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From 2022 all noncomercial clinical trials sponsored by 

Medical Research Agency must perform biobanking and it must be done

according to the Quality Standards for Polish Biobanks v.2.00
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First Biobank in Poland with ISO 9001:2015 certificate in the scope of biobanking
for scientific, R&D and educational purposes

Poland as a first country in BBMRI-ERIC with Q-mark proving ISO 20387:2018 
complance
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Accreditation requirements:

PN-EN ISO 20387:2021-01
DA-05 Proficiency testing participation Policy (ILAC P9)
DA-06 Traceability of measurement results Policy (ILACP10)

After accreditation:
 DA-02 Rules of PCA accreditation symbols usage

- use of PCA accreditation symbols in terms of communication



SCOPE: Biobanking of human biological material
as well as related information and data

Biological material Storage conditions

peripheral blood -65°C to -86°C 

urine -65°C to -86°C  &  -20°C to -30°C 

faeces -65°C to -86°C 

saliva -65°C to -86°C  &  15°C to 30°C 

nasal swab -65°C to -86°C 

human milk -65°C to -86°C 

tissues -65°C to -86°C 

cerebro-spinal fluid -65°C to -86°C 
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1NC, 5 Observations

??????

„The Biobank has not provided evidence of the competence of 
the staff involved in the activities of the Biobank in relation to 
the education, training, skills and/or experience identified in 

relation to the assigned tasks and activities” ***

*** three separate docs: responsibilities and authorities; dedicated personal duties, employment requirements



- a detailed biobanking scheme for each biological material

- ISO 20387 particular conformity declaration (processes, material, data etc)

- exclusion Hospital Clinics from the list of providers

- report form the distribution (use only the normative vocabulary)

- internal audit plan/ need to address the reason and effect when audit is shifted
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CONCLUDING REMARKS FROM ISO 20387 ACCREDITATION
- lack of experience in biobank auditing, audit proces based on experience from testing or calibration Labs

- fit-for-purpose for each type of biological material / collection

- scope of accreditation

- collection process- in/out of scope; if yes: requirements for service providers; if no- how to ensure the 
quality?

- proficiency testing: lack of QC for all BM/data?

- validation/verification for all methods (even if manufacturer has performed validation)

- all critical actions must be identified & monitored for whole biobanking life cycle (!calibrated equipment)

- critical equipment-also IT infrastructure!

- objective evidence for impartiality – how to do that? (policy, declarations, statements, ELSI procedure..)

- QC methods for all processes and material at each critical step

- 4-year contract vs. prices
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