www.ksa.or.kr

Textile
Environmental
Medical

39 =

ﬂ'l'l'l_

TC 276

K TR 23asuaara
KOREA TESTING & RESEARCH INSTITUTE






A

100

1HO

TC 276

o0

il

o
IH
<Hl

jol
M0
a0

=
<

ELQERI O] rererrssrernssssesssssssssnsse

1.

jild
oK

L

jo0
LHO
ol
<

=)
jild

A
=

o Z5t)

II.

4L

100
H0
ol
<
oK
0

. #BSst)=s 20k =20 HE8t

0
ey
LHO
]
ol
KH

o
Jild
!

ol
E[0)
g0

==
<

ol
1l
110
il

=
m

Ak,

~J
R

K4

TC/SC 9

=3

o0
18]
=)
0

7
i]d
J

j0l

m

ial0
0.
Tl
KH
gl
(@]
I

{0 i

B ol

R3O0

_j'c_
: H
B TC/SC =R Ol U =2

0[0

KH

I

o
IH
<Hl

jol
M0
a0

=
<

R
KA

1. COSD

(HO
ol

3. COSD

(@)
N

4. 20234 COSD HIet = JtHZ=




L.

- QIFE Plof 2N L=
= MERAH|Q| 11 Hio| ME TIMQAZ TISISH

d2/4Ags0 018

HEAE

[T 1] WSXle| ojn|

_d

TCSEEM




|oHA] BHYE|ALL S AIE AHEHCZ,

0 ME2 MSXI22 X1 £0| I0HE ZXfohs 200] 0fl O 20f o
ST FS ST A7 HS 40| 2 SXS IHRICE
0 7| HEXOI WSIRI0| B2 U £ XIRIOIN YEEUCHT, M2 YSKIS SAIKIQI XIRI0IA LZ
£+ 21001 01 HOJK| pr DI, 2 AEel A E8I01 0SS) B2 U2 Tl
247 (0f) &2 2 P2 80| 7| FH|2 HO{Of BiLt
M2 WX
MES Meljx2

7|E MENXIA
& @%,,
OI= i/ Exl| =gt

HAE Ao Zx

BE 3 #F iple| 3=

(22 2] WERizie| S5
0 MSRIAIS 7|9oR MR Ei 1S0| K= 199 7152 S0P RS MeBsr e £ 12
AIR510] RIB = AIRITOR 7 EMOI0| BB 0] Sh17 (XIS BE5I0! MEWIARI MES A1)
22 TRBH= Aro|Ct
o MSHO| 7|51} HEES HR5/0] 0120| Z1ZET, ZH0)H-FIct X|R0) LRE SRET MHIA S
(st 7RIS MBS AtiO|C,
O MSAT| S U YH7|S BROR 21M7|9 QIR RIS I 4 QU s Arjo|ct
0 T35} IS0 DI U =ABH, B2 U O|LiX| 2H| (HSOE Xi47kset RS HB5HD ARt
Ot 2 01 OHRIO| kA7 [ 2241 UL
St=olsteIA AT



9| A

QI

<

ch. HE(HHID)

S0P 2EEH.

O Ef M HE| NEE EF /10t 721 |52] 27 H 019 HE 0| et =51H

O SEZ0H| Wef 4=29f, 4=2]

o S&=20k=

t7| =

0| 7Ks5

F

S
=]

o
S

Ve

O HIO|RHI =2 K9] & £, SEZ0F| L

oF
0

ol

al

—

[E 1] MS(HI0|)1

ok
30

ujo

nq

K tlo

) o

OF 4

] )

< o

i RO

= | iof

K ulo —

Kl =

K Ho o

Br <%0

& )

- I Q@

oo omi m

= TR0

od ul < Ey

o lr o T g

= ™ N T x5 ulo

=M - S o =

=0 0 _“__._._._ = ) =

2 oW 2 2 4

X = il o o <d

o M gl £ g KO

ook 5w A

L - )

_.i _“_:n_w_ |_“_.E._ o Q_o =]

= =0 il K _._.n.__ oK

oy 0 R

I I R =S =9

of KR T m

o oo K W & X

o & ® M K g

o < 0k X T T
of

5T @ HO e

of o T om0 S &0

o oz W K©

20 20 Ho W

.l

<0
ol

<4

9

It SE(HHIR)

t

S/t

121%

=
[

OF M[2f R&D

0 10~'19

7
Klo

o

H, HIV,



0 2020 SU $F L2902 202 217 |s BR=(01=) U] 7 [&+E2 77.9%, 7I&2A= 3. 1822
G|,

O dF-2%= Z0F 21Vl S IE & 20/ 7122 2[17|E BER=0| =22 @/IEHRACH, 1 &
- HE AP t37/1s'2 Ol=d EU7E S5 21V |s BR=C=2 G7HEAC

O - -EA%=z FOMA eh=9) VIgra 052 ‘4 22 B/ UCH A1 $&2 U[=22 H/tk|
UL
O 22 =M B, O|=7|E, YIS ZE0 Wet 27 B0 ARl 214 +-2=0] =T A2, 0[0]

Mot Y=AtEe 228 ZHO B2l YEX ZHO| UYL 8 H|0|E o gt SQ=7t 0|1
UL

O HSAHE2 7|ZAL} MYURIHA ARHO 2N BS 4= UD(AUSE), HARKOISAN7t AHe =1t
2 HE0| A B2 & UES AL £=Q01| S JHEE| 12 00 Mefet =i, =2, B, H7 |0

=
= HEEsbE giH0| QS

0 HZ N 0|E HIZOR BHOISTIE TRI02 YSRIR) 7 SRR KEQ s BE TR0 Y2}
242 B MR I Fo AHE MSKIRT} 7 1Z0) BRI XINSS BRAD TRt 58X02 T2

o 20| =t



1. Al

0
o
|')-
1]
(0]1]]
02t

o |:||‘0|2*,_|'(,):,‘| Aljé,f% 201 7L’.j (NN 7,1490—1 7,200'3“0.:']01“1 ﬁ%ﬂ- 21.78% Jé-)l)él-%% EOHZH 2021 L’.j 25X
7,67521 5,6002 FICE SITHFHOM, 202110j= FACHH| 31.27%, 62 1,3872) 4,900212 57 I3IRCH

O HIO| QAR U ToHf= 20204 72 1,47121 3, 200240114 202114 9 1,38421 6,1002 402 T
CHH| 27.86% B7(3HOLL, HIO|QAHA0| ChEt DS HIS2 2020 36.41%0A 2021 35.46%=
0.95%p ZtABIRLE

- 2Z2 920204 10X 5119 7,600 HI0IA 2021 11X 8,508 4,6002H O 2 FMLALHH| 17.99%
S7BHOL L, HIO| LA THSH OHE IS 202051 51.21%01A 20211 46.03% 5.18%p 2UABIRCH

— 2012 2020 27 4,304 9,9002HI0A 20211 4% 7,69221 4,9009HAO 2 FHEALHH| 96.23%
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o - : 20214 1
dpnbd NEFe
T0,6A0.807 (100.0%) 25,767,556 (100.0%)
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Hedes 4,769,249
(18.51%)
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(29 : 412)

20174 2018 20194 2020 20214
= LH Hoql 4,977,316 5,368,455 6,117,161 7,147,132 9,138,461
FEA 5,168,353 5,238,209 6,541,391 10,051,176 11,859,846
TN 1,569,303 1,728,167 2,066,481 2,430,499 4,769,249
A 11,714,972 12,334,831 14,725,033 19,628,807 25,767,556
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0 20213 HIO| QAKX 20 AJAMO22 HI0|QR2|2KIOX 9,0432 8,6002H)0| 38.44%2 E|CHO|H,
HIO|R2|2717|(5% 3,372 9,0002H) 20.71%, HIO|QAIZ(4Z 2,991 4,5002H2) 16.68%, HIO|
Q3I5H 0| X|(3ZE 404 5,0002H) 11.8%, HIO|RQAH|A(2E 5,86321 6,6002+2)) 10.04%, HIO|L
A 2 7|71(4,1919 3,6002H) 1.63%, HIO|2XF2I(1,1159 4,3002 ) 0.43%, HIO|2&H(692
4,1002H) 0.27% =92 LIENITY.
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HHO| 2 &HE, 111,543, HEO| 2 MH| A, 2,586,366,
0.43% 10.04%

HRO| 2| % 717,
419,136, 1.63%

Blo| 22| 27|7],

5,337,290, 20.71%

HH0] 2 219}, 9,904,386,
38.44%

Hto| 2 &, 69,241,
0.27%

HEO| R 4 &, 4,209,145,
16.68% Hio] 2 Fh=t.0f|L x|,

3,040,450, 11.80%
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QEFZ(10.49%), HIOIQAIE(7.91%) 2O LIEITE VI Hl0|QRIRIS HITiT 10.95% ZABIALH

0 20174 CHH| 20214 A% S F2= HI0| 22|50 | 57 5952 4, 9002+ S712 Z|CHO|OH, 50|22
7171(4% 5,279% 8,300+ Z71), HIO|QMH|A(1 X 7,6162 8,0002H Z71), HIO| 23}t Of|LHX|(1
73,6272 1,2002t2d =71), HIO|QAIZ(12R 1,289 7,9002H S71), HIO|QEH| 2! 717((2,547Y
6,100 371), HI0|28+4(227% 8,500 B7t) &=C= LIEIGIT. BHH, HIO| @AM 20174 TiH|
65682 6,5007FH ZASHAILY.
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HIO| A 177,408 202,968 152,381 141,008 111,543
HIO|2AH|A 524,686 1,032,657 1,225,264 1,808,291 2,586,366
A 11,714,972 12,334,831 14,725,033 19,628,807 25,767,556
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O 22 HI0|RARO| ARITFTE 20211 5 8372 Z{0IA HBT 7.7%2 M504 20274 9,113
|2 718 FMao|ch

O A MMES FZLN9 HSOZ 6.2%0M 7.7%= O HWatE o2 KIS EICt.
O HIO| QAR 20FHZ 2021H 7| HAH 017+ 3,606 E2l(62% MRZ 7HE 2 AIRS &4t QL.

O A= F2LH0 FC= HEY A=, ZHFY, Ml SO AIZ0| 2FYETA 20274 5,836
(ST SHE 8.4%)2 40| UL,

0 11 CISOZ XiZAiAL Tl =0 1 33701 E2{(23% RS), AIEA 53791 H2i(9%), HH XY U 51
2369 22i(4%), 7|EF 122 H2i(2%) =0 LIEHILCH.

0 20214 7|7 HIO| QA 2RE ARSIRIS X(GE2 AR, 20|7}2,7729 Z2i(47% M2 71
2 AR S50k 100, 11 FI2 R 1,5039] H2{(26%XK), OFAIOI-EAEYS 1,25001 Z21(22%)

=02 LIEtHTY.
H 4] Hio|41] 20 S2H APESE - 20214
=0f FA(2A$) HRE(%)

Healthcare (1A#|04) 3,606 62

Crop Production and Agriculture (ZiE4AH 2 =) 1,337 23
Industrial Processing (+1274) 537

Natural Resources & Environment (HAX & 2H) 236 4

Others (7|EDH 122

A 5,837 100
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WG 2

contributes guidance on
Analytical needs for WG 3

- Biospecimen types for WG 4

- Biospecimen metadata
description formats for WG 5

1SO/TC 276 Biotechnology

WG1
contributes guidance on
terms and definitions for

all wés e

Terminology

WG 2

Biobanks and
Bioresources

WG3
contributes guidance on:

- Validation of samples for fitness

for purpose for WG 2

- Reference materials for WG 2

- Application of analytical
methods for WG 4

- Raw data formats as input for
further processing and
integration for WG 5

- References to standard
materials and methods defined
externally

Organizations controlling
standard materials
(e.g.. REMCO)

Analytical

Methods and
Integration

Pmcrs%mg

WG4

contributes guidance on:

- Validation of sample
processing for WG 2

- Identification of attributes
that control processes for
WG3

- Data formats of different

process steps for WG S

WG5S

contributes guidance on:

- Interfacing of material and
specimen descriptions for
WG 2

- Interfacing of different data
formats and types for WG 3
and WG 4

- References to external
community standards for
data, models and metadata

Community Standardization
initiatives (e.g., COMBINE,
GSC, FGED, Psl, Msl, RDA)
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[Z 5] ISO/TC 276 WG Z4H|L

= Title Convenor
WGT Terminology Michael Kahnert
WG2 Biobanks and bioresources Dr. Georges Dagher
WG3 Analytical methods Dr. Sheng Lin Gibson
WG4 Bioprocessing Dr. Hiroki Nakae
WGH Data processing and integration Martin Golebiewski
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[ 8] ISO/TC 276 MPg BE 3374 (231 108 7IE

HEEHS oEY STAGE ICS
ISO/TR Biotechnology — Data publication — Preliminary considerations
3985:2021 and concepts 60.60 | 07.080
ISO . . . 07.080
5058-1:2021 Biotechnology — Genome editing — Part 1 : Vocabulary 60.60 01.040.07
15O Biotechnology — Genome editing — Part 1 : Vocabulary — 07.080
5058-1:2021/ Amendmen’?:/ ’ . K 60.60 01 0.40 07
Amd 1:2022 T
ISO/TS Biotechnology — Predictive computational models in personalized
_ medicine research — Part 1 : Constructing, verifying and 90.92 = 07.080
9491-1:2023 o
validating models
ISO 20387:2018 B_|otechr10|ogy — Biobanking — General requirements for 9020 | 07.080
biobanking
ISO/TS Biotechnology — Biobanking — Requirements for animal biological
20388:2021 | material 60.60 | 07.080
ISO Biotechnology — Cell counting — Part 1 : General guidance on cell
20391-1:2018 | counting methods 9092 | 07.080
ISO Biotechnology — Cell counting — Part 2 : Experimental design 60.60 | 07.080
20391-2:2019 | and statistical analysis to quantify counting method performance ' '
Biotechnology — Requirements for evaluating the performance of
ISO 20395:2019 | quantification methods for nucleic acid target sequences —gPCR | 60.60 | 07.080
and dPCR
ISO Biotechnology — Massively parallel sequencing — Part 1 : Nucleic
20397-1:2022 | acid and library preparation 60.60 | 07.080
ISO Biotechnology — Massively parallel sequencing — Part 2 : Quality
20397-2:2021 | evaluation of sequencing data 60.60 | 07.080
SO 20399:2022 Biotechnology — Anqllary materials present during the production 60.60  07.080
of cellular therapeutic products and gene therapy products
SO 20404:2023 Blot.echnology —'Bloprocess[ng — General reqwrgments for the 60.60  07.080
design of packaging to contain cells for therapeutic use
SO Biotechnology — Nucleic acid synthesis — Part 1 : Requirements
20688-1:2020 fo.r the prodL_Jct|on and quality control of synthesized 60.60 | 07.080
oligonucleotides
SO 20691:2022 B|ote(_:hr_10|ogy — R.eqwr.ements for data formatting and 60.60 | 07.080
description in the life sciences
Biotechnology — Biobanking — Process and quality requirements
ISO 21709:2020 | for establishment, maintenance and characterization of 90.93 | 07.080
mammalian cell lines
ISO Biotechnology — Biobanking — Process and quality requirements
21709:2020/Am | for establishment, maintenance and characterization of 60.60 | 07.080
d 1:2021 mammalian cell lines — Amendment 1




HEEHS oBEY STAGE ICS
SO 21710:2020 Blotelzchﬁolo.gy - Spgmﬁcahon on data management and 60.60  07.080
publication in microbial resource centers
Biotechnology — Biobanking — General requirements for the
ISO 21899:2020 | validation and verification of processing methods for biological 60.60 | 07.080
material in biobanks
SO 21973:2020 B|otechno|ogy — General requirements for transportation of cells 6060  07.080
for therapeutic use
ISO/TR Biotechnology — Biobanking — Implementation guide for ISO
22758:2020 20387 60.60 | 07.080
ISO/TS Biotechnology — Biobanking — Requirements for human 60.60  07.080
22859:2022 | mesenchymal stromal cells derived from umbilical cord tissue ' '
Biotechnology — Analytical methods — General requirements and
ISO 23033:2021 | considerations for the testing and characterization of cellular 60.60 | 07.080
therapeutic products
ISO/TS Biotechnology — Biobanking — Requirements for the biobanking 60.60  07.080
23105:2021 | of plant biological material for research and development ' '
ISO/TS Biotechnology — Provenance information model for biological
93494-1:2003 matgnal and data — Part 1 : Design concepts and general 60.60 | 07.080
requirements
ISO/TS Biotechnology — General requirements and considerations for cell
23511:2023 | line authentication 9092 | 07.080
ISO/TS Biotechnology — Bioprocessing — General requirements and
: considerations for equipment systems used in the manufacturing | 60.60 | 07.080
23565:2021 :
of cells for therapeutic use
ISO Biotechnology — Biobanking of microorganisms — Part
24088-1:2022 |1 : Bacteria and archaea 60.60 | 07.080
Biotechnology — Analytical methods — Risk—-based approach for
ISO 24190:2023 | method selection and validation for rapid microbial detection in 60.60 | 07.080
bioprocesses
Biotechnology — Massively parallel DNA sequencing — General
9 452%/_ ;823 requirements for data processing of shotgun metagenomic 60.60 | 07.080
' sequences
SO 24421:2023 Biotechnology - Minimum rngrements for thlcgl signal 60.60 07.080
measurements in photometric methods for biological samples
SO 24603:2022 B|otechno|qu — Biobanking — Requirements for human and 60.60 07.080
mouse pluripotent stem cells
SO 24651:2022 Biotechnology — Biobanking — Requirements for human 60.60 07.080

mesenchymal stromal cells derived from bone marrow

_M

TCSEEM



[ 9] ISO/TC 276 7Y =21 BE 187 (234 108 7IE

BEHS HEY STAGE ICS
ISO/AWI TR | Biotechnology — Inventory of methods for detection of
S S . 10.99
4752 microbiological contamination in mammalian cell culture
ISO/DIS Bptechnology — Data interoperability for stem cell data — Part 40.00 | 07.020
8472-1 1 : Framework
ISO/CD Biotechnology — Data interoperability for stem cell data — Part 30.00
8472-2 2 : Key characteristics of stem cell data '
Biotechnology — General considerations and requirements for
ISO/CD 8934 cell viability analytical methods — Part 1 : Mammalian cells 30.00
Biotechnology — Predictive computational models in
ISO/AWI . . . )
personalized medicine research — Part 1 : Constructing, 10.99
9491-1 . i
verifying and validating models
2%894\/_[1) Biotechnology — Gene delivery systems — Part 1 : Vocabulary 20.20
ISO/WD Biotechnology — Gene delivery systems — Part 2 : Guide for 20.20
16921-2 methods for the qualification of viral vectors '
ISO/DIS 18162 B|otechno|ogy.— B|obank|ng.— Requirements for human neural 4000 | 07.080
stem cells derived from pluripotent stem cells
1|S8C2)(/)S|_S1' Biotechnology — Biobanking of parasites — Part 1 : Helminths 40.20 | 07.080
Biotechnology — Biobanking — Requirements for human natural
ISO/WD 20012 killer cells derived from pluripotent stem cells 20.60
ISO/WD 20070 B|oteghno|ogy — 3|obahk|ng — Requw_emgnts_ for sample 20.60
containers for storing biological materials in biobanks
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