of regular training regarding venepuncture will be changed from May term to April term, in conjunction with training will also be
presented such educational video and familiarisation with new version PI-ODB-01 v.13, Training shall be conducted by the Manager of
intravenous access and head nurse.

6. the bacteriological laboratory will conduct in April 10 extra smears to check the venepuncture site.

7. The internal audit of collection site is planned for June 2023, among the other things, it will focus on the correct execution of disinfection
before venepuncture.

Prim. MUDr. Dana Galuszkova, Ph.D., MBA — the head and primar of the Transfusion department of FH Olomouc

TO Olomouc:

1. VSS povérené k provadéni venepunkce u darct krve byly prosSkoleny o spravném postupu venepunkce a dezinfekce pred
venepunkci + bylo provedeno opétovné proskoleni s dokumentaci PI-ODB-01 v.12 v ramci mimofadného vycviku. ProSkoleni
provedla vrchni sestra Bc. Michaela Fedorco, Dis. dne 09.03.2023.

2. Postup dezinfekce pokozky pfed venepunkci je popsan v PI-ODB-01 v. 12 Provadéni venepunkce a dezinfekce pokozky pred
venepunkci, dokument je platny od 01.09.2022, vSechny VSS provadgjici venepunkce byli s dokumentem seznameny. Bylo
provedeno opétovné proskoleni viz. vyse.
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Vrchni sestrou bude provedena aktualizace dokumentace PI-ODB-01 na v.13 platnou od 01.05.2023. V dokumentaci bude
doplnéno, ze pokud je nutné vzhledem ke stavu zilniho systému darce provadét palpaci mista venepunkce, je toto provedeno
po zatazeni horni koncetiny turniketem/manzetou pred postrikem mista venepunkce dezinfek&nim pfipravkem.

S dokumentem budou seznameni vSichni povéfeni pracovnici.

Manazerka intravendznich vstupl pfipravi edukaéni video o spravném postupu provadéni venepunkce a dezinfekce pokozky
pfed venepunkci.

Termin pravidelného Skoleni v provadéni venepunkce bude zménén z kvétnového terminu na duben, v ramci Skoleni bude
prezentovano edukaéni video a provedeno seznameni s novou verzi PI-ODB-01 v.13. Skoleni proveden manazerka
intravendéznich vstupl a vrchni sestra.

Bakteriologicka laboratof provede v mésici dubnu 10 mimoradnych stéri na kontrolu mista venepunkce.

Interni audit na odbé&rovém useku je planovany na €erven 2023, mimo jiné bude zaméfen na spravné provedeni dezinfekce
pfed venepunkci.

prim. MUDr. Dana Galuszkova, Ph.D., MBA
primaika Transfuzniho oddéleni Fakultni nemocnice Olomouc

TO Prerov:

During audit occurred incorrect process steps during preparation of area for venepuncture. Such mistake was one of deviated randomly
happened, probably due to stress level of worker. Collection nurses usually work correctly and in accordance to the documentation (SOP BOX-
07/2020 v.02 Collection room — full blood collection, SOP G-3/2012 v.05 of Microbiological monitoring). All employees of collection room are
regularly and continuously trained 1x year in compliance with correct processes and steps of correct venepuncture, based on the plan of internal
trainings (last training was done in first quarter of 2022). In the frame of control of quality is correction follow up of all steps and processes in the
collection section / area carefully observed during internal audits by the manager of quality in routine working day by the head nurse.




oclapharmar

Corporate Quality Plasma

CORP-SOP-00036/3.0 REPORT OF FINDINGS / REPORT O ZJISTENICH
CORP-APXN-00534 (CAPA Response & Evaluation Form / CAPA dotaznik a hodnotici dotaznik)

Page/strana 6 of/z 13

Corrective actions:

1. Particular nurse has been informed immediately about such mistake that she conducted, and immediately was instructed by the head nurse
about proper and correct disinfection before venepuncture. Particular nurse justified incorrect procedure by high level of stress she felt.
Particular nurse is known at work as very careful and conscientious fulfilling her duties.

2. All medical employees of collection area were familiarized with such error and incorrect process that occurred during audit and attended
exceptional training during team meeting, based on the plan of regular team meetings and plan of internal trainings and seminars, was
conducted training on 8.3.2023 (by head nurse).

3. Internal audit of collection room section is planned in September 2023, in first half of year 2023 will be conducted exceptional internal audit
aimed mainly on correct disinfection before venepuncture (will be done by the manager of quality).

4. During microbiological monitoring conducted 1xmonth, shall be controlled correctness of preparation and venepuncture (will be done by the
manager of quality).

MUDr. Stefan Repovsky - Primar of the Hematology-transfusiololgy department of Hospital Agel Prerov

TO Prerov:
PFi auditu doSlo k nespravnému postupu pfi pfipravé mista venepunkce. Tato chyba byla nahodna a zplsobena vlivem stresu.
Odbérové sestry obvykle postupuji spravné a v souladu s dokumentaci (SOP BOX-07/2020 v02 Odbérovy sal — Odbér plné krve,
SOP G-3/2012 v05 Mikrobiologicky monitoring). VSichni pracovnici odbérového salu jsou pravidelné 1x ro¢né proskoleni v
zasadach spravné venepunkce, dle planu internich Skoleni (posledni Skoleni probéhlo v prvnim &tvrtleti 2022). V ramci kontroly
kvality je spravnost vSech postupu na odbérovém sale sledovana pfi internich auditech manazerem kvality a v bézném pracovni
dni vrchni sestrou.

Napravna opatreni:
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1. Pritomna odbérova sestra byla ihned upozornéna na chybu, kterou udélala a pou¢ena o spravném provedeni dezinfekce pred
venepunkci vrchni sestrou. Sama odlvodriuje nespravny postup vysokou mirou nervozity. Pfitomna odbérova sestra pracuje
vzdy peclivé a svédomité.

2. VSichni pracovnici odbérového salu byli seznameni s chybou postupu pfi auditu a absolvovali mimofadné Skoleni v ramci
provozni porady, dle planu provoznich porad a planu internich Skoleni a seminar probéhlo Skoleni 8.3.2023 (provedla vrchni
sestra).

3. Interni audit na useku odbérovy sal je planovany na zafi 2023, v prvnim pololeti 2023 bude proveden mimofadny interni audit
zaméfeny zejména na spravné provedeni dezinfekce pfed vepenukci (provede manazer kvality).

4. Pfi mikrobiologickém monitoringu, provadéném 1x mésiéné, bude kontrolovana spravnost provedeni pfipravy a venepunkce
(provede manazer kvality).

MUDr. Stefan Repovsky
primai Hematologicko-transfuzniho oddéleni Nemocnice Agel Prerov

Taget Date: / Cileny TO Olomouc: duben — ¢erven 2023
datum:

Attachment(s): /
Prilohy:

OCTAPHARMA assessment / posuzeno: |X| response acceptable / odpovéd akceptovana |:| not satisfactory / nedostate¢na odpovéd

Remarks / Namitky:
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Finding / zjisténi # 2

Category / Kategorie: [ | Critical / Kritickd | | Major / Dulezita | ]| Other/jind  [X] Recommendation / doporuéeni

Description/Comment:
/ Popis, komentaf¥:

It is recommended to state (on probe containers) the name and refill date of the liquid in which the probes are submerged in (e.g., for sensors
TPTO 2201 and TPTO 3702 in the freezers S2-1l and S14). / Je doporuceno uvadét (na nadoby se sondama) jméno a datum doplnéni tekutiny, do
které jsou sondy ponofrovany. (pf. pro senozory TPTO 2201 a TPTO 3702 v mrazaku S2-1l a S14).

Reference: / Odkaz:
(e.g. PIC Guide, PhEur, QAA)

13.9 Plasma Storage/Release/Shipments

CAPA Response: /
CAPA odpovéd:

The fluid (at transfusion department is used glycerol) will be replaced. Date of fluid replacement, control of quantity and eventually re-fill, shall
be done in sanitary days.

Tekutina (na transfuznim oddéleni se jako medium vyuziva glycerol) bude vyménéna. Datum vymény tekutiny, kontrola mnozZstvi a
event. doplnéni bude provedeno v sanitarni dny.

Taget Date: / Cileny
datum:

April 2023

Duben 2023

Attachment(s): /
P¥ilohy:

OCTAPHARMA assessment / posuzeno: |X| response acceptable / odpovéd akceptovana

|:| not satisfactory / nedostate¢na odpovéd




oclapharmar

Corporate Quality Plasma

CORP-SOP-00036/3.0 REPORT OF FINDINGS / REPORT O ZJISTENICH
CORP-APXN-00534 (CAPA Response & Evaluation Form / CAPA dotaznik a hodnotici dotaznik)

Page/strana 9 of/z 13

Remarks / Namitky:

Finding / zjisténi # 3

Category / Kategorie: ~ [_]| Critical / Kritickd [ ] Major / Dilezita [ ] Other/jinda  [X] Recommendation / doporuéeni

Description/Comment:

/ Popis, komentar:

It is recommended to record the root cause investigations when quality control results are out of limits (e.g., leucocytes in DEC.2022). / Je
doporuceno zaznamendvat vysetfovani hlavnich pricin v pfipadech, kdy vysledky kontroly kvality jsou mimo limity (p¥. leucocytes v prosinci 2022).

Reference: / Odkaz:
(e.g. PIC Guide, PhEur, QAA)

13.1 Quality Systems

CAPA Response: /
CAPA odpovéd:

During evaluation of the monthly quality control of transfusion preparates - will be done by adequate personnel of laboratory, evaluating
possible causes in unsatisfactory quality parameters. The result also of unsatisfactory parameters shall be recorded in monthly evaluating report.
If monthly results do not meet legislative quality requirements (less then 90% transfusion preparates are unsatisfactory), the status is evaluated
as deviation, and detailed analysis with proposal for correction measures will be conducted.

PFi vyhodnoceni mésicnich kontrol kvality transfuznich pfipravkd provede vysokos$kolak kontrolni laboratofe zhodnoceni moznych
pFicin u nevyhovujicich jakostnich parametrll. Vysledek Setfeni i u nevyhovujicich parametrd bude uveden v mési¢ni hodnotici
zprave.

Pokud mésic¢ni vysledky kontrol nevyhovi legislativnhim jakostnim pozadavkim (nevyhovi pod 90% transfuznich pfipravku) je stav
hodnocen jako neshoda, provede se podrobna analyza s navrhem napravnych opatfeni.

Taget Date: / Cileny
datum:

From Octapharma audit — March 2023

Od auditu firmy Octapharma — bfezen 2023
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Attachment(s): /
Prilohy:

OCTAPHARMA assessment / posuzeno: |E response acceptable / odpovéd akceptovana |:| not satisfactory / nedostate¢na odpovéd’

Remarks / Namitky:

Finding / zjisténi # 4

Category / Kategorie: [ | Critical / Kritickd | ]| Major / Dulezita | ]| Other/jinda  [X] Recommendation / doporuéeni

Description/Comment:
/ Popis, komentaf¥:

It is recommended to ensure that all calibration records are controlled documents (e.g., for reference weight BM330 for the mixers in Olomouc).
/ Je doporuéeno zajistit, Ze vSechny kalibracni zaznamy jsou kontrolované zdokumentovany (pf. pro reference hmotnosti BM330 k mix v
Olomouci).

Reference: / Odkaz:
(e.g. PIC Guide, PhEur, QAA)

13.1 Quality Systems

CAPA Response: /
CAPA odpovéd:

Calibration process of weight will be changed. The internal calibration will be deciesed, weights shall be calibrated by an external calibration
company.

Postup kalibrace zavazi na oddéleni bude zménén. Bude zruSena interni kalibrace a zavazi bude kalibrovano externi kalibracni
firmou.
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Taget Date: / Cileny
datum: Z4ari 2023
Attachment(s): /
Prilohy:
OCTAPHARMA assessment / posuzeno: |X| response acceptable / odpovéd akceptovana |:| not satisfactory / nedostate¢na odpovéd

Remarks / Namitky:

References / Reference:

VVVVY

Current Octapharma QA Agreement, including annual updates / Platnd smlouva o jisténi kvality spol. Octapharma, zahrnujici ro¢ni aktualizaci

Applicable national and international guidelines, directives and laws / Platné narodni i mezinarodni smérnice, nafizeni a legislativa

PIC/S GMP Guides PI 008-03, P1 023-2

Current Pharm. Eur.: Human Plasma for Fractionation / Platny Pharm.Eur.: lidska plazma pro frakcinaci

Current Pharm. Eur. Monograph “Human Plasma (Pooled and treated for Virus Inactivation)”, current version / Platnd Pharm.Eur.Monograph “Lidska plazma

(poolovana a osetfena pro virovou inaktivaci), platna verze.
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FACILITY / zafizeni: CAPA RESPONSE DATE / Name, Position & Signature / CAPA datum odpovédi/ jméno, pozice a podpis

prim. MUDr. Dana Galuszkova, Ph.D., MBA, Head of Blood Bank, Department of Transfusion Medicine, University Hospital Olomouc, Zdravotnikt 248/7,
779 00 Olomouc, Czech Republic

11.04.2023
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OCTAPHARMA - Audit Conclusion & Compliance Status / zavér auditu a vyvhodnoceni shody:

IXI audit is closed; no additional response is required. CAPA implementation will be confirmed during the next audit. Supplier is /remains complaint. /
audit je uzavien, zadné dalsi odpovédi jsou potieba. CAPA zavedeni bude potvrzeno pfi dal$im auditu. Dodavatel je / zUstéva ve shodé.

|:| audit remains open / audit zlistava stéle otevreny.

Remarks: n/a

Auditors:
Masa Kenda, PhD DI Martin Uberall
09.MAY.2023 09.MAY.2023

(/Cjaé‘ A (Lu\ XV\ % .

Confirmation / potvrzule (Head of CQP) for all qualification audits + (Qualified Person) for any critical findings
(Name, Date & Signature)




	1) as signed PDF document / podepsaný PDF dokument
	2) and as WORD document / a také WORD dokument
	3) including attachments with supportive evidence (e.g., digital photos, SOPs, training records, etc.). / společně s přílohami k evidenci

