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health, public health surveillance or ensuring
high levels of quality and safety of healthcare and
of medicinal products or medical devices;

EHDS®D%IR AT FERR
CHAPTER IV Secondary [1. Data holders shall make the following 1. T=2HRILE—E, ZAEDBREIZH > T, RDIEHE
use of electronic health |categories of electronic data available for DEFT—2E_REAICHTILDET B:
1) =RHMAIC |data secondary use in accordance with the provisions of|(f) EFE#IE. VT RRABHE, FEHOTI4
i &h 55— |SECTION 1 GENERAL |this Chapter: U ANLR - BEEECEAANEBOETFRET— 4
Sty O |CONDITIONS WITH  |(f) person generated electronic health data,
E &P HID |REGARD TO THE including medical devices, wellness applications or
ntT SECONDARY USE OF other digital health applications;
ELECTRONIC HEALTH
DATA
(k)electronic health data from medical devices (k) EEEBCEER  EEMBOZHENSHEON
and from registries for medicinal products and PEFRET—4H;
medical devices;
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Article 34 1. Health data access bodies shall only provide 1LRBET—2 77 AHEE, BEENERT H0E
Purposes for which access to electronic health data referred to in DEMMNEFLTLRIGEEICRY . E33EKICRTEF
electronic health data [Article 33 wEHRe the intended purpose of BET—A~NOTIVRERBETEE0DET S:
can be processed for  |processing pursued by the applicant complies (a) EBEEBA-BEICHIT IERLEREL,LDF
secondary use with: E., ARBEDEAXISKENRBERL UICEE
2)ZRFAED (a)activities for reasons of public interest in the |RXIFEFEROKERVREEOEROLS L. &
BREELE area of public and occupational health, such as  |REERVBEBEDAFICE T HAROFFED-H
b} protection against serious cross-border threats to DE;

(f)development and innovation activities for
products or services contributing to public health
or social security, or ensuring high levels of
quality and safety of health care, of medicinal
products or of medical devices;

O AROBEXFHEIFEICET HHRERBFIY—E
A, EREARXIERBBZOBKENRERUVRED
HERO-HDRARERVEHED;

(g)training, testing and evaluating of

algorithms, including in medical devices, Al
systems and digital health applications,
contributing to the public health or social security,
or ensuring high levels of quality and safety of
health care, of medicinal products or of medical
devices;
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R TTYr—2 3 FELTILTY LD, &
BRRUHE., ARBFEXIHERE~DOEMR. EESR
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R;

Article 35

Prohibited secondary
use of electronic health
data

Seeking access to and processing electronic health
data obtained via a data permit issued pursuant
to Article 46 for the following purposes shall be
prohibited:

(c)advertising or marketing activities towards
health professionals, organisations in health or
natural persons;

ROBMDF=OIZEI6FITH > TRITSN-T— 25
AZENLTAFENEBFRET —2~D7I£R
RUMREZEILYT 5:

(0 ERMREEE. EHREHA. BRANRT SERED
OI—=T T4 VT EE;

<MedTech EuropehMh b HEhTWNEZER>
ZRFAAODEMNAMAEICRESAT . FARPA / RA—2 a3V ERRELTVWSILEEL DD, EERFZVOGIRAETARL
E. REFEARTERT IARZEMO—EICEDHDILICLY., REFHAMIELTIZLL,

E =N
LY,

BEMHORBOY—EROEFRR, BE, EEHECHTIAREEOND LS. ZRAAOKEILEEZRETLTEL

[HFT] MedTech Europe’s position on the proposed European Health Data Space Regulation

22 February 202310 &Y., EHFMERRR

LEIES—ETI M., ‘various key aspects of the regulation remain unclear, such as
essential requirements for interoperability, their link with reimbursement, or the fee structure
for access HHEZERMED-HDWEEH, EELDBEENE. 7V EADE=ODOHEEARREGE, FHE
DERIELGHTEIKAE LTTHATH D) LLENLH ERELTEANIRT—2ZHADOH
RHRROALG ST, BBREAER. RRT YA . EERFE. £EBEER. v—7 7107 TREARE.
MEBEREEF. RAGEETESNISERTAZLEZEELTLADTEHGELMNE NS T EMNHRS
NET, BAEBROERKFERL. BE-EET 2%, BX0FDOEDL S HIHEAOFEICFH
FRATAIENTELDON. MEEZRIVENHSC LEEHEINI-ALNTT,

J— 5 J—
E#EEIESE 311 5

Jilll



2023 £ 9 AIZERM T —2 ANF D REDCANERFIBENETA, SRIMERIARERLER
BRISVHLLWT—2 FYJUDEROY—ERZRET S ENTESOHDREREKFEN—DEL
THFSNTEY ., BEAMGHERLSIEHRETALTOELVERVET,

SHROREREREREZNET. ERNTEFNRBQYRINLGLNEY | EROMERLEED
AEICETHEMTHNIE. —EDOMIZikEL-ERFROFERL. BUATHE. BIRHE. &%
FICHEBHICEDLARAMEIC, BELTRE(EAToNELZ, LOLLEGN G, BADIETE
Z5E BERTRYEONEZT—E2EBHTEU T4 ITHIDOTT L. ERRBEDOTHERED
BrRrod. DREHROF=ZFRMEICEAL T, K. FRICREGHENASNTET LIz, £i=.
RRDNYAN—RBERZT-FREEZRBESTEILELT, T4/ NV—ICHT HEROEHIBE
[CRIELTLESIVRIEEZAONFET, 5lEhe. BERO—A—-AIZ. BAPRENEDSTL
EREMEN - BEMICRTONDEIITHEEH, T FROEFHEL, BIE - ERHESRHE
RICEALBIERT 2 Z2EVICRBMI S EDEERZTEICHBAL., +9MFL. EELT
LoOREAHYFEY, EERELTHE. BAK. ZR. Klik. B, ZFRFEAKEEEL T,
BAGHT, BEROBERT—4FERA~OEMFRRES. ERT 2 EROBRICH. ®RAZELL
TWEEVERNET,

OHB(URL (X 2023 % 5 A 8 A )

1) EESBFOMEHREICETI2-ONDERNIEREFERICAT 2 FB(TER_TAEZZE=T/N
=)
https://elaws.e-gov.go.jp/document?lawid=429AC0000000028

2) REMRHP % 211 BIEXEESE 385
https://lwww.shugiin.go.jp/internet/itdb_rchome.nsf/html/rchome/Kanren/naikakuBF347EEQ
610453EA492589890065AFAE. htm

3) R - EEMIRHERS 3@ XEREEEBEIRHT—FLT - TIL—T
BERS —EREBEERICBITAIRELHEF—
https://www.kantei.go.jp/ip/singi/kenkouiryou/data_rikatsuyou/jisedai iryokiban wg/dai3/gij
isidai.html

4) European Health Data Space
Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on the European Health Data Space, COM/2022/197 final
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0197

5) The EU General Data Protection Regulation
Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the processing of personal data and on the
free movement of such data, and repealing Directive 95/46/EC (General Data Protection
Regulation) (Text with EEA relevance)
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32016R0679

6) The European Data Governance Act
Regulation (EU) 2022/868 of the European Parliament and of the Council of 30 May 2022 on
European data governance and amending Regulation (EU) 2018/1724 (Data Governance Act)
(Text with EEA relevance)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32022R0868&qid=16826537
61557

7) The Data Act
Proposal for a REGULATION OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
on harmonised rules on fair access to and use of data (Data Act)
https://eur-lex.europa.eu/legal-content/ EN/TXT/?uri=CELEX%3A52022PC0068

E#EEIESE 311 5

o


https://elaws.e-gov.go.jp/document?lawid=429AC0000000028
https://www.shugiin.go.jp/internet/itdb_rchome.nsf/html/rchome/Kanren/naikakuBF347EE0610453EA492589890065AFAE.htm
https://www.shugiin.go.jp/internet/itdb_rchome.nsf/html/rchome/Kanren/naikakuBF347EE0610453EA492589890065AFAE.htm
https://www.kantei.go.jp/jp/singi/kenkouiryou/data_rikatsuyou/jisedai_iryokiban_wg/dai3/gijisidai.html
https://www.kantei.go.jp/jp/singi/kenkouiryou/data_rikatsuyou/jisedai_iryokiban_wg/dai3/gijisidai.html
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0197
https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32016R0679
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32022R0868&qid=1682653761557
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A32022R0868&qid=1682653761557
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A52022PC0068

8) {R%£1t(pseudonymisation)
GDPR Article 4 Definitions (5)
https://gdpr-info.eu/art-4-gdpr/

9) E%1t(anonymization)
GDPR  Recital 26 Not Applicable to Anonymous Data

https://gdpr-info.eu/recitals/no-26/
KEEHE : BRFBIC(E. anonymization & LNVD FHEDEE TIE% <. Anonymous Data [TDULNTD

SETI N, SEFEHRE L TEH,

10) NEARF 9| EE - Mg - BREEXNKRT—F 20 - JIL—TF(20224% 9 A 22 A)
https://www8.cao.go.jp/kisei-kaikaku/kisei/meeting/wg/2201 03medical/220922/medical09 age
nda.html

11) MedTech Europe’s position on the proposed European Health Data Space Regulation
https://www.medtecheurope.org/resource-library/medtech-europes-position-on-the-proposed-eu

ropean-health-data-space-regulation/

)

(EEBRBERAETMER FE EET

ERREREREFEF,r>OsM5¢ YW @FMDA MDPRO
Twitter CEBMEF/EXICHAET 51— R ZBREP.ERELY TR T74+0—-TEFET,

% 311

o

EH A



https://gdpr-info.eu/art-4-gdpr/
https://gdpr-info.eu/recitals/no-26/
https://www8.cao.go.jp/kisei-kaikaku/kisei/meeting/wg/2201_03medical/220922/medical09_agenda.html
https://www8.cao.go.jp/kisei-kaikaku/kisei/meeting/wg/2201_03medical/220922/medical09_agenda.html
https://www.medtecheurope.org/resource-library/medtech-europes-position-on-the-proposed-european-health-data-space-regulation/
https://www.medtecheurope.org/resource-library/medtech-europes-position-on-the-proposed-european-health-data-space-regulation/
https://twitter.com/jfmda_mdpro

