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TEID D EPOHWNIZIE, BT L HEMEDRMNRNEL 725, FIRAMICE > T, ETLHT7—
X EMFIRE NN L T EEBDORIDLEDOR R BN TH 5,
B, KEAEZEALTY A7 25T 5546, —BRICUL FOMRENENIL TN D2,
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1R REER O (8 B kERE T — # O A CTDS (Clinical Trial Data Sharing) (2017 4£ 6 H) : available at
http://www.jpma.or.jp/medicine/shinyaku/tiken/allotment/ctds.html

2 FEIRFRBR OE B ER E T — 2 O H T - T ol O@ b4 2 T (2019 4 7 A 5 No.192)
http://www.jpma.or.jp/about/issue/gratis/newsletter/html/2019/92/92cm-01.html

3CTDS (Clinical Trial Data Sharing) (B3 2 Bl & xfIc O E A (2020 43 H)
http://www.jpma.or.jp/medicine/shinyaku/tiken/allotment/pdf/ctds_points_to_remember.pdf

4 De-identification and Anonymization of Individual Patient Data in Clinical Studies — A Model Approach:
available at http://www.transceleratebiopharmainc.com/wp-content/uploads/2015/04/TransCelerate-De-
identification-and-Anonymization-of-Individual-Patient-Data-in-Clinical-Studies-V2.0.pdf

> PHUSE De-Identification Working Group paper “Providing De-Identification Standards to CDISC Data Models”:
available at https://www.pharmasug.org/proceedings/2015/DS/PharmaSUG-2015-DS10.pdf

6 Institute of Medicine (IOM), “Sharing Clinical Trial Data; MAXIMIZING BENEFITS, MINIMIZING RISK”: available
at http://www.nap.edu/catalog/18998/sharing-clinical-trial-data-maximizing-benefits-minimizing-risk

7 De-identification Guidelines for Structured Data: available at https://www.ipc.on.ca/wp-
content/uploads/2016/08/Deidentification-Guidelines-for-Structured-Data.pdf

& https://www.clinicalstudydatarequest.com/
% https://vivli.org/

10 https://www.projectdatasphere.org/

1 https://www.phrn.org.au/

12 pharmaceutical Users Software Exchange (PhUSE), De-Identification Standard for CDISC SDTM 3.2: available
at https://phuse.s3.eu-central-1.amazonaws.com/Deliverables/Data+Transparency/De-
identification+Standard+for+SDTM+3.2+Version+1.0.xls

B fnzz. 7 — & OIERFE(L 5157 (2017) ¢ available at
http://www.jpma.or.jp/medicine/shinyaku/tiken/symposium/pdf/20171219/20171219_05.pdf
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2018.aspx
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17 https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/clinical-data-
publication/support-industry/external-guidance-implementation-european-medicines-agency-policy-
publication-clinical-data

18 https://www.canada.ca/en/health-canada/services/drug-health-product-review-approval/profile-public-
release-clinical-information-guidance.html

19 pharmaceutical Users Software Exchange (PhUSE), De-identification standards for CDISC SDTM 3.2
Appendix2: available at https://phuse.s3.eu-central-
1.amazonaws.com/Deliverables/Data+Transparency/Data+De-
Identification+Standard+for+SDTM+3.2+%E2%80%93+Appendix+2%3A+Low+Frequencies+Version+1.0.pdf

20 CEO Roundtable on Cancer: available at http://www.ceoroundtableoncancer.org/

AP TR T TA N R L T — A MR O WL Z B R Uo7 — 2 OIERELLNT, 55 16 18] DIA

H A2 (2019)

23



