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GENERAL INSTRUCTION
This checklist has been prepared with reference to the ISO 20387:2024 (hereinafter referred to as “ISO 20387” or simply 'the standard') and to the ACCREDIA documents DT RG-22, RG-09 and RT-38 in their currently valid versions.
The checklist must be completed both by the Biobank (for self-assessment purposes) and by the System Assessor (during on-site or remote assessments), with reference to the guidelines provided below.
>>> Biobank
The Biobank must complete this document exclusively for sections 4, 5, 6, 7, 8 and 9 only in the parts marked <<self-assessment by the Biobank>> (highlighted in yellow) providing an adequate and comprehensive description of the methods adopted by the Biobank to meet both the ISO 20387 requirements and the ACCREDIA DT provisions. Where applicable and required, appropriate procedures and/or reference documents must be indicated (always specifying the document title and revision index).
>>> System assessor
During the on-site or remote assessment, the System Assessor must complete this document in all its parts (highlighted in green) in the sections corresponding to the type of assessment being conducted, and must retain all records related to any previous assessments. 
Specifically, for sections 4, 5, 6, 7, 8 and 9, the System Assessor must briefly record all evidence of compliance or any deficiencies found (with the support, where necessary, of the Technical Assessors in the assessment team), ensuring that references to the interviewed personnel, verified equipment, examined documents, etc., are included. The space identified with an "R" (and highlighted in orange) must be marked with an asterisk (or other identifying symbol) if the evaluation of the specific requirement has resulted in a finding (to be reported in form MD-09-03-DT). For the formulation and recording of findings, refer to procedure PG-09-DT. 
The System Assessor must also complete section 3 by reporting the overall outcome of the verification of the closure of the findings from the ongoing document review and from the previous on-site and/or remote assessment, where applicable. The specific evidence and details of the assessment must be entered in the respective forms MD-09-03-DT and MD-08-01-DT (as received from the FT – Technical Officer), by the System Assessor himself.
Section 10 “Additional Notes” may be used for further remarks. Should it become necessary during the on-site or remote assessment to collect documents (e.g., as objective evidence of a non-conformity found or in case of reservations expressed by the Biobank), the System Assessor must attach such documents to the present checklist and record their references in section 11 “Acquired Documentation”.


	[bookmark: _Toc1699446][bookmark: _Toc27018186]ASSESSMENT OPENING
	ASSESSMENT CLOSING

	Internal meeting of the ACCREDIA DT assessment team, prior to the opening of the assessment

	· Briefing to the Assessors on the general criteria for conducting the assessment 
· Definition of the assessment approach and distribution of tasks
	· Joint review of any findings raised by the Assessors, their classification, and completion of form MD-09-03-DT

	Initial meeting with the Biobank
· Introduce the assessment team along with their respective tasks
· Clarify the roles and responsibilities of any ACCREDIA DT assessors (EVA), FT (Technical officers), guides (i.e., personnel appointed by the Biobank to accompany the Assessors), trainee Assessors, and observers, in accordance with 19011
· Explain the purpose of the assessment, which must be conducted in compliance with safety conditions
· In case of a remote assessment, confirm the procedures and the possibility of accessing documentation and virtual tours of the operational areas
· Present the assessment plan, clarify any unclear points, and agree on any necessary modifications
· Define the details of any calibrations to be performed in the presence of the Assessor
· Explain any division of the assessment team into subgroups and identify the assessment phases to be assigned to each subgroup, in order to optimize the assessment execution time
· Agree on the timing and methods for the assessment in different sites
· Present the assessment procedure and inform the Biobank of the possibility to raise reservations
· Remind each member of the assessment team of their commitment to the confidentiality of information. In the case of a remote assessment, verify that the information notice (MD-09-01-DT), pursuant to Article 13 of the European Data Protection Regulation No. 2016/679 (GDPR), has been signed by the CAB and all members of the ACCREDIA DT assessment team for each day of the assessment
· Inform that private meetings among the Assessors may be necessary during the assessment
· Request confirmation of the presence of the Biobank Management or their Representative at least at the final meeting 
· Offer the Biobank the opportunity to request any further clarifications
· Formalize the safety requirements as indicated in the notification, verifying that the safety conditions previously communicated through document MD-19 are in place
· Record in this checklist the names of the Biobank personnel participating in the initial meeting
	Final meeting with the Biobank
· Present a summary of the activities carried out
· Present the opinion on the Biobank formulated by the assessment team
· Remind that the results of the assessment are based on sampling, and therefore other issues, in addition to those identified, may be present and could be detected in subsequent assessments by ACCREDIA DT or during internal audits
· Present any findings identified, explaining their content and rationale, and seeking the Biobank’s understanding and acknowledgment of the findings. It should be clarified that the section concerning the corrective actions proposed by the Biobank must be completed only after the request for corrective actions by ACCREDIA DT
· Collect any reservations expressed by the Biobank; alternatively, the Biobank may submit its reservations by completing the relevant form (DT-Mod-007) within 3 working days. The acceptance or rejection of the Biobank’s reservations is the responsibility of the Department Director
· Request the Biobank to sign the report containing the findings and the summary feedback section as a form of acknowledgment; the report is also signed by the members of the assessment team, each for their respective findings
· Provide the Biobank with a copy of the report containing both the list of identified findings and the summary feedback section, specifying that ACCREDIA DT reserves the right to confirm or amend its contents
· Record in this checklist the names of the Biobank personnel participating in the final meeting.
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	Biobank
	
	

	Name
	
	

	Accreditation No.
	
	00000
	Biobanking



	Assessment [footnoteRef:1] [1:  In case of a remote assessment, the field “Location” must indicate “remote”.   ] 

	
	ACCREDITATION (A) 
RENEWAL (R)
	1st SURVEILLANCE
(S1)
	2nd SURVEILLANCE
(S2)
	3rd SURVEILLANCE
(S3)
	OTHER  [footnoteRef:2]
(specify below the purpose of the assessment) [2:  For example, extension, modification of the accreditation scope, reduction, supplementary or extraordinary surveillance.   ] 


	
	
	
	
	
	
	

	Site
	
	
	
	
	
	

	Initial meeting
	Date/Time
	
	
	
	
	
	

	Final meeting
	Date/Time
	
	
	
	
	
	

	
	
	
	
	
	
	

	Site
	
	
	
	
	
	

	Initial meeting
	Date/Time
	
	
	
	
	
	

	Final meeting
	Date/Time
	
	
	
	
	
	

	
	
	
	
	
	
	

	Site
	
	
	
	
	
	

	Initial meeting
	Date/Time
	
	
	
	
	
	

	Final meeting
	Date/Time
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Complete for each on-site or remote assessment, keeping any previous records. Add rows at the bottom of the table if necessary.

	ACCREDIA DT ASSESSMENT TEAM 

	[bookmark: _Ref514317945]Purpose [footnoteRef:3] [3:  Specify the purpose of the assessment to which the attendance refers, for example accreditation, extension, renewal, 1st Surveillance (S1), 2nd Surveillance (S2), 3rd Surveillance (S3), extension, modification of the accreditation scope, reduction, supplementary or extraordinary surveillance.   ] 

	Full Name
	Role
	Areas of Expertise (for Technical Assessors only)

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	






Complete for each on-site or remote assessment, keeping any previous records. Add rows at the bottom of the table if necessary.

	PERSONNEL PRESENT FOR THE BIOBANK
	
	Initial meeting
	Final meeting

	Purpose  [footnoteRef:4] [4:  Specify the purpose of the assessment to which the attendance refers, for example accreditation, extension, renewal, 1st Surveillance (S1), 2nd Surveillance (S2), 3rd Surveillance (S3), extension, modification of the accreditation scope, reduction, supplementary or extraordinary surveillance.   ] 

	Full Name
	Role
	Mark presence with an X
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	Specific risks
	
	A / R / other [footnoteRef:5] [5:  In addition to accreditation (A) and renewal (R), use this field also for any other type of assessment different from the scheduled surveillances (S1, S2, S3), such as extension, modification of the accreditation scope, reduction, supplementary or extraordinary surveillance.   ] 

	S1
	S2
	S3

	Indicate whether the MD-19 form, duly completed by the Biobank, is available
	
	
	
	
	

	
	If made available during the assessment, attach the form to this document and note it in sec. 11.

	Provide any further information received from the Biobank during the initial meeting.
	
	
	
	
	



	Remote assessment (if applicable)
	
	A / R / other
	S1
	S2
	S3

	Verify that the MD-09-01-DT form, duly completed and signed by all personnel (both from the Biobank and the assessment team) participating in the remote assessment, is available [footnoteRef:6] [6:  Please note that, in case of a remote assessment conducted over multiple days, a specific MD-09-01-DT form must be completed and signed for each assessment day.   ] 

	
	
	
	
	

	
	If made available during the assessment, attach the form to this document and note it in sec. 11.

	Indicate whether the remote mode has compromised the completeness and effectiveness of the assessment
	
	
	
	
	

	
	In such case, report the limitations and issues identified related to the remote mode
	
	
	
	
	





	Assessment
	
	A / R / other
	S1
	S2
	S3

	Indicate the date and revision of the Accreditation Application under assessment (where applicable)
	
	
	
	
	

	Verify that the activities listed in the company registration report (or an equivalent document) include those under accreditation
	
	
	
	
	

	Indicate whether the Biobank performs external activities
	
	
	
	
	

	Indicate whether the Biobank operates across multiple sites
	
	
	
	
	

	(In case of Accreditation, Extension, or Modification of the accreditation scope) For the activities and/or biological materials subject to accreditation/extension/modification, indicate the approximate number of biological material reports issued by the Biobank in the calendar year preceding the current assessment
	
	
	
	
	

	(In case of Renewal) Indicate the number of biological material reports issued under accreditation in the calendar year preceding the current assessment.
	
	
	
	
	

	(In case of Renewal) Indicate the number of biological material reports issued outside the accreditation, but for activities falling within the scope of accreditation, in the calendar year preceding the current assessment.
	
	
	
	
	

	Verify with the assessment team whether the accreditation table is correctly stated.
	
	
	
	
	

	In case of changes to the organization and/or structure of the Biobank that could affect compliance with the requirements prescribed by ACCREDIA, verify that the Organization has promptly informed ACCREDIA.
	
	
	
	
	

	If the Biobank has, in relation to the activities covered by accreditation, any pending legal proceedings and/or administrative and judicial measures involving its internal and external personnel, verify that the Organization has promptly informed ACCREDIA.
	
	
	
	
	

	(Except in cases of Accreditation) Indicate whether the Biobank has been suspended during the period since the previous assessment. 
In such cases, ensure that the Biobank has communicated the sanctioning decision to all relevant stakeholders. 
	
	
	
	
	

	Indicate whether any complaints regarding the Biobank’s operations have been received by ACCREDIA in the period prior to this assessment.
	
	
	
	
	

	Indicate whether the Biobank has provided the ACCREDIA assessors with all necessary cooperation to verify compliance with the ISO 20387 requirements and ACCREDIA DT regulations.
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	DOCUMENTATION ASSESSMENT
	Provide the requested information regarding any ongoing document review.

	
	Incoming document
	Date
	Specific evidence and assessment details must be recorded in the same MD-08-01-DT form received from the FT. 
(which must be sent to the FT after the on-site or remote assessment, as an integral part of this checklist).
	Closure[footnoteRef:7] [7:  Indicate whether the verification of the closure of findings is overall to be considered: (P) positive; (N) negative.] 

	R

	A / R / other
	MD-08-01-DT
	
	
	
	

	S1
	
	
	
	
	

	S2
	
	
	
	
	

	S3
	
	
	
	
	

	
	Please note that in the MD-09-03-DT of the present assessment (to be completed by the Lead Assessor), the list of all documents assessed positively and all those assessed negatively must still be explicitly included.



	
	If the result of the individual assessment leads to a finding (column “R”), this must be reported to:
	· §8.1.3 if the Biobank management system complies with option B
· §8.7, if the Biobank management system complies with option A






(Continued) Section 3: VERIFICATION OF THE CLOSURE OF FINDINGS FROM PREVIOUS ASSESSMENTS


	ON-SITE AND/OR REMOTE ASSESSMENT
	Provide the requested information regarding the last assessment prior to the current one (not applicable if the current assessment concerns initial accreditation or extension).

	
	Date of the assessment
	Purpose [footnoteRef:8] [8:  Indicate the purpose of the assessment to which the findings refer, such as accreditation, extension, renewal, 1st Surveillance (S1), 2nd Surveillance (S2), 3rd Surveillance (S3), extension, change of accreditation scope, reduction, supplementary or extraordinary surveillance.   ] 

	The specific evidence and detailed information of the assessment must be recorded in the same MD-09-03-DT form received from the FT.
(which shall be sent to the FT following the on-site or remote assessment, as an integral part of this checklist).
	Closure [footnoteRef:9] [9:  Indicate whether the verification of the closure of findings is overall to be considered: (P) positive; (N) negative.] 

	R

	R / other
	
	
	
	
	

	S1
	
	
	
	
	

	S2
	
	
	
	
	

	S3
	
	
	
	
	




	
	If the result of the individual assessment leads to a finding (column “R”), this must be reported to:
	· §8.1.3, if the Biobank management system complies with option B
· §8.7 if the Biobank management system complies with option A
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	[bookmark: _Hlk44231113][bookmark: _Hlk44230333][bookmark: _Hlk44231086]4.1 General

	4.1.1 
	<< self-assessment carried out by the Biobank>>
	R

	Indicate the document in which the extent and coverage of the activities carried out in compliance with the standard are declared, in relation to the biological materials listed in the annex to the Accreditation Certificate, with particular regard to the description of the processes. [RT-38, §4.1.1]
	<< self-assessment carried out by the Biobank >>
	

	
	It is reminded that, in defining the scope and level of detail of the procedures, the Biobank must assess the risk of inadequate coverage of the activities and the resulting opportunities for improvement, taking into account biosafety and biosecurity requirements (e.g., the WHO Laboratory Safety Manual).
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.1.2 
	<< self-assessment carried out by the Biobank >>
	R

	
	The 'should' statements in the standard are to be interpreted as 'shall' (taking into account the current state of knowledge) [RT-38, §4.1.2]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	[bookmark: _Hlk44231444]4.1.3
	<< self-assessment carried out by the Biobank >>
	R

	
	It is reminded that, if the Biobank has its own legal entity, a defined mission is mandatory. If, however, the Biobank is part of a legal entity, it is acceptable for the mission to be consistent with the functions of the parent legal entity. [RT-38, §4.1.3]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the documents in which the Biobank has defined the procedures and fulfils the requirements for the use of the ACCREDIA mark (and the ILAC-ACCREDIA mark, where applicable) [RT-38, §4.1.3; RG-09]
	<< self-assessment carried out by the Biobank >>
	R

	
	See also §7.12 for provisions concerning the use of the mark on biological material reports.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.1.4
4.1.5
	<< self-assessment carried out by the Biobank >>
	R

	
	It is reminded that 'information' refers to relevant information (e.g., information for accessing the material and associated data), while 'understandable format' refers, for example, to electronic formats or information made available in English, when operating in an international context. [RT-38, §4.1.4]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.1.6
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.1.7
	<< self-assessment carried out by the Biobank >>
	R

	
	Please remember to document at least the identity of all internal personnel and to ensure the availability of records that can establish responsibilities and competencies for each issued biological material report. [RT-38, §4.1.7]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.1.8
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that the minimum retention period for the information is at least 10 years, unless otherwise required by law, in which case the legal provisions shall prevail. [RT-38, §4.1.8]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.2 Impartiality

	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that risks to impartiality must be assessed based on objective, preferably measurable, criteria.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	4.3 Confidentiality
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note the obligation to comply with ethical and legal requirements in the content of contracts with suppliers/users.
Refer in particular to Annex 1 of RT-38.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
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	5.1
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that the company registration report attached to application DA-00 must clearly indicate the legal entity, or the part of it, that holds full responsibility for the activities covered by the accreditation. If the legal entity does not have a company registration report, this information must be included in the Statute.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.2 
	<< self-assessment carried out by the Biobank >>
	R

	
	It is recommended to identify the person responsible for conducting the Management Review as evidence of the accountability required by the standard. [RT-38, §5.2]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	[bookmark: _Hlk44229759]5.3
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that a governance body composed of a single person is allowed.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	[bookmark: norma_punto_5_4]5.4
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.5
	<< self-assessment carried out by the Biobank >>
	R

	
	Evidence of the development of appropriate action plans may include:
· Creation of a statement/agreement on liability limits
· Assistance from legal professionals
· Contractual clauses addressing legal responsibilities
It may also be appropriate to consider legal liability insurance [RT-38, §5.5]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.6
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.7
	<< self-assessment carried out by the Biobank >>
	R

	Indicate the document that declares the scope and coverage of the activities carried out by the Biobank in accordance with the standard [RT-38, §5.7]
	<< self-assessment carried out by the Biobank >>
	

	
	In the event that the Biobank outsources activities, please note that these cannot be considered accredited
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.8
	<< self-assessment carried out by the Biobank >>
	R

	
	If the management system adopted by the Biobank also extends to activities beyond those covered by the Biobank’s scope of accreditation (§5.7), please note that these must be clearly defined and identified.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.9
	<< self-assessment carried out by the Biobank >>
	R

	If the Biobank uses external personnel (e.g., external consultants), please indicate which contractual documents formalize i) the precise definition of the roles involved in the assignments and ii) the time frames of such assignments. [RT-38, §5.9]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	5.10
	<< self-assessment carried out by the Biobank >>
	R

	Indicate how the interested parties are identified and who they are. [RT-38, §5.10]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the methods and channels of communication with the interested parties. [RT-38, §5.10]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
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	6.1 General
	<< self-assessment carried out by the Biobank >>
	R

	Indicate the document that describes the strategy demonstrating ongoing financial sustainability [RT-38, §6.1.2]
	<< self-assessment carried out by the Biobank >>
	

	
	Please note that the financial strategy must also take into account the future expansion of the Biobank. (§6.3.6)
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	6.2 Personnel
	<< self-assessment carried out by the Biobank >>
	R

	
	It should be noted that, in the case of an integrated health and safety management system, the extension of such a system to the standard requirements must be documented (Laboratory Safety Manual – WHO)
	

	Indicate the documents in which, for each Biobank function, the necessary competencies to perform the assigned role are defined [RT-38, §6.2.2]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate how the requirements related to the evaluation of the effectiveness of training and instruction activities are addressed. [RT-38 §6.2.3]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	6.3 Facilities/Dedicated areas and environmental conditions 
	<< self-assessment carried out by the Biobank >>
	R

	Indicate the document in which the requirements related to the structure, dedicated areas, and environmental conditions necessary for carrying out the biobanking activities performed by the Biobank are described.
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the document in which any incompatible areas and the measures to prevent possible contamination are described [RT-38, §6.3.3]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	In cases where the infrastructure is shared with other organizations, indicate the procedures for managing common areas. [RT-38, §6.3.4]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / altro
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate how the Biobank ensures the metrological traceability of environmental condition measurements. [RT-38, §6.3.5]
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that records of environmental conditions and equipment involved in accredited activities must be retained for at least 5 (five) years following the “storage” period of the material in the Biobank.
Please also note that any actions taken in the event of non-compliance with the established environmental condition maintenance limits must be documented.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the document that describes the contingency plan [RT-38, §6.3.7]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	6.4 Processes, products and services provided externally
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	6.5 Equipment
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that equipment also includes (non-exhaustive list): devices for analogue or digital measurements, personal protective equipment, reference materials, and physical and digital backup systems.
	

	
	Please note that the Biobank's access to the use of equipment not owned by it (e.g., on loan or shared with other groups) must be documented and regulated in terms of responsibility for control and maintenance. [RT-38, §6.5.1]
	

	
	Please note that the choice to use the manufacturer's manual as the operating instruction is acceptable provided that it can be demonstrated that this choice ensures the correct use of the equipment.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the procedures used when the Biobank performs internal calibration of its measuring instruments [RT-38, §6.5.2]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate how the Biobank ensures the metrological traceability of its measurement results (ILAC P10) [RT-38, §6.5.10]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
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	7.1 General
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.2 Collection of biological material and associated data
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that the minimum information to always be associated with the sample collection is provided in Appendix A.2 of the standard [RT-38, §7.2.1 and §7.2.2]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate how the Biobank handles cases in which the collection procedure is specified by the recipient/user. [RT-38, §7.2.3.1]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the document in which the training requirements are defined for personnel (including external staff) qualified to perform the collection [RT-38, §7.2.3.3]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the document in which the applicable ethical requirements during the collection phase are defined [RT-38, §7.2.3.4]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.3 Reception and distribution of biological material and associated data
	<< self-assessment carried out by the Biobank >>
	R

	
	It should be noted that, in the absence of relevant documented information, the Biobank must re-evaluate the suitability of the material and associated data for the originally intended purpose [RT-38, §7.3.2]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.4 Transport of biological material and associated data
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Indicate the document that contains the reasons why the Biobank does not consider it necessary to track/monitor the shipment and/or to maintain critical records of the biological material's chain of custody [RT-38, §7.4.1]
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.5 Traceability of biological material and associated data
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that labelling means the visual and identifiable way of signalling any deviation. It also applies to electronic records  [RT-38, §7.5.1]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.6 Preparation and preservation of biological material
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that a risk-based approach can help define critical activities, as well as appropriate monitoring parameters and measures for the preparation and/or preservation procedure in place.
	

	
	It should also be noted that the documentation of preparation/preservation procedures can be developed as described in Appendix A.4 of the standard. [RT-38, §7.6.2]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.7 Storage of biological material
	<< self-assessment carried out by the Biobank >>
	R

	Indicate the protection plan specifying actions and responsibilities (reference §8.5.2 b and §8.5.2 c) in case of disaster. Specify whether the plan includes alternative information systems, infrastructures, and/or equipment. [RT-38, §7.7.1]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	Applying the 'should' stated in the standard as a 'shall' [RT-38, §7.7.7], indicate the document used to verify the inventory of biological material at planned intervals.
	<< self-assessment carried out by the Biobank >>
	R

	
	Please remember to use a risk-based approach for the verification of the biological material inventory, both for selecting the verification method and the timing.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	[bookmark: norma_punto_7_8]7.8 Quality control of biological material and associated data
	<< self-assessment carried out by the Biobank >>
	R

	For critical activities impacting quality chosen by the recipient or user, indicate how and who is responsible for performing the review. [RT-38, §7.8.1]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.9 Validation and verification methods
	<< self-assessment carried out by the Biobank >> 
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.10 Management of information and data
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.11 Non-conforming Output 
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	[bookmark: norma_par_7_12]7.12 Report requirements
	<< self-assessment carried out by the Biobank >>
	R

	Indicate the documents in which the Biobank has defined the procedures and meets the requirements for the use of the ACCREDIA (and ILAC-ACCREDIA, where applicable) mark on biological material reports. [RG-09]
	<< self-assessment carried out by the Biobank >>
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	7.13 Complaints
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	






8. [bookmark: norma_par_8]QUALITY MANAGEMENT SYSTEM REQUIREMENTS (§8 ISO 20387:2024)
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	Indicate the risk management methods, if any, adopted by the Biobank within its management system, in order to fulfil the requirements of the standard and/or RT-38
	<< self-assessment carried out by the Biobank >>
	

	
	
	

	8.1 Options
Indicate how the Biobank has implemented its management system, referring to the two possible options: option A or option B.
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that, if the Biobank has chosen option B, the management system must still support compliance with the requirements from clauses 4 to 7 of ISO 20387:2019 [§8.1.3].
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	
	Please note that, regardless of the option (A or B) chosen by the Biobank for its management system, the Biobank is required to apply updates of externally sourced documents (e.g., standards, methods, laws, regulations) within 3 (three) months of their issuance [RT-38, §8.1.1]
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	>>> For the purposes of self-assessment, the Biobank shall complete the following sections from 8.2 to 8.9 only if Option A is applicable.

	8.2 Documented information for the quality management system (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.3 Control of quality management system documents (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.4 Control of records 
(OptionA)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.5 Actions to address risks and opportunities
(Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.6 Improvement (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.7 Corrective action for nonconforming output (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	
	It should be noted that, if nonconforming activities are identified that could compromise the service provided by the Biobank under accreditation – in addition to what is required by its quality management system in application of the standard's requirements – the Biobank must promptly inform ACCREDIA and, if necessary, proceed with a request for self-suspension as provided for in Regulation RG-22 [RT-38, §8.7.1]
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.8 Internal audits (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	8.9 Quality management reviews (Option A)
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	







9. [bookmark: norma_appendice_A]DOCUMENTATION REQUIREMENTS (Annex A ISO 20387:2024)
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	A.1 General
	<< self-assessment carried out by the Biobank >>
	R

	
	Please note that Appendix B of the standard provides information that contributes to the implementation of the documentation requirements.
	

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.2 Acquisition
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.3 Transport
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.4 Preparation / preservation
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.5 Testing
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.6 Storage
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	

	A.7 Distribution and disposal
	<< self-assessment carried out by the Biobank >>
	R

	A / R / other
	
	

	S1
	
	

	S2
	
	

	S3
	
	






10. [bookmark: note]ADDITIONAL NOTES
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11. [bookmark: allegati]ACQUIRED DOCUMENTATION
<<< go back to the top of the document
Provide the references of any documentation acquired during the assessment and attached to this checklist.
	A / R / other
	
	S1
	
	S2
	
	S3

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	




End of the Checklist (MD-09-12-S-DT)
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