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. WMDA Reviewers

WMDA members can serve as volunteer reviewers for the WMDA registry accreditation programme.
Our reviewers help registries around the world achieve a uniformity of practice based on WMDA
Standards.

To become a WMDA reviewer applicants must meet three of the following criteria:

e be acurrent member of the WMDA (via a registry or as an individual);
e be affiliated with a member registry or associated entity as an employee or consultant as
documented by a form signed by the authorized official of the registry;
e meet at least one of the following criteria regarding your experience:
e Have at least three years of experience in some aspect of registry operations
documented in your curriculum vitae.
e Have at least two years of experience in some aspect of registry operations with
focused experience or training in quality management or preparation of a registry
accreditation package as documented in your curriculum vitae.

WMDA has defined different levels of competence based on based on training and experience.

Trainee L1

Team Leader Desk Trainee
L5 L2

Expert Inspection

Reviewer L4 Trainee L3

Figure 1. Status levels of reviewers based on
training and experience.

Job profiles definining the level of training and experience for each level have been defined and can
be found in Annex | —Job profiles.
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Trainee L1: All potential reviewers who comply with the requirements above and are approved by
Accreditation Steering Committee became Trainee L1.

Desk Trainee L2: Desk Trainees L2 have satisfactorily completed ten modules and the final exam of
WMDA Standards Course and need to gain practical experience through a desk audit. L2 Trainees
can continue to next level, Inspection Trainee Level (L3), if they have a satisfactory performance
during a desk audit.

Inspection Trainee L3: Desk Trainees L3 have satisfactorily completed the training requirements in
WMDA Inspection course and practical experience (a desk review) and need to gain practical
experience through an on-site/remote audit.

Expert Level Reviewer L4: Expert Reviewers L4 have satisfactorily completed the training
requirements, WMDA Standards Course and WIMDA Inspection course, and practical experience (an
on-site/remote audit). The transition to experienced reviewer (L4) will be acknowledged by a
certificate.

Team Leader L5: Team Leader Reviewers L5 have satisfactorily completed the training requirements
and practical experience

Il. Annual Trainning Plan
WMDA has defined an Annual Training Plan for reviewers covering all levels of competence:

Level of competence Training course
L2 WMDA Standards Course
L3 WMDA Inspection Course
LA&LS5 WMDA Continuing education

WMDA Standards and WMDA Inspection courses have a fixed content and WMDA Continuing
education is based on the weaknesses detected in WMDA Accreditation activities or changes in
WMDA Standards, Policies and Procedures.

An Annual Plan has been defined and can be found in Annex Il - WMDA Educational Opportunities:
Annual Training Plan

All the courses have been developed and are available in WMDA Educational Platform.
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Figure 1 — Overview of Reviewers Training Course in WMDA Educational Platform

= education@wmdainto

q\w m D n [ %) HOME ACCREDITATION AND QUALITY- DONATION AND TRANSPLANTATION - WEBINARS- ABOUT US

nQ 2
Education
REVIEWERS TRAINING > | WMDA STANDARDS
COURSE
EXPERIENCED <
REVIEWERS WMDA INSPECTIONS P

-

Learn at times that are most

convenient and productive
for you

Taking a WMDA online course gives you a lot of freedom to
plan your own schedule and to study at your own pace.

Download WMDA Education brochure

Welcome to WMDA Education

Educational. Expert led. E-learning,

WMDA Reviewers Training Programme

WMDA II I

STANDARDS WMDA AUDITS
COURSE COURSE

WMDA Standards course > WMDA Audits course >

WMDA WMDA Reviewer continuing education 2021
REVIEWER

CONTINUING Accreditation and guality | J Advanced Level | Continuing education for WMDA reviewers
EDUCATION 2021

This course is only available for the WMDA Reviewers.




WMDA

1l.a) WMDA Standard Course

WMDA Standards Course covers all WMDA Standards sections. It is divided in 10 Modules and a

Good Practices exam.

Figure 2 — Overview of WMDA Standards Course in WMDA Educational Platform.

B2 education@wmda.info

= i llll I l Dn [E[I'2 HOME ACCREDITATION AND QUALITY~ DONATION AND TRANSPLANTATION~ WEBINARS- ABOUT US n a 2o

Education

Dashboard » My co s » Cours WMDA Accre tion and Quality > WMDA

WMDA Standards course

T O

Welcome to the '"WMDA Standards course'

Welcome to the 'WMDA Standards course’. The purpose of this programme is to provide training for new WMDA reviewers

and continuing education for experienced WMDA reviewers.

The initial training programme is divided into 10 modules. Each module consists of documentation that you should read

and get familiar with.

Modules 1-9 will cover sections of the WMDA Standards. Module 10 will focus on the policies and procedures of the

certification/qualification/accreditation process and reviewer information. Modules 1-8 will also include a description of

key elements of the review and evaluation such as registry audits of affiliated transplant centres (module

performance indicators (module 4), review of self-evaluations (module &), translation guidelines for applications (module

8), and requirements for shortened accreditation applications (module S)
The questions are based on the WMDA Standards and guidance version 2020.

An overview of your module quiz exam grades can be found here:

New Reviewers
This course must be completed within six (6] months of becoming a reviewer.

New reviewers are required to learn about WMDA Standards and accreditation policies and procedures. Thisis

accomplished by completing WMDA Standards course AND WMDA Inspection course.

Activities

= @

» AQ Course | WMDA Standards

Course dashboar

Course Progress

12Pages 1URL 10Quizzes

Course resources Site and course user manual

esources as needed b

You can review U

Here you can find information about how to use the

are not required reading for the course. WMDA Education website and how to take your

course(s).
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Module 1 - WMDA Standards:
General

Learning objectives:

» Recall WMDA Standards included in this module
Describe the recommendations found in the

guidance to demonstrate compliance
* Locate resources on W...

2Pages

Module 4 - WMDA Standards:
Umbilical cord blood, maternal
donor recruitment, consenting,
screening, testing and
review/release of cord blood units

Learning Objectives:

Recall WMDA Standards included in this module

Describe the recommendations found in the

guidance to demonstrate compliance
» Locate resources on WMDA Share onl...
1 Page

Module 7 - WMDA Standards:
Collection, processing and
transport of hematopoietic stem
cells

1Page

=iy la il Mot available unless: The activity Module 6 -

Exam quiz {2020} is complete and passed

Module 10 - Accreditation policies
and procedures

L2 Te il Mot available unless: The activity Module 9 -

Exam quiz {2020} is marked complete

- Required reading
- Required listening

Module 2 - WMDA Standards:
General organisation of the registry

Learning Objectives:

» Recall WMDA Standards included in this module
Describe the recommendations found in the
guidance to demonstrate compliance

» Locateresources on WMDA Share ...

2 Pages

Module 5 - WMDA Standards:
Information technology and
information management

Learning Objectives:

Recall WMDA Standards included in this module
Describe the recommendations found in the

guidance to demonstrate compliance

Locate resources on WMDA Share (enline
collaboration tool) ...
I Pages

Module 8 - WMDA Standards:
Follow-up of patient and donor

Mot available unless: The activity Module T -
Exam quiz (2020) is complets and passed

Good practices exam V- N

Mot available unless any of:

+ The activity Module 10 - Exam quiz (2020} is
complete and pazsed

Your Email address iz STEINEROVAK@fnplzen.cz
‘Your Email address iz sherry.haun@blood.ca

‘Your Email address is nuria@fcarreras.es

Each Module in WMDA Standards Course has the same structure:

- Exam quiz to complete and pass.

Module 3 - WMDA Standards: Donor
recruitment, consenting, screening
and testing of donors

Learning Objectives:

Recall WMDA Standards included in this module

Describe the recommendations found in the

guidance to demonstrate compliance

Locate resources on WMDA Share {online
collaboration tool) ..

2 Pages

Module 6 - WMDA Standards:
Facilitation of search requests and
Second and subsequent donations
of hsc and/or blood products for the
same patient

1 Page

27200 Ta =il Mot available unless any of:

+  The activity Module 5 - Exam quiz (2020) i
complete and passed
= ‘Your Email address iz paulien.kort@wmda.info

Module 9 - WMDA Standards:
Financial and legal liabilities

Mot available unless: The activity Module 8 -
Exam quiz (2020) is complete and passed
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Only if a pass grade is achieved, you will get access to next module.

Figure 3- Overview of the structure of the different modules

1. Module 1 - WMDA Standards: General

Learning objectives:

Recall WMDA Standards included in this module

e Describe the recommendations found in the guidance to demonstrate compliance

o Locate resources on WMDA online sites to enhance and refresh knowledge

o Comprehensively and fairly evaluate an application for certification/qualification/accreditation based on the Standards in this module
* Review a self-evaluation based on Standards in this module

o Describe the process for handling a major change notification

q for leting the modul

* Read the Module 1 - Required Reading
e Listen to the Module 1 - Required listening
o Complete and pass Module 1 - Exam quiz

* You are required to review the required reading and required li ing for this dule before getting access to the Module Exam quiz. A minimum score of 80% (grade=8) is

needed to pass this module. You have 3 attempts to complete the test and the highest score will count.

Page Page

Module 1 - Required reading Module 1 - Required listening

& Module 1 - Exam quiz

) A minimum score of 80% (grade=8) is needed to get access to the next module. You have 3 attempts to complete the quiz exam and the highest score will count

Done: Receive a grade | Done: Recelve a pass grade
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Il.b) WMDA Inspection Course
The course is divided into 5 modules. Each module consists of documentation and an exam quiz to
complete the module. For each exam quiz, a pass grade is needed.

Figure 4- Overview of WMDA Inspection Course

= equcationgwmda.inte

= g I I I | I I D n " HOME ACCREDITATION AND QUALITY- DONATION AND TRANSPLANTATION- WEBINARS- ABOUTUS

Educaton

Dashbaard » My courses. » Courses

'WMDA Inspections course

» WMDA Accreditation and Quality » WMDA Reviewers Training Programme - New Reviewers » AQ Course | WMDA Inspections

Welcome to the 'WMDA Inspections course'

Welcome to the 'WMDA Inspections course’ The purpose of this programme is ta provide i

and education for experiencs

@in an on-site for remote

vided into 5 modules. Ea

The course

and an exam quiz to complete the

grade s &) you will get ccess to the next module

An overview of your grades can be lound here:

Show less

Activities

Module 11 - Overview of on-site (or
remote) audit and auditing
Practices

Learning objectives:

e Describe the various types of audits
e Understand the goals of an on-site {or remote}
audit
o Describe what occurs during a registry audit
o Describe the similarities and differences betwee...
1Page 1Quiz

Module 14 - Cord blood

Learning Objectives

e Describe the rec jations to derr

compliance with WMDA Standards covered in this
module
e Develop a plan for an on-site audit in collaboration
with other member...
1Page 1Quiz

VMDA reviewers. New reviewers should complete t

ule consists of document,

ing for new WMDA reviewers

s course before

tion that you should read and miliar with
tion that you should read and get fas wi e

le. For each exam quiz, you will receive a grade. Ater successfully passing

6Pages 6Quirzes

B

[ esources

You can review these resources as needed but they

are not required reading for the course

Module 12 - Registry, search, donor
verification typing request

Learning objectives
e Describe the recommendations to demonstrate
compliance with WMDA Standards covered in this
module
e Develop a plan for an on-site audit in collaboration
with other members of the revie...
1Page 1Quiz

Module 15 - Quality managment

Learning objectives

Describe the requirements to demonstrate
compliance with Standards covered in this moduie
» Develop a plan for an on-site audit in collaboration
with other members of the review team
e Lo..
1Page 1Quiz

na 2

Course dashboard ©

Module 13 - Donor work-up,
collection, follow-up

Learning objectives

o Describe the recommendations to demonstrate
compliance with WMDA Standards covered in this
module

e Develop a plan for an on-site audit in collaboration
with other me...

1 Page 1Quiz

Let's Start

Final Exam quiz

Demonstrate knowledge of good practices in the Final
Exam quiz.

After successfully passing all modules you will receive
access to the final exam quiz to complete the course. A
minimum score of&nbs...

1Quiz 1 Custom certificate
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Figure 5- Overview of structure and content of WMDA Inspection Course Module

Course dashboard &

1. Module 11 - Overview of on-site (or remote) audit and auditing Practices

Learning abjectives:

s Describe the various types of audits

= U e [or remote] audit

Describe what ocours during  registry audit

Describe the similasities and differences between an-site and remate audits

ians ta ascertsn compliance d

Compase appropriately worded que: g an on-site [or remote) sudit

= Prepare.a report describing aw ults

Requirements for completing the modisle:

*  Aead the Madule 11 - Required Reading

s Complete and pass Module 11 - Exam guiz®

* You are required to read the requirad reading of this module before getting access to the Module Exam quiz. A minimurm score of 80% (grade=y) is needed to pass this module.
You have 3 attempts to complete the test and the highest score will count.

1=
Module 11 - Required Reading

 Module 11 - Exam quiz

M A minimum score of 80% (grade=8) is nested to get access ta the nest module. You have 3 attermpts o complets the test and the highest score will count

Module 17 - Reg__»
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Il.c) WMDA Continuing Education

WMDA Reviewers, once they have achieved L4 or L5 level (Expert and Team Leader level), must
receive sufficient continuing education to maintain and update their knowledge of WMDA Standards
and the accreditation process.

The requirements they will need to fulfil are the followings:

e Perform at least one registry audit (application for either qualification or accreditation) every
two years and receive satisfactory assessment in the reviewer’s performance evaluation.
Each reviewer must also review one mid-cycle surveillance at least every four years.

e Complete one module covering any new or substantially altered standards and/or
policies/procedures each year (module 16)..

e Accumulate eight (8) continuing education credits each calendar year, beginning in the year
after completing the entire set of reviewer training modules (modules 1-15). Credits can be

obtained by:
Activity Credits
Attending an in-person reviewer or registry training session given that 1 credit for each
year 1 hour

Completing an on-line training module or webinar offered as a substitute
for the reviewer/registry training session not attended in person with 1 credit/1 hour
exam score >80%

Preparing/participating in one presentation for a reviewer/registry

L L . 4 credits
training session (in person or on-line)

Completing annual reviewer exam with exam score >80%: 4 credits

Contributing to updating the WMDA Handbook or chairing a project that
prepares a new or updated WMDA recommendation during the current 4 credits
year

Participating on the Accreditation Committee, Accreditation Steering

. . 4 credits
Committee, or Standards Committee

Performing a review of an accreditation application including an on-site

> . 4 credits
or remote inspection

To comply with these requirements, a continuing education course has been developed.
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Welcome to the WMDA Reviewer continuing education 2021

Welcome to the course "WMDA Reviewer continuing education 2021". The purpose of this course is to provide opportunities

for continuing education for experienced WMDA revie

+ Show full summary

Changes to the Standards,
Guidance, Policies and Procedures,
and Checklists (known as module
16)

[©@ Required module for WMDA Reviewers|

This course is about the changes to the Standards,
Guidance, Policies and Procedures, and Checklists
Occurring in 2020 and First 6 Months of 2021.

The COVI...

1Page 1Quiz

wers for 2021

Annual reviewers exam 2021

This continuing education exam is intended for

reviewers who have successfully completed all of the

accreditation training modules before January 1, 2021.

WMDA Reviewers receive 4 credits after success...

1Quiz

The continuing education course has 3 sections:

Course management £

Course Progress

1Page 3Quizzes 1URL

Webinars

WMDA Reviewers receive continuing education credits
after successfully completing a webinar quiz. You can
find the quizzes on this page or on the Ensuring Quality

webinars overview.

1. Category: Ensu...
1URL 1 Quiz

1) Changes to WMDA Standards, Guidance, Policies and Procedures and Checklists

2) Annual Reviewers Exam

3) Webinars.

Changes to WMDA Standards, Guidance, Policies and Procedures and Checklists

This module is mandatory for WMDA reviewers.

The learning objectives of this module:

- Understanding the changes to Standards and guidance that occurred in 2020 and early 2021
- Understanding the changes in timelines caused by the pandemic

- Describe the procedures for remote audits

- Describe changes in policies and procedures

- Integrate the changes when evaluating an application for

certification/qualification/accreditation
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Annual Reviewers Exam

WMDA Reviewers receive 4 credits after successfully completing the annual reviewer’s exam
quiz. This module is not mandatory.

The learning objectives of this module:
Check and update knowledge about WMDA Accreditation programme.
Webinars

Throughout 2021, ten (10) 15-minute educational webinars were given for WMDA reviewers and all
other members with an interest in quality assurance and accreditation.

Learning objectives for each Webinar can be found in Annex Il = WMDA Educational Opportunities:
Annual Training Plan.

The list of webinars that were given and the amount of people that attended, based on the statistics
of the WMDA ZOOM Account:

Date Topic Live attendance
20210114 WMDA Pillar 4 Ensuring Quality Weekly Webinar 17
Application Guidelines: Presenting Organizational Structure and Qualifications
of Individuals by Carolyn Hurley
20210121 WMDA Pillar 4 Ensuring Quality Weekly Webinar 33
Application Guidelines: Interactions with transplant centers, donor safety by
Marie Kurikova

20210128 WMDA Pillar 4 Ensuring Quality Weekly Webinar 16
What does the Accreditation Steering Committee Do? by Carolyn Hurley_

20210204 WMDA Pillar 4 Ensuring Quality Weekly Webinar 17
Working with KPIs by Andrea Mitterschiffthaler

20210211 WMDA Pillar 4 Ensuring Quality Weekly Webinar 20
Remote Audits by Janet Parks

20210218 WMDA Pillar 4 Ensuring Quality Weekly Webinar 12
Quality Management, SOPs and Checking Certification for Associated Entities
by Salmah Ahmed

20210225 WMDA Pillar 4 Ensuring Quality Weekly Webinar 10
Completing and Organizational Profile in Share by Vasiliki Gkioka

20210325 WMDA Virtual Meetings Week: Quality Breakout Session 51
Pillar 4: Table Talk — Brainstorming session

20210325 WMDA Virtual Meetings Week: Ensuring Quality 83
Pillar 4: Ensuring Quality

20210325 WMDA Virtual Meetings Week: Table talk — Couriers 74
Pillar 4: Table Talk - Couriers

20210610 WMDA Quality Pillar Webinars Continued 11

Product Code Requirement: changes in the WMDA Guidance for Standard
8.07 by Dena Mercer

20210617 WMDA Quality Pillar Webinars Continued 30
Challenges Impacting Backup Donor by Ingrid Tist!
20210624 WMDA Quality Pillar Webinars Continued 5

Mechanism to ask Questions or Requests for Clarification to the Standards
Committee by Dena Mercer



https://youtu.be/0sKkZLrb6U8
https://youtu.be/0sKkZLrb6U8
https://youtu.be/tEjw-nQ9Hys
https://youtu.be/n1DdIPoFMjU
https://youtu.be/vl7uEZ2upA0
https://youtu.be/pnisQvsyL5w
https://youtu.be/LNZINZTpU4s
https://youtu.be/LNZINZTpU4s
https://youtu.be/oQ_Z9TmWD6s
https://youtu.be/iydwP7oZX5Y
https://youtu.be/xT1NJ07sE88
https://youtu.be/J6NgLm4X334
https://youtu.be/w7F1sMuV5Ow
https://youtu.be/w7F1sMuV5Ow
https://youtu.be/YDTMFS2Kl5I
https://us02web.zoom.us/webinar/register/WN_HDHzL0PdQ5yDSHVLJ1BJwg
https://youtu.be/o6KbnT-ldEo
https://youtu.be/o6KbnT-ldEo
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Annex | — Job profiles

Job description

Version: 0o

Position WMDA Accreditation Trainee Reviewer L1 valid from: | 20210801

Accreditation Steering | WMDA Group

WMDA A ditation Revi
Committee definition rereditation Reviewers

Reporting to:

| General role description

L1 WhDA Trainees are admitted and expected to complete WHDA Reviewers Training Program to become
WHDA reviswers for the WWMDA Accreditation Programme.

| Duties & Responsibilities

¢ Fill in the form to apply for WMDA Reviewers Training Programme and provide an updated CV
and statement from the registry.

« Complete the Basic Reviewers Training Programme [Modules 1 to 10) including succeszsful
completion of associated quizzes and deczk audit good practices exam for trainee reviewers within
six months.

¢ Complete a survey gbout WIMDA Reviewers Training Program.

Reqguirements

¢ Bea current member of the WhDA [via a registry or as an individual)
¢ Be affiliated with a member registry or associated entity as an employee or consultant as
documented by a form signed by the authorized official of the registry (statement from the
registry)
o Meet at least one of the following criteria regarding experience:
o Have at least three years of experience in some aspect of registry operations
documented in your curriculum vitae.
o Have at least two years of experience in some aspect of registry operations with focused
experience or training in quality management or preparation of a registry accreditation
package as documented in your curriculum vitae.
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Job description

Document type Form-lob description Approved by A5C
Document reference | F-A Approval date
Version 0 Pages
Pillar Pillar 4-EQ — Certification Body Status Public
Pnsitl’un WMDA Accreditation Desk Trainee Reviewer Version: oo
L2 Valid from: | 20210601

Accreditation Steering | WMDA Group

WMDA A ditation Revi
Committee definition cerediiation Reviewers

Reporting to:

General role description

L2 WMDA Trainees participate in one ar more desk reviews as part of the process to become WHDA
Reviewers

| Duties & Responsibilities

¢ Inform WHDA gbout gny conflict of interest before participating in any review.
¢ Sign the Confidentiality and Conflict of interest form before participating in a review.
o Be fair, unbigsed, professional; do not contact the registry under review—this is the responsibility
of the office.
¢ Inform WHADA if the review cannot be completed in a timely fashion.
o Actively participate in & desk review together with two experienced reviewers:
¢  Comprehensively and fairly evaluate the WhDA application for the assigned organization:
» Register their independent findings in WMDA Share;
» Participate in the Request For Information (RFI) call together with the other members of the
Review Team and the Accreditation Steering Committes representative;
* FReview and evaluate answer(s) provided by the spplicant organization on the Request For

Infarmation;

*  Review Written Certification/Qualification/Accreditation Report and agree on the content with
the Reyisw Team;
¢ Complete a survey after the review is complete to provide information on the review process:
s Destroy any review materials after the review is completed;

¢ Participate in WhMDA continuing education for reviewers.

Requirements

¢ Completed L1 training and spproved by the Accreditation Steering Committes representative as
Traines L2
o Completion of L1 training is determined by satisfactorily completing the Reviewers' Basic
Training Course [Madules 1 to 10) with associated quizzes and the desk audit good

practices exam.
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Job description

Document type

ripticn Approve
Document reference Approva
Version Pages
Pillar tification Body Status Public
-+
Position WMDA Accreditation Inspection Trainee Version: oo
Reviewer L3 Walid from: | 20210601
Accreditation Steerin WMDA Grou
Reporting to: ) g . P WMDA Accreditation Reviewers
Committee definition

General role description

L3 WhDA Inspecticn Trainees participate in one or more on-sitefremote reviews zs part of the process to
become WMMDA Reviewers.

| Duties & Responsibilities |

¢ Inform WhDA sbout any conflict of interest before participating in any review. |
¢ 3ign the confidentizlity and conflict of interest form before participating in a review.
¢ Be fair, unbiased, professionalinform W DA if the review cannot be completed in a timely
fashicn.
»  Actively participate in 2t l2ast one on-sitefremote review together with two experienced
reviewsrs:
¢ Comprehensively and fairly evaluate & WHDA application for the assigned clisnt
* Register their independent findings in WHMMDA Share
» Participate in the Request For Information (RFI) call together with the other members of the
review team and the Accreditation Steering Committee representative
¢ Review and evaluate answer(s) provided by the applicant organization.
¢ Under the guidance of & team leader, audit the requirements of at lzast ans checklist during
the on-zite/remote audit and fill in the checklist.
¢ Review the Certification/Qualification/Accreditation Report and agree on the content with the
review team.
»  Complete a survey after the evaluation provide information on the evaluation process
. Destroy any review materials after the review is complete.

. Participate in WMDA continuing education for reviewers.

Requirements

¢ Completed L2 training and approved by the Accreditation Steering Committee representative as
Trainee L3

o Completion of L2 training is determinad by
o Sgtisfactorily completing the Reviewers” Advanced Training Course (Modules 11 to 15),
associated quizzes and inspection good practices exam. before participating in an on-
site/remote audit

e Achieve a zatisfactory performance during a desk audit.
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Job description

Document type Form-lob description Approved by A5C
Document reference | F-ACC-JPE-002 Approval date 20210601
Version 0 Pages Page 1of 2
Pillar Pillar 4-EQ — Certification Body Status Public
Version: oo
osition WMDA Accreditation Expert Reviewer L4
P P valid from: | 20210601

Reporting to:

Accreditation Steering

) WHIMDA Group definition WHDA Accreditation Reviewers
Committee

| General role description

evaluations.

Duties & Responsibilities

Inform “WHDA sbout any conflict of interest before participating in any review.
Sign the Confidentiality and Conflict of interest form before participating in a review.
Be fair, unbiased, professional; do not contact the registry under review—thiz iz the responsibility of the
office
Inform YWHADA if the review cannot be completed in & timely fashion.
Review self-evaluations.
Participate in desk and/for on-sitefremote reviews together with the Team Leader and trainge:
o Comprehensively and fairly evaluate a WhDA application for the assigned organization
o Register their independent findings in WhDA Share
o Participate in the RFI call together with the other members of the Review Team and the
Accreditation Steering Committee representative
Review and evaluate answer(s) provided by applicant arganization on the Request For Infarmation
Under the guidance of the Team Leader, participate in the on-site/remote audit and fill in the
assigned checklist praviding information and evidences.
o Review the Certification/Qualification/Accreditation Report and sgree on the content with the
Rgview Team,
Complete a survey after the review is complete to provide feedback on the process
Participate together with the L5 and Accreditation Steering Committee representative in the performance
evaluation of Trainee reviewers.
Destroy any review materials after the review is complete.
Participate in WKDA continuing education, obtaining a minimum number of credits established by ASC
for each year
Review Module 16, Changes to the WhADA Standards, Guidance, Paolicies and Procedures each year
(mandatory module each year).
Perform at least one review (application or self evaluation) every two years; one application review every

four years.




Cwmpn

Job description

Document type Form-lob description -

Approved by ASC
Document reference | F-ACC-IPE-002 Approval date 20210801
Version 0 Pages Page 2 of 2
Pillar Pillar 4-EQ — Certification Body Status Public

Prerequisite to participate in L4

Complete L3 training and be approved by the Accreditation Steering Committee representative
a5 Expert Reviewer L4

Expert reviewsrs whao have retired from their positions at a registry are eligible to continue to
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Job description

Document type Form - Job description Approved by ASC
Document reference | F-ACC-JPE-001 Approval date 20210601
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General role descripticon

L5 WhDA Team Leader reviewers lead WHMDA desk or on-sitefremote inspections. L5 are responsible to
provide support and guidance to WMDA Trainees.
L5 Team Leader reviewers can also act as Expert L4 reviewers.

Duties & Responsibilities

o Inform WhDA sbout any conflict of interest before participating in any review.

¢ Sign the Confidentiality and Conflict of Interest form befare participating in a review.

e Be fair, unbiased, professionalinform WKDA if the review cannot be completed in a timely
fashion

*  Review self-evaluations.

s |e=ad desk or on-sitefremote reviews and coordinate the review team.

Comprehensively and fairly evaluate 2 WMDA application for the assigned clisnt

Register their independent findings in WMMDA Share

Lead the Request For Information {RFI) call being held with the other members of the review
team and the Accreditation Steering Committes representative and assist with the preparation
of a conzensus RFI

Review and evaluate answer(s) to the RFI provided by the applicant organization

Lead the on-site/remote audit and provide a completed version of WHDA checklists including
comments from the review team to WMMDA office.

Lead any other discussions being held by the review team and draft any subsequent consensus
reports and requests

Assist with any further clarifications of requirements through direct contact with the applicant
client with an Accreditation Steering Committee representative.

Draft the Certification/Qualification/Accreditation Report and agree on the content with the
review team and the Accreditation Steering Committee representative. Send the final version
to WD office.

Participate in Accreditation Committee meetings presenting the relevant information about
the review process for making the Certification,/Qualification/Accreditation decision.

Infarm WPADA office about significant issues in the review process.

¢  Complete a survey after the review is complete to provide feedback sbout the process.
Participate together with the L4 and Accreditation Stesring Committee representative in the
performance evaluation of Trainee reviewers.

Destroy any review materials after the review is complete.

. Participate in WMDA continuing education, abtaining @ minimum number of credits established

by ASC for each year
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. Review Module 18, Changes to the WhDa Standards, Guidance, Folicies and Procedures each

WEar .
. Perform at least one review (every twa years; one application review every four years.

. Act as a team leader for at least one application review every two years.

Prerequisite to participate in L5

& Bea L4 Expert reviewer and
¢ Beapproved by the Accreditation Steering Committee representative a5 LS

o Team leader for qualification application: Previously participated in at least 2
qualification reviews as team member with a satisfactory performance based on 2 post-
review surveys of the review team

s Team leader for accreditation application: Previously participated in at least 2 desk
reviews coupled with site visits (an-site or remote] with a satisfactory performance based
on & post-review surveys of the review team.

s FParticipated in a team leader workshop with satisfactory performance on an exam

¢ And one of the following:

o Directly participated in the preparation of an gpplication for their own registry as
a quality manager
o Ewperience as auditor for ancther organization




Annex Il — WMDA Educational Oportunities: Annual Training Plan

Understanding WMDA Standards and

Guidance.
New reviewers training Enhance and refresh knowledge using  Online WMDA  Online WMDA Continuously .
. Mandatory for new . . . . Six months from the start
Trainees course (Modules 1 to 10 + reviewers WMDA online resources. Educational Educational  open from NA Good practices Exam of the course
Good practices Exam) Comprehensively and fairly evaluate an Platform Platform March 2021

application for
Certification/Qualification/Accreditation.

Describe the various types of audits
Understand the goals of an on-site (or
remote) audit

Describe what occurs during a registry

. audit Online WMDA  Online WMDA Continuously .
. Modules 11 to 15 + Final Mandatory for desk . o . . . . . Six months from the start
Trainee desk . . Describe the similarities and differences Educational Educational  open from NA Final Exam quiz
exam trainee reviewers . ) of the course
between on-site and remote audits Platform Platform March 2021
Compose appropriately worded
questions to ascertain compliance
during an on-site (or remote) audit
Prepare a report describing audit results
Mandatory for
Understanding changes to the
. - target Audience. g s . Online WMDA  Online WMDA L .
Experienced Accreditation program . Standards, Guidance, Policies and . . . . The quiz will be open until
. . Highly . Educational Educational  Jan-21 4 Final quiz
reviewers reviewers update Procedures, and Checklists (known as 31 Dec 2021
recommended for module 16) Platform Platform

Trainees
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Highly
recommended for
WMDA reviewers Online WMDA  Online WMDA
Experienced Annual reviewers’ exam Check and refresh knowledge about . . Exam be open until 31 Dec
A (all levels) to . Educational Educational  Jan-21 4 Exam
reviewers 2021 .. WMDA Standards and Inspections 2021
complete continuing Platform Platform
education
requirements.
Understanding requirements from
WMDA Standards - Organizational .
Quiz in WMDA
e Educational platform
Highly - How to present affiliated entities of Zoom Webinar P ’
ded f ist All webii
Experienced RFI Top 10: Application recommen. cator [eisty L . wesinars A minimum score of
) L . WMDA reviewers - How to present organization of registry are tapped . . . .
reviewers/ Guidelines: Presenting (all levels) to How to present kev staff Carolvn Hurle and available  14/01/2021 1 100% is required to pass The quiz will be open until
WMDA Organizational Structure and . pA . v . 4 v the test and receive 1 31 Dec 2021
. . complete continuing - Information to include in resume / CV on WMDA .
members Qualifications of Individuals . . . ) credit. There are 3
education - How to present medical review panel Educational
) . attempts to complete the
requirements. expertise Platform

test and the highest

- How to present expert )
score will count.

consultants/advisory panel expertise
- Accounts and Finance

Quiz in WMDA
. . Educational platform.

Highly Zoom Webinar

Experienced RFI Top 10: Application recommended for - Understanding: R A minimum score of
p. . p * AP h . WMDA reviewers - WMDA Standard 1.07 are tapped . . . .
reviewers/ Guidelines: Interactions with . . i 100% is required to pass The quiz will be open until
. (all levels) to - WMDA Standard 6.02.1 Marie Kurikova and available 21-Jan-21 1 .

WMDA transplant and collection . the test and receive 1 31 Dec 2021

complete continuing - WMDA Standard 6.05 on WMDA ,
members centres, donor safety . . credit. There are 3

education - WMDA Standards 8.05 and 8.05.2 Educational

) attempts to complete the
requirements. Platform

test and the highest
score will count.



Experienced
reviewers/
WMDA
members

Experienced
reviewers/
WMDA
members

Experienced
reviewers/
WMDA
members
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What does the Accreditation

Steering Committee do?

RFI Top 10: Working with
KPls

Remote Audits

Highly
recommended for

. Pillar
WMDA reviewers

(all levels) to . . .
.. the Accreditation Steering Committee
complete continuing . K
. Appreciate the types of issues that the
education

. ASC addresses
requirements.

Highly

recommended for  What are KPIs

WMDA reviewers  How are KPIs calculated

(all levels) to Which KPIs have been defined

complete continuing WMDA Standards and KPls
education RFls
requirements.

Highly
recommended for
WMDA reviewers  audit:

(all levels) to Registry facility tour

complete continuing Registry file preparation

education File review via online screen-sharing
requirements.

How to prepare/evaluate a remote

Describe the organization of the Quality

Describe the roles and responsibilities of

Carolyn Hurley

Andrea
Mitterschiffthaler

Janet Parks

Zoom Webinar

All webinars

are tapped

and available 28-Jan-21
on WMDA

Educational

Platform

Zoom Webinar

All webinars

are tapped

and available 04-Feb-21
on WMDA

Educational

Platform

Zoom Webinar

All webinars

are tapped

and available 11-Feb-21
on WMDA

Educational

Platform

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.
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Experienced
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WMDA
members

Experienced
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WMDA
members
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RFI Top 10: Quality
management, SOP's and
checking certification of
associated entities

Completing an
organizational profile in
Share

Product code requirement:

Changes in WMDA Guidance

for standard 8.07

Highly
recommended for

WMDA reviewers  Quality Management, SOP's and

(all levels) to checking certification of associated Salmah Ahmed
complete continuing entities
education

requirements.

Highly
recommended for
WMDA reviewers
(all levels) to
complete continuing
education
requirements.

How to complete Organizational profile

in WMDA Share Vasiliki Gkioka

Highly
recommended for
WMDA reviewers
(all levels) to
complete continuing
education
requirements.

Understanding the changes in WMDA

Standard 8.07 bl e

Zoom Webinar

All webinars

are tapped

and available 18-Feb-21
on WMDA

Educational

Platform

Zoom Webinar

All webinars

are tapped

and available 25-Feb-21
on WMDA

Educational

Platform

Zoom Webinar

All webinars

are tapped

and available 10-Jun-21
on WMDA

Educational

Platform

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.
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Challenges impacting
Backup Donor

Mechanism to ask questions
or requests for clarification
to the Standards Committee

Highly
recommended for

WMDA reviewers . .
Increase awareness about the impact in

(all levels) to
.. Backup donors
complete continuing

education
requirements.

Ingrid Tistl

Highly
recommended for
WMDA reviewers
(all levels) to
complete continuing
education
requirements.

Understand how to ask question-request
to clarifications to WMDA Standards
Benefit from the information in FAQ
section about WMDA Standards.

Dena Mercer

Zoom Webinar

All webinars

are tapped

and available 17-Jun-21
on WMDA

Educational

Platform

Zoom Webinar

All webinars

are tapped

and available 24-Jun-21
on WMDA

Educational

Platform

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.

Quiz in WMDA
Educational platform.

A minimum score of

100% is required to pass The quiz will be open until
the test and receive 1 31 Dec 2021

credit. There are 3

attempts to complete the

test and the highest

score will count.
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