
FIRM List of Products with Certification of Suitability for Ancillary Material 

As of June 1, 2025

-This list is published by the FIRM Supporting Industries Committee based on requests from companies. It does not comprehensively cover all products that have obtained certification.

-If you have any questions about this list, please contact us from the Contact Us page.

Contact Us

(Alphabetical order of company names. Company names are listed together if the company that 

Culture Media  obtained the certification is different from the one that provided the product)

FIRM Member Product Certificate Acquiring 

Company Page Day (yyyy/mm/dd)

1 StemFit For Mesenchymal Stem Cell Culture medium for stem cell AJINOMOTO CO., INC. Regular Member Link 2021/08/19

2 HFDM-1(+)
Serum-Free medium for human

fibroblast
Cell Science and Technology Institute Inc. (CSTI) Regular Member Link 2018/11/13

3 CiMS-sAF

Animal-free Suuplement for CiMS-

BM (Serum-Free Medium for

Human Mesenchymal Stem Cells

(hMSC))

Cell Science and Technology Institute Inc. (CSTI) Regular Member Link 2019/2/6

4 iMediam™ for T
Serum-free medium for T cell

culture

FUJIFILM Wako Pure Chemical Corporation

(Certificate acquiring company: GC LYMPHOTEC)
Regular Member Link 2018/1/10

5 PRIME-XV MSC XSFM MDF1 
Mesenchymal stem cell expansion

medium
FUJIFILM Wako Pure Chemical Corporation Regular Member Link 2020/2/7

6 KBM VEC-1 Basal Medium
Vascular endothelial cell culture

medium
Kohjin Bio Co., Ltd. Regular Member Link 2017/03/01

7 KBM VEC-1 Supplement
Vascular endothelial cell culture

medium
Kohjin Bio Co., Ltd. Regular Member Link 2017/3/1

8 KBM 501
Culture medium for human

lymphocyte activation
Kohjin Bio Co., Ltd. Regular Member Link 2019/6/21

9 KBM ADSC-4
Serum-free medium for adipose-

derived stem cells (Xeno-free)
Kohjin Bio Co., Ltd. Regular Member Link 2020/3/12

10 KBM 502
Culture medium for human

lymphocyte expansion
Kohjin Bio Co., Ltd. Regular Member Link 2022/10/21

11 KBM Neural Stem Cell
Serum-free medium for Neural

stem cells
Kohjin Bio Co., Ltd. Regular Member Link 2023/2/7

12 KBM ADSC-5

Serum-free medium for adipose-

derived stem cells (Animal Origin

Free)

Kohjin Bio Co., Ltd. Regular Member Link 2023/5/26

13 KBM 591
Serum-free Medium for Peripheral

blood lymphocytes
Kohjin Bio Co., Ltd. Regular Member Link 2024/12/24

14 Kyokuto DMEM (High Glucose) Medium Basal medium for cell culture Kyokuto Pharmaceutical Industrial Co., Ltd. Regular Member Link 2021/1/21

15 Kyokuto Ham's F-12 Medium Basal medium for cell culture Kyokuto Pharmaceutical Industrial Co., Ltd. Regular Member Link 2021/1/21

16 Gibco™ CTS™ OpTmizer™ T Cell Expansion SFM Kit Serum Free Medium for T-Cell Life Technologies Japan Ltd. Regular Member Link 2019/4/15

17 Gibco™ CTS™ AIM V™ SFM
Serum Free Medium for immune

cells
Life Technologies Japan Ltd. Regular Member Link 2020/2/28

18 Gibco™ CTS™ Opti-MEM™ I Medium Culture medium for transfection Life Technologies Japan Ltd. Regular Member Link 2020/9/28

19 Gibco™ CTS™ PSC Cryopreservation Kit PSC Cryomedium and supplement Life Technologies Japan Ltd. Regular Member Link 2021/1/14

20 Gibco™ CTS™ Synth-a-Freeze™ Medium Cryomedium Life Technologies Japan Ltd. Regular Member Link 2021/1/14

21 Gibco™ CTS™ LV-MAX™ Production Medium
Serum Free Medium for viral

production
Life Technologies Japan Ltd. Regular Member Link 2021/7/20

22 Gibco™ CTS™ OpTmizer™ Pro SFM, bottle format Serum Free Medium for T-Cell Life Technologies Japan Ltd. Regular Member Link 2021/11/26

23 R:STEM Medium for hMSC High Growth AOF medium for MSC culture ROHTO Pharmaceutical Co.,Ltd. Regular Member Link 2023/08/29

24
ExCellerate™ iPSC Expansion Medium, Animal-Free,

GMP
Medium

R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2024/7/3

25 MSF-BM
Basal medium for the culture of

mesenchymal stem cells
Shimadzu Diagnostics Corporation Regular Member Link 2022/3/15

26 DCO-K

Medium for the culture of

hematopoietic cells (mononuclear

cells, dendritic cells, etc.)

Shimadzu Diagnostics Corporation Regular Member Link 2022/3/15

Product Name Product Description Product Provider Company Name No.

https://firm.or.jp/en/contact/
https://www.ajitrade.com/stemfit/products/msc/
https://www.cstimedia.com/products/document/hfdm-1.pdf
https://www.cstimedia.com/products/document/pamphlet_cims.pdf
https://labchem-wako.fujifilm.com/us/category/01575.html
https://labchem-wako.fujifilm.com/jp/category/01184.html
https://kohjin-bio.jp/product/kbm-vec-1-basal-medium/
https://kohjin-bio.jp/product/kbm-vec-1-supplement/
https://kohjin-bio.jp/product/kbm-501-culture-medium-for-human-lymphocyte-activation-2/
https://kohjin-bio.jp/product/kbm-adsc-4%EF%BC%88serum-free-medium%EF%BC%89-2/
https://kohjin-bio.jp/product/kbm-502-culture-medium-for-human-lymphocyte-expansion-2/
https://kohjin-bio.jp/product/kbm-neural-stem-cell-3/
https://kohjin-bio.jp/product/kbm-adsc-5-2/
https://kohjin-bio.jp/product/kbm591serum-free-medium-for-peripheral-blood-lymphocytes-2/
https://www.kyokutoseiyaku.co.jp/files/Eng_Leaf_Basal-medium-2501_01_out.pdf
https://www.kyokutoseiyaku.co.jp/files/Eng_Leaf_Basal-medium-2501_01_out.pdf
https://www.thermofisher.com/order/catalog/product/A1048501?SID=srch-hj-A1048501#/A1048501?SID=srch-hj-A1048501
https://www.thermofisher.com/order/catalog/product/0870112BK?SID=srch-srp-0870112BK#/0870112BK?SID=srch-srp-0870112BK
https://www.thermofisher.com/order/catalog/product/A4124801?SID=srch-hj-A4124801#/A4124801?SID=srch-hj-A4124801
https://www.thermofisher.com/order/catalog/product/A4239301?SID=srch-hj-A4239301#/A4239301?SID=srch-hj-A4239301
https://www.thermofisher.com/order/catalog/product/A1371301?SID=srch-hj-A1371301#/A1371301?SID=srch-hj-A1371301
https://www.thermofisher.com/order/catalog/product/A4124001?SID=srch-hj-A4124001#/A4124001?SID=srch-hj-A4124001
https://www.thermofisher.com/order/catalog/product/A4966101
https://www.rohto.co.jp/company/business/regenerativemedicine/aof/rstem/rstem_en/
https://www.bio-techne.com/p/cell-culture/excellerate-ipsc-expansion-medium-animal-free-gmp_ccm036-gmp
https://cell-culture.biz.sdc.shimadzu.co.jp/medium/original/
https://cell-culture.biz.sdc.shimadzu.co.jp/medium/original/


Reagents for Culture

No. Product Name Product Description Product Provider Company Name FIRM Member Product Certificate Acquiring 

Company Page Day (yyyy/mm/dd)

1 Recombinant Human Activin A Growth factors AJINOMOTO CO., INC. Regular Member Link 2018/10/17

2 Recombinant Human SCF Growth factors AJINOMOTO CO., INC. Regular Member Link 2021/11/30

3 Recombinant Human KGF (FGF-7) Growth factors AJINOMOTO CO., INC. Regular Member Link 2022/3/15

4 Recombinant Human VEGF 165 Growth factors AJINOMOTO CO., INC. Regular Member Link 2023/11/29

5 Recombinant Human BMP-4 Growth factors AJINOMOTO CO., INC. Regular Member Link 2024/8/19

6 Artificial serum Animal-free

Serum substitute (Animal-free

Supplement for serum-free culture

media)

Cell Science and Technology Institute Inc. (CSTI) Regular Member Link 2019/2/6

7 iStock™
Serum-free cell freezing-

preservation solution

FUJIFILM Wako Pure Chemical Corporation

（Certificate acquiring company: GC LYMPHOTEC）
Regular Member Link 2018/1/31

8 nLiven PRTM human Platelet Lysate Ikeda Scientific Co.,ltd. / BioLife Solutions Inc. Non-Member Link 2020/6/4

9 KM BankerⅡ Cell Cryopreservation Solution Kohjin Bio Co., Ltd. Regular Member Link 2023/4/24

10 KM BankerⅢ
Cell cryopreservation Solution

(DMSO free)
Kohjin Bio Co., Ltd. Regular Member Link 2025/3/31

11 Cellular cryoprotectant CP-1 High Grade Cellular cryoprotectant Kyokuto Pharmaceutical Industrial Co., Ltd. Regular Member Link 2019/3/29

12
Gibco™ B-27™ Supplement (50X) minus insulin, gamma

irradiated
Supplement Life Technologies Japan Ltd. Regular Member Link 2019/3/8

13
Gibco™ B-27™ Supplement (50X) minus vitamin A,

gamma irradiated
Supplement Life Technologies Japan Ltd. Regular Member Link 2019/3/8

14 Gibco™ B-27™ Supplement (50X), gamma irradiated Supplement Life Technologies Japan Ltd. Regular Member Link 2019/3/8

15 Gibco™ CTS™ Immune Cell SR
Serum replacement for immune

cells
Life Technologies Japan Ltd. Regular Member Link 2019/7/4

16 Gibco™ CTS™ KnockOut™ SR XenoFree Medium
Serum replacement for immune

cells
Life Technologies Japan Ltd. Regular Member Link 2019/7/4

17 Gibco™ CTS™ N-2 Supplement Supplement Life Technologies Japan Ltd. Regular Member Link 2019/9/6

18 Gibco™ CTS™ TrypLE™ Select Enzyme Cell dissociation reagent Life Technologies Japan Ltd. Regular Member Link 2020/3/2

19 Gibco™ CTS™ LV-MAX™ Transfection Kit
Transfection reagent for viral

production
Life Technologies Japan Ltd. Regular Member Link 2021/11/26

20 Gibco™ CTS™ GlutaMAX™-I Supplement Supplement Life Technologies Japan Ltd. Regular Member Link 2021/11/26

21 Gibco™ CTS™ Versene™ Solution Cell dissociation reagent Life Technologies Japan Ltd. Regular Member Link 2021/11/26

22 Gibco™ CTS™ DPBS, calcium, magnesium Wash buffer Life Technologies Japan Ltd. Regular Member Link 2021/11/26

23
Gibco™ CTS™ DPBS (1X), without calcium chloride,

without magnesium chloride
Wash buffer Life Technologies Japan Ltd. Regular Member Link 2021/11/26

24 iMatrix-221MG（Laminin221-E8 fragments ） Substrate for cell culture MATRIXOME, Inc. Regular Member Link 2020/10/13

25
Recombinant Human/Mouse/Rat Activin A GMP Protein,

CF
Growth factor

R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2022/11/29

26 Recombinant Human TGF-beta 1 GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2023/3/2

27 Recombinant Human IL-7 GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2023/3/8

28 Recombinant Human IL-15 GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2023/4/28

29 Recombinant Human IL-2 GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2023/7/25

30 Recombinant Human VEGF 165 GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2023/11/9

31 Recombinant Human SCF GMP Protein, CF Growth factor
R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2024/1/15

32
Recombinant Human FGF basic/FGF2/bFGF GMP Protein,

CF
Growth factor

R&D Systems, Inc.（Certificate acquiring company:

ProteinSimple Japan K.K.）
Non-Member Link 2024/9/24

End

PMDA has provided the following notes regarding the handling of the Certification of Suitability for Ancillary Material.

＜NOTES＞

Explanation of the  Standards for Biological Raw Materials for human- and animal-derived materials

● Clinical trial initiation stage (at consultation meeting or at Clinical Trial Notification Submission)

- Only URL citations from the list published by FIRM (see link above) are not acceptable.

- A copy of the certification should be submitted as part of the consultation documents.

- In addition, materials such as those related to virus inactivation/removal or other documents evaluating conformity to the Standards for Biological Raw Materials should be obtained by the

supplier in order to proceed with development. Please note that the certification is not intended to eliminate the need for the exchange of such information between suppliers and

sponsors/investigators.

● Marketing Authorization Application Stage

- Only URL citations from the list published by FIRM (see link above) are not acceptable.

- In addition, only a copy of the confirmation document is not acceptable. Ancillary materials such as those related to virus inactivation/removal or other documents evaluating  conformity to the

Standards for Biological Raw Materials must be obtained from the supplier and submitted as attached document.

https://www.ajitrade.com/stemfit/products/growthfactor/
https://www.ajitrade.com/stemfit/products/growthfactor/
https://www.ajitrade.com/stemfit/products/growthfactor/
https://www.ajitrade.com/stemfit/products/growthfactor/
https://www.ajitrade.com/stemfit/products/growthfactor/
https://www.cstimedia.com/products/document/pamphlet_artificial_serum.pdf
https://labchem-wako.fujifilm.com/us/category/03030.html
https://www.biolifesolutions.com/cell-processing/performance/nliven-pr/
https://kohjin-bio.jp/product/km-bankerii-cryopreservatives/
https://kohjin-bio.jp/product/km-banker-ⅲ-2/
https://www.kyokutoseiyaku.co.jp/files/Eng_Leaf_CP-1-High-Grade_Leaf_2025.3-02_out.pdf
https://www.thermofisher.com/order/catalog/product/A46746SA?SID=srch-hj-A46746SA#/A46746SA?SID=srch-hj-A46746SA
https://www.thermofisher.com/order/catalog/product/A46744SA?SID=srch-hj-A46744SA#/A46744SA?SID=srch-hj-A46744SA
https://www.thermofisher.com/order/catalog/product/A46741SA?SID=srch-hj-A46741SA#/A46741SA?SID=srch-hj-A46741SA
https://www.thermofisher.com/order/catalog/product/A2596101?SID=srch-hj-A2596101#/A2596101?SID=srch-hj-A2596101
https://www.thermofisher.com/order/catalog/product/12618012?SID=srch-srp-12618012#/12618012?SID=srch-srp-12618012
https://www.thermofisher.com/order/catalog/product/A1370701?SID=srch-hj-A1370701#/A1370701?SID=srch-hj-A1370701
https://www.thermofisher.com/order/catalog/product/A1285901?SID=srch-hj-A1285901#/A1285901?SID=srch-hj-A1285901
https://www.thermofisher.com/order/catalog/product/A4132601
https://www.thermofisher.com/order/catalog/product/A1286001
https://www.thermofisher.com/order/catalog/product/A4239101
https://www.thermofisher.com/order/catalog/product/A1285801
https://www.thermofisher.com/order/catalog/product/A1285601
https://matrixome.co.jp/en/imatrix221mg
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-mouse-rat-activin-a-gmp-protein-cf_338-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-tgf-beta-1-gmp-protein-cf_240-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-il-7-gmp-protein-cf_bt-007-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-il-15-gmp-protein-cf_bt-015-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-il-2-gmp-protein-cf_bt-002-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-vegf-165-gmp-protein-cf_bt-vegf-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-scf-gmp-protein-cf_bt-scf-gmp
https://www.bio-techne.com/p/proteins-enzymes/recombinant-human-fgf-basic-fgf2-bfgf-gmp-protein-cf_bt-fgfb-gmp

