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Biotechnology - Nucleic acid synthesis - Part 2: Requirements for the production and
quality control of synthesized gene fragments, genes, and genomes

Contents Page
FOT@WOTM..........ooooooe e85 \'%
IIMETOAUCTION .........ooooo e85 5 8885 55 s vi
1 SCOPI@ ...k 1
2 Normative references
3 Terms and definitions
4 Requirements for quality Mana@ement . ... 3

4.1 GENETAI TEQUITEIMIEIIES ...t 3

4.2 Control of documents
4.3 Quality management system

4.4  Biorisk management and Safety CONTIOL. ... 5
5 Requirements for resource ManageIMENT ..............ociisiie oo st 5
51 Facilities and environmental CONAITION. ... 5
5.2 Equipment and instruments
5.3 RAW ITIATETTALS ...t
5.4 POISOTIIIEL ..o
6 Biosafety and biosecurity requirements...........
6.1 General. ...
6.2 DNA sequence screening mechanism
7 Requirements for quality control in pProduction ... 7
7.1 GEIIBTAL ..o 7
7.2 Quality control in synthetic gene fragments production ... 7
78725 S €1 1 V) - 1 OSSOSO

7.2.2  Sequence design...

7.2.3 Assembly.........
7.2.4  Purification ...
7.2.5 Product preservation
7.3 Quality control in synthetic gene ProduCtioN ...
7.3 1 GEIIETAL o
7.3.2  Colony SCreening ...
7.3.3 DNA preparation from the host cell.....
7.3.4  Sequence verification...................
7.3.5  Product preservation ...
7.4 Quality control in synthetic genome production...
2% 0 S 7 4 V) - 1 OSSOSO
T2 ASSEIMIDIY ..ot
7.4.3  SeQUENCE VETITICATION ...oooooeeeceeses s
8 Requirements for product QUALTEY ... 10
8.1 Synthetic gene fragments
8.1.1 General......
8.1.2 Yield...
8.1.3 Purity...
814 SIZ R
8.1.5  GENE ClONING ACCUTACY ...oooiooieeiieie e 10

8.2  Synthetic genes
8.2.1 General
B.2.2  YWHELA e



8.2, 3 U Iy e

8214 SEQUEIICE ...cooo e
8.2.5  INEEGTILY oo

8.2.6 Residual impurities analysis........ccne

8.2.7 Supercoiled plasmid ...,

8.2.8  BIODUIEN ..o

8.2.9 Specific quality indicators for synthetic DNA libraries.
8.3 Synthetic genome
8.3.1 General....o
8.3.2  SEQUEIICE ..o

9 Delivered/synthesized material Specifications ... 13
9.1 Main information
9.2 Other information

Annex A (informative) Example equipment and device list and their control requirements............. 14
Annex B (informative) Exemplary quality measurement methods ... 16
Annex C (informative) Electrophoreto@Iam . ... 18
Annex D (informative) SANGEI S@QUEIICIIIG ...............oociiiriieiieeieeeeeeeeoe oot 22
Annex E (informative) Massively parallel SEQUENCING ... 23
Annex F (informative) Additional quality control options for synthetic gene fragments....................... 26

Annex G (informative) Example ranking of the risk posed by DNA products

BIDLIOZIAPIY ...t et



		2026-04-28T22:58:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




