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I. WMDA Accreditation Programme: to Standardize practice Worldwide. 
 

Between 1988 and 1994, WMDA was founded with the goal to Standardize Practice Worldwide. In 1994, 

WMDA stablished the first recommendations and requirements for a standardized practice throughout 

the world for bone marrow transplants. These recommendations and requirements were the seed of 

WMDA Accreditation Programme.  

 WMDA Accreditation Programme accredited first registries in 2004: 

- Registre France Greffe de Moelle, France 

- Welsh Bone Marrow Donor Registry, Wales 

Registries Qualified/Accredited Today list 90% of donors and cord blood units 

Australia Greece-Hellenic CBB Spain 

Austria Ireland Switzerland 

Belgium Israel-Ezer Mizion Sweden 

Brazil Israel Hadassah Taiwan-Tzu 

Canada-Hema Quebec 

Canada-One Match 

India Thailand 

Canada-One Match Italy UK-Bristol 

Chile Japan UK-Nolan 

China Netherlands UK-Wales 

Cyprus New Zealand UK-DKMS 

Czech-SCR 

Czech National 

Norway          USA-Be The Match 

Denmark- East Poland         USA-Gift of Life 

Denmark - West Russia-HPC  

France Saudi Arabia  

Finland Singapore  

Germany South Africa  



           

 

 

WMDA Accreditation Programme is accepted by National Authorities like:  

• Italy: National Competent Authorities for Donation and Transplant - CNT, CNS 

• Switzerland: Federal Office of Public Health 

• The Netherlands: Inspectie Gezondheidszorg (IGZ) 

• Singapore 

• Israel 

• Denmark 

• Czech Republic 

• United Kingdom  

• EU tissue directive 

 

The WMDA Standards has been crosschecked with the EU Directives for Tissues and Cells and the 

European General Data Protection Legislation (GDPR) to ensure compliancy with the EU legislation. An 

increasing number of countries have implemented the WMDA accreditation as a way to ensure that 

hematopoietic stem cells that are imported to their country are compliant with the regulation. 

WMDA strives that an increasing EU Member States accept WMDA accreditation as an import 

requirement for their country. Therefore, the WMDA has start up the process to professionalise its 

accreditation programme and to make it compliant with ISO-17065. 

 

  



           

II. ISO Accreditation 
 

 

 

ISO, the International Organization for Standardization, has developed different international standards 

required by business, governments and society to build trust in products and services. 

ISO standards are widely respected and accepted by public and private sectors internationally. 

ISO has today 165 members (there is one member per country) and has developed 23.512 Standards 

covering almost all aspects of technology and manufacturing.  

Its Committee on Conformity Assessment (CASCO) covers topics such as the operating of certification 

bodies, testing laboratories, marks of conformity, accreditation and mutual recognition of conformity 

assessment results. 

 

III. Identification of the applicable ISO Standards. 
WMDA is a Certification Body which has developed a Certification Scheme 

For the development of the Certification Scheme  

WMDA must comply with ISO 17067- Conformity assessment — Fundamentals of product 

certification and guidelines for product certification schemes 

For Certifying products, processes and services 

WMDA must comply with ISO 17065 - Conformity assessment — Requirements for bodies 

certifying products, processes and services 

 

IV. Previous steps in the project  
This section lists previous steps made in 2020 as part of the feasibility analysis for the implementation of 

the ISO 17065 for WMDA Accreditation Programme. After a positive conclusion, WMDA has started the 

development and implementation of the project in 2021. The information about the work done in 2021 

can be found in Section VI. New steps in the project. 

IV.I Gap analysis 
To study the feasibility of ISO Accreditation, WMDA has performed a GAP Analysis between ISO 17065 

and WMDA Accreditation Programme: 

 
ISO/IEC 17065: 2012 (used Spanish version): Conformity assessment, requirements for bodies certifying 
products, processes, services 
 
This gap analysis was prepared based on ISO/IEC 17065: 2012 Conformity assessment, requirements for 
bodies certifying products, processes, services 

www.iso.org 

https://www.iso.org/obp/ui/#iso:std:iso-iec:17067:ed-1:v1:en
https://www.iso.org/obp/ui/#iso:std:iso-iec:17065:ed-1:v1:en


           

 

• Focuses on WMDA Accreditation Programme, not individual registry 

• 17065 document includes coverage of other conformity assessment docs: ISO 17000 (vocabulary), 
17020 requirements for operation of bodies performing inspections, 17021 performing audit and 
inspection of management systems, 17025 competence of testing and calibration laboratories. 
Note that 17065 requires standards in other specific other ISO documents to be met 

• Overlap with 17021 noted; 17021 more detailed in some topics having more standards but doesn’t 
cover actual evaluation process 

 

 

Figure 1- View of GAP analysis between ISO 17065 and WMDA Accreditation Programme  

 



           

IV.II. Definition of the phases in the project 

WMDA has identified the following phases in the project:  

 

 

This project has been designed to follow a continuos improvement cycle or plan-do-check-act (PDCA) 

cycle: 

 

• Plan: Plan de change. 
• Do: Perform 
• Check: Monitor  
• Act: Improve 

 

 

 

 

 



           

IV.III Completion of Phase I – Designing the system according to ISO 17065 requirements 

i. Determination of the scope of the system 
 

WMDA Accreditation Programme scope is the following: 

Activities or services of coordination of the search for haematopoietic progenitor cells from donors 

(including cord blood) unrelated to the potential recipient in another country provided by Registries. 

This activities or service includes the following 

• Recruiting Donors 

• Recruiting Cord Blood Units 

• Identify potential donors/cord blood units 

• Facilitate selected donor and/or umbilical cord blood donor education, consent, further testing, 

and medical evaluation; coordination with transplant centre activities regarding the patient 

• Facilitate collection, labelling and shipment of viable hematopoietic stem or other cells to 

transplant centre of patient 

• Support and care for the volunteer donor post-donation for issues related to the donation 

 

ii. Organizing Policies and Procedures for ISO  

 

WMDA has documented Policies and Procedures that covers all activities in the WMDA Accreditation 

process but should be modified according ISO requirements. 

According to the new proposed structure, WMDA will review, adapt and include all information needed 

to comply with ISO requirements. 

 

  



           

 

 

 

 

 

Figure 2 –Structure for the WMDA documentation to comply with ISO 17067 and ISO 1765. The figure 

also shows the visibility of this documentation for stakeholders in the WMDA Accreditation Programme.  

iii. Project plan 

According to the gaps we identified, the structure of the documentation and the resources in the 

Accreditation Programme, WMDA prepared a project plan for the ISO Accreditation in 2021. 

  

Registries Reviewers
BCAS + WMDA 

Pillar 4 office
ISO 17065 ISO 17067

1. Planning 1.1 Objectives x x 6.3.9

1.2 Risks x 4.2 6.3.10

1.3 Planning of changes  x 6.6.2, 6.6.3

2. General Legal entity x x x 4.1.1 6.3.3

2.1 Certification agreement x x x 4.1.2 6.5.1 l)

2.2 Use of license, certificate and marks of conformity x x x 4.1.3
6.5.1 j), 6.5.1 k), 6.5.6, 

6.5.12

2.3 Impartiality Policy x x x 4.2, 6.1

2.4 Financing and liability x x x 4.3 6.3.11, 6.3.12

2.5 Establishing certification Scheme:

Develop, maintenance and improvement of the 

Scheme

x x x 6.2

6.3.1, 6.3.4, 6.3.5, 6.3.6, 

6.3.7, 6.3,6.4, 

6.5.1c),6.5.1d), 6.5.1e). 

5.6.1 g), 6.5.7, 6.5.8, 6.6.2, 

6.6.3

2.6 Non-discriminatory conditions x x x

2.7 Information confidentiality x x x 4.5 6.3.9

2.8 Publicly available information x x x 4.6 6.5.1 u)

Structural requirements Organizational chart x x 5.1 6.3.6

Duties and responsibilities x x 5.1 6.3.6

Resources requirement Competence of personnel x x 6.1 , 6.2 6.3.8, 6.5.1 l)

Process requirement Certification workflows x x x

WMDA Standards and guidance x x x 6,5,1 a), b)

Recognizing other certificates (NetCord/FACT) x x x 6.5.3

Certification Policy x x x 4.4, 7
6.5.1 m), 6.5.1 n), 6.5.1 o), 

6.5.1 p)

Complaints and Appeals Policy x x x 6.5.5

Tariff x x

SOP Certification x x
6.5.1 h), 6.5.1 i), 6.5.2, 

6.5.7

Management system Document control x 8 6.5.1 v), 6.6, 6.7

Record control x 8 6.5.1 v), 6.6, 6.7

Non- conformity x 8 6.6.1, 6.5.8

Corrective actions x 8 6.6.1

Improvement x 8 6.6.1

Internal audit x 8 6.6.1

Feedback of interested parties x 8 6.6.1

Mechanism for safeguarding impartiality x 5.2 6.6.1

Management reviews x 8 6.6.1

Analysis and evaluation (KPI's CAB processes) x 8 6.6.1

Structure for the documentation (ISO 17067 + ISO 17065)  



           

V. New steps in the project 

b) Phase II – Develop a system for document control 
 WMDA have used ISO 9001:2015 structure and requirements to do the document control for all 

documented information of the WMDA Accreditation Process.  

 

 
The ISO 9001:2015 requirements for document control are as follows: 
 

• Approve documents 
• Review, update, and submit documents for re-approval 
• Identify changes 
• Make documents available 
• Ensure documents are legible and identifiable 
• Identify and control external documents 
• Keep obsolete documents out of circulation 
• Identify obsolete documents as necessary if retained 
• Identifying records 
• Storing records 
• Protecting records (including keeping them identifiable and legible) 
• Retrieving records 
• Retaining records 
• Disposing of records 

 

 

 

 



           

 

 

Document creation: Documents have been created by the people who has the knowledge in the specific 

area of the Accreditation Programme and in the ISO 17065 Standard, being most of them drafted by the 

Chair of the Accreditation Steering Committee together with WMDA CEO and WMDA Quality and 

Accreditation Coordinator. 

Document review: After drafting the document, it is shared with the Committee/group that is involved 

in the processes covered by the document (Policy/Standard Operation Procedures/Work Instruction). 

During this phase, the Committee/group will review the document and provide any comments/request 

for changes they might consider necessary.  

Document approval: WMDA Board has delegated in the Accreditation Steering Committee the approval 

of all operational Policies, SOPs and work instructions. WMDA Board must approve the following 

documents that cover key processes: 

- Manual of operations 

- Certification Scheme 

- Nomination Committee SOP 

- Finance Committee SOP 

- Impartiality, confidentiality, and diversity Policy 

- Risk identification, assessment and management and strategic planning.  

Publication: Once the documents are approved, they are made available for the relevant parties at the 

appropriate point of use. This is done through WMDA Share platform. 

Only current version of each document is available in the points of use. After and authorized change, the 

documents are readily updated. 

 



           

To comply with the ISO requirements, all documents have a header with specific information to identify 

the document, the version and the responsibility and date approval. 

 

 

  

c) Phase II – Develop the documentation 
 

The following documents have been developed to comply with ISO 17065 requirements. 

Reference Name 

N.A. WMDA 2020 Standards AM1: January 2021 

N.A. WMDA Guidance to 2020 Standards 

M-CB-001 WMDA CB ISO General Requirements Manual 

M-CB-002 WMDA CB ISO Structural Resource Process Requirements Manual 

N.A. Bylwas_Z1-1 Statuten.pdf 

M-FNDN-1100 WMDA Operational Manual 

F-FNDN-1101 Impartiality, Conflict of Interest and Confidentiality form  

F-FNDN-1102 WDMA Board rules - kit.docx 

SOP-FNDN-2000 Nomination Committee 

F-FNDN-110-01 Impartiality and COI form 

SOP-ACC-4000 Systematic Revision Process for WMDA Standards 

SOP-ACC-4100 Use of certification marks  

N.A. accreditation_logo.jpg 

N.A. accreditation_logo.pdf 



           

Reference Name 

N.A. qualified_logo.pdf 

SOP-ACC-4200 
Management and mechanisms for safeguarding impartiality, confidentiality, 
and diversity 

F-ACC-4201 Impartiality Report to Board 

F-ACC-401-1 ACCR-CONFLICT OF INTEREST for reviewers Rev2.docx 

SOP-ACC-4300 Risk Identification, Assessment and Management and Strategic Planning 

F-ACC-4301 Form - risk identification, assessment, and Management 

F-ACC-4302 Form- Strategic planning 

SOP-ACC-CP-501 Competence of personnel involved in Accreditation Program 

F-ACC-CP-501-02 Job descriptions Accreditation Steering Committee 

F-ACC-CP-501-02 Job description Nomination Committee 

F-ACC-CP-501-02 Job description Pillar Board Committee 

F-ACC-CP-501-02 Job description Standards Committee 

F-ACC-CP-501-02 Job description Working Group 

F-ACC-CP-501-02 Job description Impartiality Officer 

F-ACC-CP-501-02 Job description- Trainee L1 

F-ACC-CP-501-02 Job description - Desk trainee L2 

F-ACC-CP-501-02 Job description - Inspection trainee L3 

F-ACC-CP-501-02 Job description - Expert L4 

F-ACC-CP-501-02 Job description - Team Leader L5 

F-ACC-CP-501-02 Job description – Accreditation Committee 

SOP-ACC-RTM-6001 Reviewers Training Manual 

N.A. Training Certificates 

F-ACC-RTM-601-1 Trainee evaluation form 

F-ACC-RTM-601-2 Expert evaluation form 

F-ACC-RTM-601-3 Annual Training Plan 

F-ACC-RTM-601-4 Evaluator’s summary report 

F-ACC-RTM-601-5 Survey of educational needs of WMDA reviewers 

SOP-ACC-7100 Certification Body application requirements and levels 

SOP-ACC-7200 Application and application review 

F-ACC-7201 Online profile 

F-ACC-7202 Letter of Intent Certification/Qualification 

F-ACC-7203 Letter of Intent Accreditation 

F-ACC-7204 Certification Agreement Between WMDA Client 

F-ACC-7205 Share application 

WI-ACC-7200/1 Work Instruction Letter of Intent 

SOP-ACC-7400 Evaluation activities 

WI-ACC-604-01 Scoring System NC  

F-ACC-602-01 Report Certification Qualification  

F-ACC-602-02 Report (Re)Accreditation 

F-ACC-602-03 Interim report for (Re)Accreditation 



           

Reference Name 

F-ACC-602-04 Report (Re)Accreditation COVID 

F-ACC-602-05 Report (Re) Accreditation remote audit 

F-ACC-603-01 Mid-cycle surveillance Review form 

WI-ACC-OSA-001 Audit General Plan 

WI-ACC-OSA-002 Guidance for audit checklist 

WI-ACC-OSA-003 Remote audit Schedule 

WI-ACC-OSA-004 Pre-planning meeting for Remote audit 

F-ACC-OSA-001 Audit Checklist Registry 

F-ACC-OSA-002 Audit Checklist Search 

F-ACC-OSA-003 Audit Checklist Verification Typing 

F-ACC-OSA-004 Audit Checklist Cord Blood 

F-ACC-OSA-005 Audit Checklist Work-up Collection 

F-ACC-OSA-006 Audit Checklist Donor Follow-up 

F-ACC-OSA-007 Audit Checklist Quality Management System 

F-ACC-OSA-008 Audit Documents Available 

F-ACC-OSA-009 Checklist intro-closing meeting onsite-remote audit 

SOP-ACC-7500 SOP-Accreditation Committee 

SOP-ACC-7600 SOP- Certification documentation 

N.A. Certification/Qualification Certificate 

N.A. Accreditation Certificate 

SOP-ACC-7130 SOP-Complaints and Appeals 

F-ACC-7131 Complaints and appeals form 

SOP-ACC-8000 Control of documents and records 

N.A. Microsoft SharePoint 

SOP-ACC-8100 Management Review 

F-ACC-8101 Management Review Report 

SOP-ACC-8200 Internal audits 

F-ACC-8201 Annual Audit Program 

F-ACC-8202 Audit Plan 

F-ACC-8203 Internal Audit Report 

F-ACC-8204 Audit Checklist 

SOP-ACC-8300 Corrective and preventive actions. 

F-ACC-83001 Nonconformity, C&P Actions form 

 

d) Phase III – Implementation 
All certified management systems are based on evidence of fulfilment of the requirement. In this phase 

WMDA will put in place all the processes documented in the previous phase. That way, WMDA will have 

the objective evidence needed to demonstrate compliance with ISO 17065 to Dutch Council for 

Accreditation, Raad van Accreditatie. 

 



           

New structures have been created to keep the records that show evidence of the implementation of 

policies and Standard Operating Procedures.  

 

Figure 1 –Structure to archive records. This specific example provides the structure to keep records 

showing compliance with the WMDA Certification/Qualification or Accreditation Processes. 

 

 

 
 

 

Figure on the left shows the structure 

designed to archive records that 

demonstrate compliance with ISO 17065 

and WMDA Certification requirements. 

Example:  SOP-ACC-7200 Application and 

application review requires that all 

organizations applying for WMDA 

Certification/Qualification or Accreditation 

need to send a Letter of Intent (LOI) with 

specific information about their 

organization. After that, a Certification 

Agreement is signed between WMDA and 

the client. Both documents will be store in 

WMDA SharePoint to be able to 

demonstrate compliance during the 

internal and external audits.  

 

To improve the efficiency and for 

traceability purposes, links to WMDA CRM 

database and WMDA Share (Confluence) 

have been also added.  



           

e) Phase IV – Internal Audit 
 

Aim of Internal Audits: 

Verify that WMDA fulfils the requirements of ISO 17065 and that the management system is effectively 

implemented and maintained. 

According to ISO 17065, one complete internal audit needs to be done at least every 12 months. 

Three months before the end of the year, the Accreditation Steering Committee prepares the audit 

program for next year. 

In the future, the audit strategy will take into account the risk assessment, changes affecting organization, 

and the results of previous audits. As this is the first internal audit, the findings from previous audits have 

not been an input to prepare the audit program. It has been decided to perform a whole audit of all 

requirements of ISO 17065.  

This internal first audit has been focused on checking that all requirements of ISO 17065 have been 

covered in the policies, standard operating procedures and other documents included in the management 

systems and to give an overview of the state of the implementation of new requirements.  

An audit checklist has been created to perform the Internal Audit. The Internal Audit Report can be found 

in Annex IV Internal Audit Report. 

WMDA has demonstrated adherence to most requirements of ISO 17065 Conformity Assessment – 

Requirements for bodies certifying products, processes, and services. A total of 17 findings and/or 

suggested improvements were identified. 

Next steps will be to prepare a Corrective Action Plan with the findings identified in the Internal Audit to 

address them.  

It is also recommended to wait until the implementation of the management system can provide a 

sufficient amount of objective evidence (records) before applying to the ISO 17065 with the Dutch 

Accreditation Council. 

 
 

 

  



           

 

f) Phase V – Accreditation process with Raad voor Accrediatatie (Dutch Accreditation 

Body) 
Most countries have a national accreditation body. Because WMDA is registered as a legal entity in The 

Netherlands, WMDA will need to follow the Accreditation process with the Dutch Accreditation Body. It is 

called “Raad voor Accreditatie” abbreviated as RvA. 

That way, WMDA grants Certification/Qualification or Accreditation to registries that demonstrate 

compliance with WMDA Standards and Dutch Accreditation Body will grant Accreditation to WMDA when 

WMDA is compliant with ISO 17065. 

 

 

The Accreditation process with Raad voor Accreditatie has 4 steps: 

1) In the first step WMDA must send an Application containing the scope of accreditation, WMDA 

Standards, policies and procedures. 

2) Then there is a Preliminary Assessment where RvA informs WMDA whether or not we are ready 

to undergo the assessment. 

If WMDA is not ready, Raad voor Accreditatie provides a report with non-conformities that WMDA 

will need to address 

and if ready, then next steps are: 

3) Audit 

4) Final decision 

If final decision is positive WMDA will obtain the accreditation and it will be valid for 4 years, 



           

During those 4 years we will have to undergo a number of surveillance audits. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Before sending the application to Dutch Accreditation Council, WMDA needs to address the findings 

form the Internal Audit and prepare the Management Review. 

 

 

 

 

 

 

Accreditation process with RvA 

Step 1: Application 

Step 2: Preliminary assessment 

Step 3: Assessment 

Step 4: Decision 



           

Annex I -     Example of Standard Operating Procedure   
 

  



           



           



           



           



           



           



           



           



           



           

 

 



           

Annex II – Example of Form

 



           



           



           



           



           

 



           

 
Annex III – Example of distribution of documents through WMDA Share 

 

 



           
Annex IV – Internal Audit Report 

 

 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

4 GENERAL REQUIREMENTS 

4.1 Legal and contractual matters 

4.1.1 Legal entity 
 

Is the certification body a legal 

entity, or a defined part of a legal 

entity, that can be held legally 

responsible for all its certification 

activities? 

Docs showing compliance:  

WMDA Bylaws 

WMDA Manual of Operations 

 

Comments:  

The association is established 

under the laws of the 

Netherlands World Marrow Donor 

Association, having its registered 

office at Schipholweg 57, 1st floor, 

unit 2, 2316 ZL Leiden, The 

Netherlands, registered at the 

None 

14 



           
 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

Dutch Chamber of Commerce with 

number 40448326. 

Bylaws  

The Certification Body is defined in 

the Manual of Operations. 

WMDA Manual of Operations  

4.1.2 Certification agreement with 

client 

Does the certification body have a 

legally enforceable agreement with 

each client for the provision of 

certification activities in accordance 

with the relevant requirements of 

ISO 17065?  

Docs showing compliance:  

Certification Agreement between 

WMDA and Clients 

Comments:  

Legally enforceable, covers 
responsibilities of WMDA CAB and 
its clients including all 
requirements of ISO 17065. 

General information about 
Certification Agreement can be 
found in:  

 

ISO 17065, section 7.7.3c) states 

that certification documentation 

shall only be issued after, or 

concurrent with, the certification 

agreement has been 

completed/signed. 

It was found that for the 

Qualification of ION-7848 (WACC-

1195) was signed but not for the 



           
 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

WMDA Manual CB ISO General 
Requirements, section 3 

SOP-Application review, section 7 
Certification Agreement must be 
signed for each 
Certification/Qualification or 
Accreditation cycle (4-year cycle). 
When a new cycle starts, a new 
Certification Agreement is signed. 

Accreditation of ION-3785 

(WACC-1093). 

4.1.3 Use of license, certificates, 

and marks of conformity 
 

Does the CB have rules governing 

certification marks that it authorizes 

certified clients to use? 

Docs showing compliance:  

SOP-ACC-4100 Use of certification 

marks 

Comments:  

Doc for the use of the license, 

certificates, or mark. 

WMDA Certification marks are 

not registered yet. WMDA is in 

the process to trademark as 

Certification Marks in the EUIPO 

(European Union Intellectual 

Property Office). 

 

WMDA is currently not 

monitoring the use of WMDA 

Certification documents and 

Do these rules ensure, among other 

things, traceability back to the 

certification body? 

Is there any ambiguity, in the mark 

or accompanying text, as to what has 

been certified (scope of the 



           
 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

Certification) and which level of 

Certification has been granted? 

marks to assess incorrect 

references to certification status. 

4.2 Management of impartiality 

 Impartiality in evaluation Is the CB responsible for the 

impartiality of its conformity 

assessment activities? Does the 

certification body allow commercial, 

financial or other pressures to 

compromise impartiality or ensure 

that conformity assessment activities 

are undertaken impartially? 
 

Docs showing compliance: 

SOP-ACC-4200 Management and 

mechanisms for safeguarding 

impartiality, confidentiality, and 

diversity. 

 

Comments:  

A risk analysis has been performed 

and last update was in July 2021. 

Board and Committee members 

sign annually the Confidentiality & 

Conflict of Interest & Impartiality 

form. 

records regarding remaining risk 

after risk identification and 

managements should be 

improved to show that the level 

of risk achieved is acceptable. 

Does the CB have a policy 

demonstrating that it understands 

the importance of impartiality in 

carrying out its management system 

certification activities and managing 

conflicts of interest thus ensuring 

the objectivity of its management 

system certification activities? 



           
 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

In the event where any threats to 

impartiality are identified, does the 

certification body document and 

demonstrate how it eliminates such 

threats and document any residual 

risk 

Does the top management of the 

certification body review the 

residual risk to determine if the risk 

is within the level of acceptable risk?  

Evaluators sign an Impartiality and 

Conflict of Interest form before 

participating in a Certification 

process. 

 

There is no evidence of consultancy 

of any part of WMDA to its clients.  

Does the CB or any part of the same 

legal entity and any entity under the 

organizational control of the 

certification body offer or provide 

management system consultancy? 

4.3 Liability and financing 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

 Liability and financing Can the CB demonstrate that it has 

evaluated the risks arising from its 

certification activities? 

Docs showing compliance: 

Liability insurance 

Annual reports containing financial 

report.  

Comments:  

WMDA Certification program is a 

well stablished program that 

started in 2004. All Certified 

organizations pay an annual fee 

depending on the level of 

Certification. The evaluators are 

volunteers who work in the stem 

cell registries or cord blood banks 

and related organizations.  

 

Last WMDA Finance & Activity 

report is from 2020. It contains a 

financial report for the whole 

WMDA. It is recommended to 

have a specific financial report for 

the CB so requirement 4.3.2 (CB 

shall have the financial stability 

and resources required for its 

operations) can be checked. 

Does the CB have adequate 

arrangements (e.g. insurance or 

reserves) to cover liabilities arising 

from its operations in each of its 

fields of activities and the geographic 

areas in which it operates? 

Does the CB evaluate its finances 

and sources of income and 

demonstrate that initially, and on an 

ongoing basis, commercial, financial, 

or other pressures do not 

compromise impartiality? 

4.4. Non-discriminatory 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

4.4. Non-discriminatory Does the CB make its Certification 

services accessible to all applicants 

whose activities fall within the scope 

of its operations? 

Is access to the Certification process 

conditional to the size of the client 

or any membership? 

Docs showing compliance: 

WMDA Standard 1.01 

 

Comments:  

Standard 1.01 list the activities that 

an organization need to carry out 

to fall into the scope of operations. 

No other requirement is needed.  

None 

4.5 Confidentiality 

 Confidentiality Is all other information, except for 

information that is made publicly 

accessible by the client, considered 

confidential? 

Docs showing compliance: 

SOP-ACC-4200 Management and 

mechanisms for safeguarding 

None   



           
Do personnel, including any 

committee members, contractors, 

personnel of external bodies or 

individuals acting on the certification 

body's behalf, keep all information 

obtained or created during the 

performance of the certification 

body's activities confidential except 

as required by law? 

impartiality, confidentiality, and 

diversity. 

 

Comments: 

Confidentiality agreements are 

signed by Committee members 

annually and before starting a 

Certification review.  

 

 

4.6  Publicly available information 



           
 Publicly available information Does the certification body maintain 

(through publications, electronic 

media or other means), and make 

public, or available upon request, in 

all the geographical areas in which it 

operates, information about?  

a) Policies and procedures 
related to accreditation, 

b) sources of funding, 
c) rights and duties of 

applicants &clients and  
d) procedure for complaints 

and appeals 

Docs showing compliance: 

SOP-ACC-7100 Certification Body 

application requirements and 

levels. 

WMDA Annual Report. 

Certification fees. 

SOP-ACC-7130 Complaints and 

appeals 

 

Comments: 

Information is available in WMDA 

Share 

 

All the information is available in 

WMDA Share but not on the 

webpage. The WMDA webpage 

should add information about 

this information (available upon 

request) for not users of WMDA 

Share. 
 

5 STRUCTURAL REQUIREMENTS 

5.1 Organizational structure and top management 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

 Organizational structure and 

top management 

Has the CB documented its 

organizational structure, duties, 

responsibilities and authorities of 

management and other personnel 

involved in certification and any 

committees?  

 

When the certification body is a 

defined part of a legal entity, does 

the structure include the line of 

authority and the relationship to 

other parts within the same legal 

entity? 

Docs showing compliance: 

M-FNDN-1100 WMDA Operational 

Manual. 

Job descriptions 

SOP-FNDN-2000 Nomination 

Committee. 

Comments: 

The SOP show the organizational 

structure. All duties and 

responsibilities have been defined 

for the different roles involved in 

Certification activities. 

The appointment and terms of 

reference are managed according 

to SOP-FNDN-2000 Nomination 

Committee. 

 

None 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

  Are the certification activities 

structured and managed so as to 

safeguard impartiality? 

 

Does the certification body have 

formal rules for the appointment, 

terms of reference and operation of 

committees involved in the 

certification activities? 

  

5.2 Mechanism to safeguard impartiality 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

 Mechanism to safeguard 

impartiality 

Does the CB have a process for 

effective control of certification 

activities to check if impartiality is 

maintained? 

Docs showing compliance: 

SOP-ACC-4200 Management and 

mechanism for safeguarding 

impartiality, confidentiality, and 

diversity 

Comments: 

The mechanism has been 

stablished and documented in the 

SOP.  

WMDA need include in the SOP-

FDND-2000 Nomination 

Committee how the impartiality 

officers are selected. Once the 

annual report has been 

completed, it needs to go to 

WMDA Board. 

6 RESOURCE REQUIREMENTS 

6.1 Certification body personnel Has the CB sufficient number of 

personnel to cover its activities? 

Are personnel competent to perform 

jobs? 

Docs showing compliance: 

M-CB-002 WMDA CB ISO Structural 

Resource Process Requirement 

Manual 

Comments: 

WMDA has a poll of more than 50 

evaluators. It is constantly 

None 
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increasing the number of 

evaluators by training new people 

with the appropriate background.  

6.1.2 Management of competence 

for personnel involved in 

accreditation 

Does the CB have a process for 

determining the competence criteria 

for personnel involved in the 

management and performance of 

audits and other certification 

activities? 

Docs showing compliance: 

SOP-ACC-CP-501 Competence of 

personnel involved in Accreditation 

Program 

F-ACC-CP-501-02 Job descriptions 

SOP-ACC-RTM- Reviewers Training 

Manual 

F-ACC-RTM-6012/3 Evaluation 

forms. 

Comments: 

System for the Evaluation and 

Validation of competences has 

been stablished for personnel 

involved in certification activities.  

The new system to evaluate the 

performance of reviewers need 

to be consolidated as it has been 

recently implemented.  
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

6.1.3 Contract with personnel Does the CB have a contract with 

personnel? 

Document is signed with every 

personnel participating in the 

Certification process.  

None 

6.2  RESOURCES FOR EVALUATION 

6.2.1 Internal resources 
 

WMDA uses internal resources for 

Certification processes. 

None 

7 PROCESS REQUIREMENTS 

7.1 Process requirements-

general  

The CB must have certification 

scheme and standards 

WMDA has Standards, the current 

version is WMDA 2020 Standards 

AM1: January 2021, and the 

WMDA Guidance V4 July 27, 2021. 

There is and SOP to review WMDA 

Standards, SOP-ACC-4000 

Systematic Revision Process for 

WMDA Standards.  

 

All applications are reviewed 

according to the WI-ACC-7200/1 

Work Instruction Letter of Intent. 

It is suggested to state that this 

review has been done according 

to this document in the LOI.  

 

It is recommended to have a 

work instruction/checklist to 

verify that all certification records 

7.2 Application Does the CB have a process to gather 

all necessary information to 

complete the certification process?  

7.3 Application review Is any known difference in 

understanding resolved? 

7.4 Evaluation Does the CB have a plan for the 

evaluation activities? 
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Does the CB have a process to grant 

that all the information to perform 

the evaluation is available? 

Does the CB inform the client about 

the nonconformities and any 

additional evaluation tasks to 

continue with the certification 

process?  
 

SOP-ACC-7200 Application and 

application review contains 

information to evaluate and make 

a decision about applications to 

WMDA Certification Program.  

 

The SOP-ACC-7500 Accreditation 

Committee documents the steps to 

take the Certification decision. 

Certification decision are 

registered in WMDA Share and an 

electronic voting tool is used.  

 

Once the process is completed, 

WMDA informs the client about 

the Certification decision an 

are archived to finalize the 

certification process. 

 

It is recommended that the 

information provided to the client 

includes the SOP-ACC-4100 Use 

of certification marks in addition 

to have it in WMDA Share. 

 

No complaints or appeals have 

been received yet therefore the 

implementation of this 

requirement has not been 

verified. 

 

7.5 Review Does the CB have a process to 

review all the information and 

results related to the evaluation? 

Is this review carried out by 

person(s) who have not been 

involved in the evaluation process? 

7.6 Certification decision Is the CB responsible for its decisions 

relating Certification? 
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This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

7.7 Certification documentation Does the CB provide the client with 

formal certification documentation 

that contains? 

a) Name and address of the CB 
b) Date the certification is 

granted 
c) Name and address of the 

client 
d) Scope of the certification 

provides a Certificate, certification 

marks depending on the 

certification level. The publicly 

available information about the 

organization is updated. 

 

WMDA Certification program has 

stablish a 4-year cycle certification 

with mid-cycle surveillance in the 

second year. 

 

All changes in the Certification 

Scheme are communicated to 

clients using different media. 

All changes initiated by the client 

are registered in a form and go to 

7.8 Directory of certified 

products/services 

Does the CB maintain information on 

certified organizations? 

7.9 Surveillance Does the CB require surveillance to 

ensure ongoing validity of the 

demonstration of fulfilment of 

product requirements? 

7.10 Changes affecting 

certification 

Does the CB communicate changes 

in requirements to all clients?  



           
 

 

 

 

ISO 17065 Audit Checklist 

Document type Form-Audit checklist  Approved by ASC 

Document 
reference 
referencereEREF
ERENCEreferenc
e 

F-ACC-8204 
 
0101-STDC-Standards 

Approval date 20210706 

Version 0 Pages Page 37 of 59 

Pillar  Pillar 4-EQ – Certification Body Status Confidential 

This audit report covers the following: Document review and assessment of files   

ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

Does the CB verify the 

implementation of the changes by its 

clients? 

Does the CB have a process to 

decide upon the appropriate action 

on changes affecting certification 

initiated by the client?   

the Accreditation Steering 

Committee who decides on the 

appropriate action.  

 

 

WMDA has developed a structure 

to keep all the records related with 

the certification activities. The 

records are maintained during 2 

certification cycles as the ISO 

17065 requires. 

 

 

 

The SOP-ACC-7130 shows the 
process to receive, evaluate and 
make a decision on appeals. The 

7.11 Termination/suspension of 

certification 

Does the CB have documented 

procedure(s) for suspension, 

withdrawal or reduction of the scope 

of certification? 

7.12 Records Does the certification body maintain 

records on the audit and other 

certification activities for all clients, 

including all organizations that 

submitted applications, and all 

organizations audited, certified, or 

with certification suspended or 

withdrawn? 
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ISO 17065 Requirements Questions to check requirement Evidence and Comments Findings 

7.13 Complaints and appeals Does the CB have a documented 

process to receive, evaluate and 

make decisions on appeals? 

Does the CB ensure that the persons 

engaged in the appeals-handling 

process are different from those 

who carried out the audits and made 

the certification decisions? 

process grants that this evaluation 
and the decisions are made by 
people not involved in the 
certification decision.  

8 MANAGEMENT SYSTEM REQUIREMENTS 

 Management system 

requirements 

Does the certification body establish, 

document, implement and maintain 

a management system that is 

capable of supporting and 

demonstrating the consistent 

achievement of the requirements of 

ISO17065? In addition to meeting 

the requirements of Clause 5 to 9, 

does the certification body 

implement a management system in 

Develop according to the Option A 

or B. 

-Control of documents 

 

Comments: 

WMDA has a quality management 

system based on ISO 9001 for the 

following requirements:  
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accordance with either: a) general 

management system requirements 

or b) Management system 

requirements in accordance with ISO 

9001? 

- Control of records 

- Management review 

- Internal audit 

- Non conformances 

- Corrective/Preventive Actions 

 

8.2 General management system 

documentation 

Has the certification body's top 

management established and 

documented policies and objectives 

for its activities? 

The SOP-ACC-8000 Control of 

documents are records covers the 

requirements of ISO 17065 

 

8.3 Control of documents Has the CB established procedures 

to control the documents (internal 

and external) that relate to the 

fulfilment of this International 

Standard? Do the procedures define 

the controls needed to: a) approve 

documents for adequacy prior to 

The SOP-ACC-8000 Control of 

documents are records covers the 

requirements of ISO 17065 

It is suggested to improve the 

control over the external 

documents relevant to the 

certification activities.  
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issue, b) review and update where 

necessary and reapprove 

documents, c) ensure that changes 

and the current revision status of 

documents are identified, d) ensure 

that relevant versions of applicable 

documents are available at points of 

use, e) ensure that documents 

remain legible and readily 

identifiable, f) ensure that 

documents of external origin are 

identified and their distribution 

controlled, and g) Prevent the 

unintended use of obsolete 

documents, and to apply suitable 

identification to them if they are 

retained for any purpose? 

8.4 Control of records Has the CB established procedures 

to define the controls needed for the 

identification, storage, protection, 

The SOP-ACC-8000 Control of 

documents are records covers the 

requirements of ISO 17065 

It is recommended to perform 

periodic audits to WMDA Share 
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retrieval, retention time and 

disposition of its records related to 

the fulfilment of this part of ISO 

17065? 

Has the certification body 

established procedures for retaining 

records for a period consistent with 

its contractual and legal obligations? 

Is access to these records consistent 

with the confidentiality 

arrangements? 

Records are kept for 2 certification 

cycles as per standard. 

to verify permissions of users to 

the pages of their organizations. 

8.5 Management review Has the certification body's top 

management established procedures 

to review its management system at 

planned intervals to ensure its 

continuing suitability, adequacy and 

effectiveness, including the stated 

policies and objectives related to the 

SOP-ACC-8100 Management 

reviews covers all requirements in 

ISO 17065. 

The management review inputs 

include: 

a) Results of internal and 
external audits 

The Management review is 

planned for 2022, covering all 

activities of 2021. An annex to 

this report with the result of the 

Management review should be 

added then.  
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fulfilment of this International 

Standard? 

Are these reviews conducted at least 

one a year? 

b) Feedback from clients and 
interested parties 

c) Feedback from 
mechanisms for 
safeguarding impartiality 

d) Status of corrective and 
preventive actions 

e) Follow-up actions from 
previous management 
reviews, 

f) Fulfilment of objectives 
g) Changes that could affect 

management system 
h) Appeals and complains 

8.6 Internal audits Has the certification body 

established procedures for internal 

audits to verify that it fulfils the 

requirements of this International 

Standard and that the management 

system is effectively implemented 

and maintained? 

SOP-ACC-8200 Internal audits 

fulfils the requirements in ISO 

17065 including the need of an 

annual audit program, audit plan, 

competence requirements for the 

auditor and audit report. 

 

Due to the recent 

implementation of the 

management system, it is 

recommended to perform 

another complete audit once all 

the findings have been addressed 

and before applying for the 
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any actions resulting from internal 

audits are taken in a timely and 

appropriate manner, and any 

opportunities for improvement are 

identified? 

 Accreditation to Dutch 

Accreditation Council. 

8.7 

&.8.8 

Corrective actions / 

Preventative actions 

Has the certification body 

established procedures for 

identification and management of 

nonconformities in its operations? 

 

Does the certification body also, 

where necessary, take actions to 

eliminate the causes of 

nonconformities in order to prevent 

recurrence? 

SOP-ACC-8300 Corrective and 

preventive actions fulfil the 

requirements of ISO 17065 

It is recommended to add the 

status of corrective and 

preventive actions as a fix input 

to review during the monthly 

meetings of the Accreditation 

Steering Committee. 

 

 

 


	D4.3 Progress report on if it is feasible that WMDA will apply for ISO Certification
	I. WMDA Accreditation Programme: to Standardize practice Worldwide.
	II. ISO Accreditation
	III. Identification of the applicable ISO Standards.
	IV. Previous steps in the project
	IV.I Gap analysis
	IV.II. Definition of the phases in the project
	IV.III Completion of Phase I – Designing the system according to ISO 17065 requirements
	i. Determination of the scope of the system
	ii. Organizing Policies and Procedures for ISO
	iii. Project plan


	V. New steps in the project
	b) Phase II – Develop a system for document control
	c) Phase II – Develop the documentation
	d) Phase III – Implementation
	e) Phase IV – Internal Audit
	f) Phase V – Accreditation process with Raad voor Accrediatatie (Dutch Accreditation Body)

	Annex I -     Example of Standard Operating Procedure
	Annex II – Example of Form
	Annex III – Example of distribution of documents through WMDA Share
	Annex IV – Internal Audit Report

