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2014: Number of participants = 374 2019: Number of participants = 408
e Number of participating countries = 59 (13.6% 1 on 2013)

e Number of participating countries = 63

www.erndim.org
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2014: 12 QA schemes, 1484 scheme registrations

Amino Quant. Qual Org. Sp Assays Sp. Assays DPT Acylcarn Cystlne Lysosomal Urine MPS
Acids  Org. Acids  Acids ser. ur. DBS WBC disorders

2019: 16 QA schemes, 1953 scheme registrations, (32% 1 on 2014)
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Pilot schemes running in 2019

1. Cognitive Amino Acids, lead organiser is Prof Brian Fowler (Basel/Zurich,
Switzerland)

Please let us know your ideas for new EQA
schemes

Workshops

e To discuss results & format

e Lysosomal enzymes in Fib: September 3, 2019
e Other scheme(s) in 2020 etc

www.erndim.org
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Hybrid schemes vs. Quantitative/Interpretative schemes

Lysosomal enzymes in Fib
e (Quantitation (enzyme activity) + interpretation (diagnosis) scored

Neurotransmitters in CSF & Pterins in Urine
e Interpretation introduced in 2018
e Pilot scoring interpretation of 2019 schemes

Cystine in WBC
e |Interpretation introduced and pilot scoring 2020
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= |n the past annual reports and certificates of participation have been published very late
(July/August)

= Requests, made by you, to spread submission deadlines more evenly over the year

| |m..r.r wran SCHEME YEAR SCHENE YEAR +1

|Rest : : : lecember | january february march april may june july august september october november december |january  february march
SCHENE YERR 4| Earlier registration

SA

SA Prepare samples

SA Shipsamples to CSCQUMC Aby courier, deadine dec15

n Send sample information to CSCQ by email (use

template), deadling dec 15 5 5
CSCOMCA [repar saresucs Earlier sample shipment

SCHEME YEAR CSCO/MCA |Ship1 set of samples to SA fortesting, deadline jan 15

Prepare letter that will be dispatched with samples and

* |sendto CSCQ by email
SA Test sampes
Cffice Send lists of participants to SA and CSCQ, deadine jan
3
Shipsamples vith dispatch letter to each patidpant, st I i I b icc]
cscapuca [osemes Earlier result submission
2/3 surveys, dates to be decided for: website availability, .
SH/CsCa scoring, interim reporis dead I I nes
SA 2nd evalugtion DPT schemes
SA PP &CE dizcussion (meeting)
SAB SAB meeting to decide final scores and crtical emors,
last week of nov
SA Prepare and distibute annual reports, deadling dec3 Ea rl |er Com pletlon EQA
y Send perfomance support/non submission letters,
SCHEME YEAR +1 |54/office eading &b 23 Schemes
Office/MCA |Prepare and distribute certificates, deadine march 31
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ACCOMPLISHED
2018 schemes
Earlier sample dispatch and submission dates
Most 2018 annual reports finished February 2019
Scheme year 2018 finished (issue of certificates) in April 2019

PLANS
2019 & 2020 schemes

Finish scheme year in March of following year
2021 schemes

Distribute submission dates of quantitative schemes more equally over
the year: January-June, September, October (currently March-October)



Technical Requirements |
Document separate responsibilities.
SAB, BoT

of EC

Draft job specs for EC, BoT, SAB

Appoint deputies for key managerial
personnel (5.1.5)

Up to date copies of CVs for SAB &
scheme organisers

4.2 Personnel Update job spec for SA

Define quality manager role & write
job spec (5.1.5)

Appoint quality manager (5.1.5)

/Formal agreement on SAB work
practices.

Agree training policy for staff
members

'/ Agree & document equipment,
accommodation & environment
of schemes (4.3)

| |+ Document procedure for determining
assigned values

] Document details of statistical
design

@ 4.4 Design of Proficiency Testing
Schemes

"~ Document requirements for
homogeneity & stability &
procedures for testing

|\ | ¥ Document procedures for

\N ¢ EreErll nofgroﬁciencxlestltem /

\ |/ Document detailed plan for schemes

$Management Requirements _

@@5.1 Organisation

@ 5.4 Review of requests, tenders &
~ _ contracts

Formal agreements on
communication processes

*Policy on review of requests, tenders.
& contracts

|~ Formaiise relationship with skmL ||

@ @ 5.5 Subcontracting Services v

@W 5.6 Purchasing Services & Supplies
@@ 5.7 Service to the Customer
@@ 5.8 Complaints
@@ 5.11 Corrective Action

|9 5.12 Preventative Action
!

 Policy

@ W 5.14 Internal Audits

Formalise relationship with CSCQ
Produce and maintain formal
register of sub-contractors with all
required information

Policy on purchasing services &
supplies

/ Customer survey policy

Complaints policy
Policy on corrective action

Policy on preventative action

Agree Schedule

Training of personnel

Introduce document control
(Q-Pulse) (5.3 & 5.13.1.1)

3 Document Control

Quality policy

| ./ uaiity Manual ]

/implement formal management
system

/ Document policy on packagin
labelling & distribution of proficiency
test items

/Document policy on handling &
storage of proficiency test items

@ §5.2 Management System

4.6 Operation of Proficiency Testing
Schemes

Prepare template for instructions for
participants & implement for all
schemes

Workflow for each type of scheme
showing which roles are responsible
for each process (4.2.4)

+/Document policy on compari
results obtained by different
methods (4.5)

Document policy on data analysis &
t:

@ 4.7 Data Analysis & Evaluation of evaluation of results

Proficiency Testing Scheme Results

| +Formalise audit trail for data entry
(5.13.2.2)

Non-conforming activities policy
(5.9)

Policy on use of reports by
individuals & organisations

Ensure all reports include all

4.8 Reports required information

Set timescale for availability of
reports & ensure this is met

/Policy on retention/storage of
correspondence (4.9.4)

@9 4.10 Confidentiality Retention px;lizcy for technical

records (5.13.2)

Agree data protection/ confidentiality
policy (4.10 & 5.13.1.3)

Document procedure for appeals

- X /Document eligibility requirements
| ©@W4.9 Communication with Participants for each scheme

Produce detailed information for
each scheme

Key

Policy on reviewing Management
_system (5.15)

Review effectiveness of
management system (5.10)

Agreed

In progress

ERNDIM: Path to accreditation '
[ERNDIM |
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ISO/IEC 17043 specifies the
standards to be met for all
aspects of a proficiency testing
scheme and the management of
the proficiency testing provider

Management requirements were
prioritised but now working on
the Technical Requirements

Aiming to submit initial
application in early 2020

www.erndim.org
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Progress so far:

e Document control system

¢ Management system

e Policies and procedures in progress

e Formal Internal audit calendar =
e Formal agreements with sub-contractors in progress

e All qualitative schemes: centralised sample dispatch and online results

submission .......
Qualitative
DPT | Urine MPS | CDG | Organic Acids | Acylcarnitines
Centralised sample dispatch v 4 4 v v
Online results submission v v v v v
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Staff:  Sara Gardner (Executive Administrator, full time)
Jenny Barrett (Scientific Administrator, full time)

Kate Straznikiewicz (Administration Assistant, 0.5 x full time) — joined ERNDIM February 2019

Responsible for administration EQA schemes & SSIEM Academy
Central to the day to day running of ERNDIM
Preparation of ISO accreditation

In 2017, SSIEM agreed to fund a full time Scientific Administrator (deputy to Sara) for 3.5
years. Jenny Barrett was recruited in August 2017 and has made a significant impact on
the activities of the Office

e Longterm aims is for ERNDIM to sustainably fund this post for the future

SSIEM also agreed to support the software development costs which have allowed all
schemes to move to on-line results submission

Thank you SSIEM!



ERNDIM: impact of BREXIT | ERI\IDIM

QUALITY ASSURANCE IN LABORATORY TESTING FOR [EM

Risks Associated with Brexit

* Increased costs, impact of exchange rates e.g. on shipping/cost of schemes
for UK labs.

e Changes to customs/permits for UK labs

e Changes to VAT regulations so that VAT must be added to invoices for EU
labs
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April 2019, Winterthur (near
YAV rich)’ Switzerland Origin of 2019 Academy trainees

e Course heavily oversubscribed . N. America S. America
(82 lab & 47 clinical applications from Ag|§;§4' (2, 1.6%) (2, 1.6%)
45 countries)

Oceania
e Accepted applications from 44 clinicians and (10, 7.8%)

36 laboratory scientists from 32 countries. ,
Asia (13,

e Topics: mitochondrial diseases, glycogen 10.1%)
storage diseases, neurotransmitters and
congenital disorders of glycosylation.

e The programme was a mix of joint and
separate clinical/laboratory lectures and

workshops.

Europe (98,
76.0%)

www.erndim.org
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SSIEM Academy 2020
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215t & 22" April 2020, Amsterdam,
The Netherlands

Topics:
Aminoacidopathies, Hyperammonaemia and Urea Cycle Defects

Event information can be found on the ERNDIM and SSIEM Events pages:
https://erndim.org/home/news.asp and

http://www.ssiem.org/events/events.asp

Course applications will open later in September 2019 & will close on in late
October 2019!

www.erndim.org


https://erndim.org/home/news.asp
https://erndim.org/home/news.asp
http://www.ssiem.org/events/events.asp
http://www.ssiem.org/events/events.asp
http://www.ssiem.org/ssiemacademy/
http://www.ssiem.org/ssiemacademy/

ERNDIM: other activities N ERN D'NM\,MLA

QUALITY ASSURANCE IN LABORATORY TESTING FOR [EM

Materials for internal QC
e New batches of AA, OA, PuPy, AC, SA produced separate from EQA materials

Reference standard
e Organic acids (supplied by dr Herman ten Brink)

Educational panels
e Oligosaccharide kit (supplied by MCA laboratory)

Work in progress

e Support sample exchange between labs in case EQA is not available
(guidelines, sample preparation?)

e Biochemical Test directory: MetabERN-Orphanet-ERNDIM

www.erndim.org
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Thank You!



