EUROPE

Online

vaL?EE%I;lzKo Quality Standards for Polish Biobanks Handbook 7Nk o o

P(;S

17 — 20 November | Virtual Conference A. Matera-Witkiewicz!-?, K. Zagérska'-?, M. Laskowski®?, P. Sitek':?, B. Marciniak?3, J. Pawlikowski%#, D. Strapagiel?> and | BBMRI‘p

J.Glenska-Olender?-2 e Biobanking and

BioMolecular resources
1Screening Laboratory of Biological Activity Assays and Collection of Biological Material, Wroclaw Medical University Biobank, Faculty of Pharmacy, Wroclaw Medical University, Poland Research Infrastructure

2 BBMRI.pl Consortium Poland
BIOBANKING FOR 3 Biobank Lab, Department of Molecular Biophysics, University of Lodz, Poland

GLOBAL CHALLENGES “Department of Ethics and Human Philosophy, Medical University of Lublin, Poland
F i

J
f

{ '

' : 10. BIOBANKING PROCESSES AND QUALITY CONTROL ....cccnsmmmsmsmsmssssssssssssssssssssssssssssss sssssssssnssssssns

' . Y { . : 10.1. THE LIFE CYCLE OF BIOLOGICAL MATERIAL AND CRITICAL PROCESSES .eeuveuurusseureeseeessssseesesssssessssessssssessesssssssenss

y - , 10.1.1. ACQUISITION OF THE BIOLOGICAL MATERIAL AND RELATED DATA ..ommuuemsusssssssssssssssssssssssssssssssssssssssssssssssssas

I N T Ro D u CT I o N ' b N ' g 10.1.2. TRANSPORT OF BIOLOGICAL MATERIALS AND ASSOCIATED DATA ..covueueunssnssenssssssssssesssssssssssssssasssssssssssssssssses
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10.1.2.2. TRANSPORT WITHIN THE BIOBANK

QS P B iS C u r re nt I y th e O n Iy p u b I icatio n O n th e i nte r n atio n a I fi e I d Of b i O b a n ki n g . ‘ 10.1.3. RECEPTION, QUALIFICATION AND ACCEPTANCE OF .E.B.iOLOGICAL MA;"ERIAL AND ASSOCIATEDDATAFOR

INVENTORY........

BBMRI.pl QMS team has performed many Most importantly it is compliant with the standard 1SO 20387:2018 Biotechnology LT POCES F 001G F L0 ATHAL A0 ST 37 -
AGMTIES and prepared APRORIIE t°°|5.t° - Biobanking - General requirements for biobanking. Thanks to creative approach Standardy jakosci T
help  biobanks ~from  Polish  Biobanking it describes all the requirements contained in the standard in a more detailed, dla biobankow polskich 102 QuaT CONTOL...

Network (PBN) to form and improve their descriptive, and practical way. Any user planning the implementation of quality v. 1.00 10 BionaNKIG ROGESE 4 QUALIT ONTROL

ud I |t S Ste Mms to fu |fi I I t h e requ i Freme nts Of . . . . . 10.1. THE LIFE CYCLE OF BIOLOGICAL MATERIAL AND CRITICAL PROCESSES
q - y y 5 q . - o Sta n d a rd S I n b I O b a n kl n g Ca n e a S I Iy u n d e rSta n d a n d t h e n I m p I e m e nt t h e > The Biobank shall establish, implement and use detailed technological procedures tailored
high quality samples and data for scientific

) . . . ] The most conumnon practices: to each biological material (both unprocessed material as well as processed material, i.e.
. requirements, thereby preparing for the accreditation process for compliance
COO pe ratlon pu rposes a nd eXCh a nge' I n » The Biobank shall identify the stages of the life cycle of each biological material and

£ £ W I t h t h e Sta n d a rd . ) [mportant tEChnDIPglcal pl‘:ﬁ)CESSES at the BlD?DZ]]lkl are USUHHly: . associated data, as well as define and verify the relevant technological processes to which
coope ration with ELSI and IT expe rts from the process by which the Biobank acquires biological material and associated data, e.g. by: they are subject. The life cycle of biological material and associated data in the Biobank

- . l . l . . depends on their type and final destination.
BBMRLpl Quality Standards for Polish A good example is the best practices section under the following requirements the procurement of matetial at the Biobank or under the responsibility of the Blobank - The Bt sl s worfon, Whch il e e e sges o
above-mentioned life cycle as well as procedures for each relevant process (see: .

Bioba n kS Ha nd book (QSPB Ha nd boo k) have a re placed With Freq Uently AS kEd QU eStiOnS (FAQ) pa rt. the transfer of material and data to the Biobank, €.8 based on a cooperation agreement. » The Biobank shall identify and document all critical activities within each procedure of the
In such a case, the Biobank is not responsible for the procurement of the material, specific life cycle process.

been prepared (2018) and evaluated (2020). Authors Of thiS HandbOOk nOt Only prese nt the reqUirementS that mUSt be met to takmg I'ESpDI‘]S]blllty for the supervision over the material and data entrusted to the > The Biobank shall ensure that all procedures are up to date and easily accessible to staff.

» The Biobank shall ensure that for each biological material both the dates of the critical life

maintain the Correctness Of the SCientiﬁC and researCh proceSS, but aISO precisely Biobank as well as related data. In such a case, the Biobank is not the owner of the ;}(f)(;)li:s;%gozs.andtheirduration are documented using the standard format specified in ISO

material and data.
7.1.1,7.1.2,7.1.3, 7.8.2.7 1SO 20387:2018

10.1.6. PROCESS OF WITHDRAWING BIOLOGICAL MATERIAL AND ASSOCIATED DATA...ovue..

samples of biological material) and associated data in a specific process of a specific life
cycle.

INDUSTRIES

exp I a | N an d S ugge St h oW yo U can | m p I ement th e give N Cla use. the process of transport of biological material and associated data to the Biobank; 7.5.2 ¢), 8.4.1,8.5.1 ¢) IS0 9001:2015

the process of reception, qualification and acceptance of biological material and associated

QSPB can be a significant international resource for the implementation of the data for the inventory of the Biobank;
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the process of handling of biological material and associated data in the Biobank, including;

highest quality standards for biobanking units of human biological material and + the process of brocessing of material and data, Frequently asked questions,
rEIatEd data, In accordance Wlth the gUldEIlneS Of ISO 20387:2018. The manual o the process ofstorage of material and data, ? May the Biobank refuse to accept biological material and associated data, and, if yes,

e the process of transport of material and data within the Biobank. when?

We have observed a continued increasi ng can be used by any biobanki ng un It rega rdless of the biol Ogica | material with the process of withdrawing of biological material and associated data from the Biobank by: The Biobank may refuse to accept the material and data. Such activity has to be included in

the Biobank's internal procedures and the external entities supplying the material and data

expectations of researchers of both access to high which the biobank operates and biobank networks to which it belongs. Good * the process of distribution (issulng) of materfal and data as well as the process of their have o be informed in advance about such posibiliy, eg. such possibily s included in the

transport from the Biobank, written information for the material procurement unit or in the cooperation agreement with
such a unit. Both above-mentioned procedures as well as information for the entity / contained

q uad | Ity bIOIOglca I m ate rla I an d the q Ua I Ity Of QM S Ca n be bOt h h e I pfu I fo r a C h i eVi ng SCie ntifi C ta rgEtS a n d a ISO h e I p i n o the process of the diSpDSﬂl of material and data. in the contract with the entity should clearly specify the situations in which the Biobank refuses
aSSOC|ated data’ regardless Of the SpElelC SC|ent|f|C Cooperating With the privatels Sector. to accept the material and the further course of action in such a case.

. . . . . . . . . ?  What could be the reasons for refusing to accept biological material and related data
purposes. The handbook Is the first such a tool in First version of QSPB has been published in polish language in 2019. Now 2nd at the Biobank?
the biobanking science area, which allows any

The reason for refusing to accept biological material and associated data at the Biobank may
. ) . . vers i on iS repa red to be u b I iS h ed i N E N I iS h an d PO I iS h Ia neuage. be, for example, an irreversible damage to the transport packaging or incorrect transport

biobanking entity to create, implement and Prep P 5 sUds

continuously improve their QMS

conditions that result in an irreversible damage to biological material.
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. . Cancer, 2017.
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. . . . first such a tool in the biobanking area, which allows any Biological Materials for Research, 2011.
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11. Deviations, nonconforming product/data, or

biobank to create, implement and continuously improve their httos-//www.iso.ora/obp/ui/#iso:std-iso:19011-ed-3v1-en
service; 12. Audits; 13. Improvement; 14. Biobank QMS. It may be a well-organized, self-control and regulation 7.1S0 20387: 2018 Biotechnology — Biobanking — General requirements for biobanking
cooperation in the scientific, research, and tool enables biobanks to do their job properly. Finally, the itheswww.is6:GIE /6 bb Qi iEEERRso: A HE LR CONTACT INFORMATION
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QSPB Handbook is convergent with 1ISO 20387:2018, to biobanks is also easier to perfgrm with QSPB Handbook. 9. ISO/IEC 27000:2018 Information technology - Security techniques - Information security Wroclaw Medical University Biobank Head
1ISO 9001:2015, I1SO 19011:2018, 1SO 27000:2014 and management systems - Overview and vocabulary https://www.iso.org/obp/ui/#iso:std:iso- BBMRI.pl QM Task Coordinator
ISO 27002:2013. It is compatible with the iec:27000:ed-5:vl:en Wroclaw Medical University, Poland

recommendations of the OECD. IARC. and ISBER Best 10. ISO/IEC 27002:2013 Information technology - Security techniques - Code of practice for
’ ’ information security controls https://www.iso.org/obp/ui/#iso:std:iso-iec:27002:ed-2:v1:en

they are adhering to european and international standards.

Topic 9: Quality: implementing the new ISO standard.
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