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3.1.2 standard

document, established by consensus and
approved by a recognized body, that
provides, for common and repeated use,
rules, guidelines or characteristics for
activities or their results, aimed at the
achievement of the optimum degree of
order in a given context

ISO/IEC Directives Part 2
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TMB (Technical Management Board)

(https://www.iso.org/structure.html)
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First CD (Committee draft)
z Building expert consensus =

or 1SO/PAS (Publicly
Available Specification)

DIS or ISO/TS (Technical

5 Specification)
3 Consensus building within
= TC/SC 3
S 1S0/TR (Technical Report)
= for non-normative
l documents

Final text for processing

Enquiry on DIS as FDIS (Final Draft

DIS: E S RIE =R

(Draft International Standard) TRteTatianA S fARd Ard)
Formal vote on FDIS Final text of International
(proof check by secretariat) Standard
Publication of 150 International

> Standard

International Standards
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International workshop
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United Kingdom (BSI)

Germany (DIN)
el (D)

Observing Members (13)

India (BIS)

Japan (JISC) %
Korea, Republic of (k
Belgium (NBN) .
Ireland (NSAI)
Australia (SA)

China (SAC)

Canada (SCCQC)
Finland (SFS)

Israel (SII)

Sweden (SIS)

Sri Lanka (SLSI)
Switzerland (SNV)
Nigeria (SON)
Singapore (SPRING SG) — ) . _ o
Tanzania, United Republic of (TBS) (https://www.iso.org/committee/4514241.html?view=participation)
Thailand (TISI) 2017/8/1 N A4I v/ iHi4&<s HIEH 8

Italy (UNI)

! vl_,-% (M ¢ )
Netherlands (NEN)
Poland (PKN)
‘ Norway (SN)
Spain (UNE)

Czech Republic (UNM

20175 7H 2887 »




ISO/TC 276 Scope (EFZEFH )

« Standardization in the field of biotechnology processes that
includes the following topics:

— Terms and definitions;

— biobanks and bioresources;

— analytical methods;

— bioprocessing;

— data processing including annotation, analysis, validation,
comparability and integration;

— metrology.

« |ISO/TC 276 Biotechnology will work closely with related committees in order to identify
standardization needs and gaps, and collaborate with other organisations to avoid
duplications and overlapping standardization activities.

« The committee will not pursue subjects within the scope of other TCs including but not
limited to ISO/TC 212 and ISO/TC 34/SC 16.

(https://www.iso.org/committee/4514241.html)
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ISO/TC 276/WG 1 — Terminology

ISO/TC 276/WG 2 — Biobanks and
bioresources

ISO/TC 276/WG 3 — Analytical methods
ISO/TC 276/WG 4 — Bioprocessing

ISO/TC 276/WG 5 — Data processing and
iIntegration

(https://www.iso.org/committee/4514241.html)
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ISO/DTR 20386 Inventory of biotechnology-related terms

ISO/DIS 20387 Biotechnology -- Biobanking -- General requirements for
biobanking

ISO/AWI 21899 Biotechnology -- Biobanking -- General requirements for the
validation and verification of processing methods in biobanks

ISO/NP TR 22758 Biotechnology -- Biobanking -- Implementation guide for ISO
20387

ISO/DIS 20391-1 Biotechnology -- Cell counting -- Part 1: General guidance on
cell counting methods

ISO/WD 20391-2 Biotechnology -- Cell Counting -- Part 2: Experimental design
and statistical analysis to quantify counting method performance

ISO/AWI 20395-1 Biotechnology -- Guidelines for evaluating the performance of
targeted nucleic acid quantification methods -- Part 1: gPCR and dPCR

2017E7H 28 H IET:E (https://www.iso.org/committee/4514241/x/catalogue/p/0/u/1/w/0/d/0)
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ISO/AWI 20397-2 Biotechnology -- General requirements for massive parallel
sequencing -- Part 2: Methods to evaluate the quality of sequencing data

ISO/WD 20688-1 Biotechnology -- Nucleic acid synthesis -- Part 1: General
definitions and requirements for the production and quality control of synthesized
oligonucleotides

ISO/AWI TS 20399-1 Raw materials control for bioprocessing -- Part 1. General
definitions and requirements for quality control

ISO/AWI TS 20399-2 Raw materials control for bioprocessing -- Part 2: Best
practice guide for supplies

ISO/AWI TS 20399-3 Raw materials control for bioprocessing -- Part 3: Best
practice guide for developers

ISO/AWI 21973 Biotechnology -- General requirements to establish specification
of cell transportation

ISO/AWI 21710 Biotechnology -- Data management and publication in microbial
biological resource centers

2017E7H 28 H IET:E (https://www.iso.org/committee/4514241/x/catalogue/p/0/u/1/w/0/d/0)
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