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« “In 2012, OECD invested ~$59 billion in biomedical

research - ~89% of which may have been wasted T} V WALL STREET JOURNAL

on science that cannot be reproduced. Are we
looking at a $52.5 billion white elephant?” (by GEN)

The Breakdown in
Biomedical Research

« Up to 85% resources are wasted to irreproducible

science. _ _
Contaminated samples, faulty studies
and inadequate training have created
« The rate of retractions increased by a factor of ~1.1 a crisis in laboratories and industry,
between 2001 and 2010 slowing the quest for new treatments
and cures
« Not correlates with journal impact factor , ,
By Richard Harris

Updated April 7, 2017 2:05 p.m. ET

Weida Tong, NCTR, FDA presented in GSRS17
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Biobanking is in the pre-examination processes

The Journal of the International Federation of Clinical Chemistry

icine — causes and strategles

Mario Plebani
Department of Laboratory Medicine, University-Hospital, Padova, Italy

eJIFCC2015Vol26Nolpp007-014

and Laboratory Medicine F : :
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Dla nostic errors and laboratory PRE-PRE-ANALYTICAL  PRE-ANALYTICAL

ERRORS ERRORS

Inappropriate test request
Order entry mistakes
Patient/sample misidentification
Sample collection (hemolysis,

* Labeling (secondary
specimens) errors

Sorting and routing errors

clotting, insufficient volume, etc) * Pour-off errors

Sample collection from infusion * Specimen-processing errors
route (centrifugation, decapping,
Inappropriate container aliquoting, etc.)

Sample handling, storage and
transportation problems
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About 60% of errors occur in pre-examination processes
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BBMRI-ERIC Directory
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" BBMRI-ERIC® Home Background Map of Biobanks Privacy Statement

Manuals

Diagnosis available v‘ ‘ Countries « ‘ ‘ Collection type + ‘ ‘ Categories = ‘ ‘ Material type + ‘ ‘ Collaboration type * | More filters

Search results

Organisations: 642
@£ £
Collection(s): 1961

Subcollection(s), 1492

= AGNES Biobank

View biobank

1 collection available

== Arrhythmia genetics in the Netherlands

More details

= ALLBIO INTERNATIONAL

View biobank

1 collection available

== Ability to collect COVID-19 cases

More details

Council for Industrial use of
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Current collaboration in ISO/TC 276 CIBER
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Quality & Reproducibility Efforts
» Assisting biobanks in applying of existing CEN standards and
compliance self-assessment TC 212/WG 4

m advertising compliance in BEMRI-ERIC Directory
» Contributing to development of new CEN standards — SPIDIA4P

» Contributing to development of new ISO standards for biological
material (ISO TC 276 WG 2)

» Leading development of a common provenance information
standard in ISO TC 276 WG 5 (PWI 23494-1)
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Self-evaluations are used.

Quality & Reproducibility Efforts

get list of
collections

(collectionID)

" Directory 3.1/3.2
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pre-examination processes for snap frozen tissue - Part 1:
Isolated RNA
P
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[Fot further datails, please visi the CEN website,
Biotechnology — Biobanking o sample processing.
General requiry
NTERENA AL no o he colour coding of |
Porreaye - Boad “DadD s e P s - mongee @ | [ crkerionrespectiuly by Bhis that y:
ey ——— — - True and Whelp
— et o i et You 10 Imprcve cartain processes in future.
— g ==
o = Main Contact
R [N —
oo e—— e ———— 0 R v semm
-l s Name of contact parson
£-Mailof contact person
Addrass
e
cry
count
Phone

IT-based SAS —
RedCap® O——

Ms. Andrea Wutte, Head ofQuality Management
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« ISO 20387:2018 Biotechnology -- -
Biobanking -- General requirements
for biobanking. T
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ISO 20387

1 Scope
2 Normative references
3 Terms and definitions

7 Process requirements

7.1 General
7.2 Collection of biological

4 General requirements
4.1 General
4.2 Impartiality
4.3 Confidentiality

5 Structural requirements

6 Resource requirements

6.1 General

6.2 Personnel

6.3 Facilities /dedicated
areas and environme
conditions

6.4 Externally provided
processes, products
services

6.5 Equipment

ntal

and

material and associated dat

7.3 Reception and distribution o
biological material and
associated data

7.4 Transport of biological
material and associated dat

7.5 Traceability of biological
material and associated dat

7.6 Preparation and preservatio
of biological material

| 7.7 Storage of biological
material

7.8 Quality control of biological
material and associated dat

7.9 Validation and verification o
methods

7.10 Management of informatio
and data

INAF NV TR

7.11 Nonconforming output
7.12 Report requirements
7.13 Complaints

5

uality management system

quirements

8.1 Options

8.2 Documented information for
the quality management
system (Option A)

8.3 Control of quality
management system
documents (Option A)

8.4 Control of records (Option A)

8.5 Actions to address risks and
opportunities (Option A)

8.6 Improvement (Option A)

8.7 Corrective action for
nonconforming output
(Option A)

8.8 Internal audits (Option A)

8.9 Quality management reviews
(Option A)
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e TC 212/WG 1
« |ISO/TS 20658:2017 Pre-examination processes
- AT DISO 15189A

e TC 212/ WG 4

ISO 21474-1 Multiplex; Terminology and general requirements
ISO 21474-2 Multiplex; Validation and Verification

ISO 21474-3 Multiplex; Interpretation and reports

ISO 20166-1,2,3,4 FFPE; RNA, protein, DNA, in situ

ISO 20184-1,2,4 frozen: RNA, Protein, DNA

ISO 20186-1,2,3 whole blood; RNA, genomic DNA, ccfDNA
ISO Saliva; DNA
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Fitting for intended purpose

Quality
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