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I Building data-driven and personalised health care in Estonia 2016 €239 NFl

Research
is clinical practice
is research
is ...

But what does it take to deliver?

Every encounter
creates data
creates (potential) value
for knowledge generation

It takes ...

«lot of information from various sources
« powerful information systems to process the data

- smart people to find the meaning from noise or
random (though sometimes beautiful) patterns

and ...

Every individual (patient) is
a potential research subject

« ... alot of trust (from data subjects)

B ERETE. 9 CCCnEDIRERT —YOFFEANEHL TWLWS. 107 BEYEOERIE(CLiz> T, JE, kB, rAS5T
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4. [smartpeople] OFEH23 ALICROZHREEDEZ O NE T, LA L., Zofk:
WA ZEH»T-01CiE, 7 — % FER (data subjects) D HEED SIRVEHEBLETY,
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2. EHDS (European Health Data Space) #&78

I EHDS (European Health Data Space) ###8 €39 \FI
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m EHDS Proposal
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I Priority categories of personal electronic health data for primary use m ‘ NFI

ANNEX I

MAIN CHARACTERISTICS OF ELECTRONIC HEALTH DATA CATEGORIES
Main characteristics of electronic health data included under the category

B Article 5

Priority categories of personal electronic
health data for primary use

Electronic health data that includes important clinical facts related to an identified person and that is
essential for the provision of safe and efficient healthcare to that person. The following information is

1. Where data is processed in electronic pertetapaient it

format, Member States shall implement
access to and exchange of personal
electronic health data for primary use fully
or partially falling under the following
categories:

1. Personal details
' Contact information
. Information on insurance

. Vaccination/prophylayis information, possibly in the form of a vaccination
card

2

3

4. Allergies

5. Medical alerls

6

7. Cuent, resolved, closed or inactive problems

8. Texiual information relaied fo megical history

9. Medical devices and implants

0. Procedures

1. Functional status

2. Cument and relevant past medicines

3. Social history observations related to health

4. Pregnancy history

15. Palient provided data

16. Obsenvation resulls pertaining to the health condition

7. Plan of care.

18. Information on a rare disease such as defails about the impact or
characteristics of the disease

(a) patient summaries EEHE
(b) electronic prescriptions EBFUNAE
(c) electronic dispensations E-FRAHF

(d) medical images and image reports Electronic health data consituting a prescription for a medicinal product as defined in Arficle 3(<) of
ERES - Bkl K— - Erecs 2D
Information on the supply of a medicinal product to a natural person by a pharmacy based on an
R R B electronic prescription.
(e) medical test results, |nclud|ng Iaburatory Electronic health data related to the use of or produced by technologies that are used to view the
. . port h body in order fo 1, d . monitor, or treat medical conditi
and other diagnostic results and related - e oty ofer G provsil Sagnass, montr, erffest meclca condions
reports RERER . Laboralory result Electronic health data representing results of studies performed notably through in vitro ﬁagnfli:‘:d

such as clinical biochemistry, haematology, ransfusion medicine, microbiology, i
others, and i where relevant, ing the ion of the results.

(f) discharge reports BEELK— 7 o 7
I e P e o ey L
COWIMNBEERREDEXD 5 & (EfFL LCHIEI N7 EHDS @ 14 55) ic, &
DIFMEZ LEFEEICR 2 D2 ICOWT, sl INnTwE T, EROLEMNIS oML,
Al oo BRI #H 2

v

CEHINLTET,

| 2 WFIFIEHDAB (RES—4 - 7ot X EEHME)

IOMAFREHR— 19 BIchICHIATEDNILAT —F T h?

x&] Sl COT—IEDAROIOICES T ENTEFETH?
e
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FT—ADRBET SIS —EHRLET,

o i A
% IIIII LRRIIBEEADT 0 A EH A B
BE -2 BET—4
Tt A BEd

-‘%%@’AFFFJ. TS IS — TR EDTEAR

HEE m European |

Commission
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I Minimum categories of electronic data for secondary use  €3® NFl

B Article 33 Minimum categories of electronic data for secondary use
1. Data holders shall make the following categories of electronic data available for secondary use in accordance with the provisions of this
Chapter:
(a) electronic health data from EHRs;
(b) data on factors impacting on health, including socio-economic, environmental and behavioural determinants of health;
(ba) aggregated data on healthcare needs, resources allocated to healthcare, the provision of and access to healthcare, healthcare
expenditure and financing;
(c) pathogen data, impacting on human health;

(d) healthcare-related administrative data, including dispensation, claims and reimbursement data;

(e) human genetic, epigenomic and genomic data;

(ea) other human molecular data such as proteomic transcriptomic, metabolomic, lipidomic and other omic data;

(f) automatically generated personal electronic health data, through medical devices;

(fa) data from wellness;

(g) data on professional status, specialisation and institution of health professionals involved in the treatment of natural person;
(h) population-based health data registries (public health registries);

(i) data from medical registries and mortality registries;

(j) Data from clinical trials, clinical studies and clinical investigations subject to Regulation (EU)536/2014,Regulation, [SOHO],
Regulation(EU)2017/745 and Regulation (EU)2017/246, respectively;

(k) other health data from medical devices;
(ka) data from registries for medicinal products and medical devices;
(1) Data frem research cohorts, questionnaires and surveys related to health, after the first publication of results;

(m) Health data from biobanks and associated databases.

N, “XKAHOZDICRKBTHEINTWE T —Z2_X—XThH, KINEE
AEZED 33 5 e LCHliEX N EHDS @ 51 £%) cH|EIncnEd, (X

o (ba)(ea)7 13 EU RESDRE 2 E 0 LIBEELZH D TT,)

l EHDSDEEi €39 NFI
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