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-authority to decide if a linkage can be
performed, evaluating the argurhents for it and
deciding if it is considered in the public interest,

_ and not the least setting up rules for data

release and processing safeguards the
individual data. '

The final dérog'ation-which will eventually turn -
out to be very important for health registries is
the limitation of the data subjects right to

| -access when processing is solely for scientific
purposes, or it p'roves‘impossible, or entails a
disproportionate effort. In the future, with the
development and dissemination of computer
technology, it may turn out to be possible for
individuals to have access to a log-file on use
of p‘.e.rsonal information, with finks to project

descriptions etc. But it remains to be

demonstrated that there is an interest for this in .

addition to the supervisory authoriﬁes. As the
modern communication technology — internet
etc. spreads, the fear for misuse seems to

diminish and the trust in the safeguards in the

systems to incréasé. Heipful in this réspect is -

also the fact that nobody has been able to

demonstrate misuse of the confi dentlal medlcal '

~ data entrusted to authorities and by authorities

" to researchers.

In conclusion on the Directive it tumed out to
be important to include in the national
legislation | '

- definition of epidemiological and public health
" research as of important public interest.

- - To make long- term storage of data possible
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- To check the need of the right of access to
data by the data subject (scientific research,
~ disproportionate effort, and impossible.

An example of the latter is the n'ghts ofa

subject who is dead.

Conclusion

K' The situation in most European countries is
bearable from the paint of view of cancer
‘regis'tration and epidemiology the exceptioh
still being Germany with its national Ieglslatlon
and the Netherlands on access to death

- certificates. The successful counteracting of |

-the original draft Directive was a joint effort
mobiiised from the European research
community. This included individuals doing" .
lobbying as well as prestigious organisatiohs
like the Medical Research Council in the UK,
IARC, EORTC etc. In Denmark we approached
the minister of justice responsible for the

~ Directive, with descriptions for fay persons on
what the consequences would be for our future
heaith — had the directive been in place, based

. on studies performed.at our institute. This feed

" back tumed out to be very important, and the
examples given were translated to be used in

the:negotiations on the amended Directive. We |

showed in our examples a possible lack of

~~ knowledge of radiation effects, exposures in_

the environment with both high and low risk,
and thus with need or no need for regulatidn.
Also was demonstrated the excessive cost and
pqssibie biased results if large population
based studies had to be based on informed
consent and unknown response rates. The
bottom line being - no good data —~ no good
results to show.
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Appendix 1

Article 6
1. Member States shall provide that personal data
must be: (a) processed fairly and lawfully; (b)
collected for specified, explicit and legitimate
purposes and not further processed in a way
incompatible with those purposes. Further processing
of data for historical, statistical or scientific purposes-
shall not be considered as incompatible provided that
Member States provide. appropnate safeguards (©)
- adequate, relevant and not excessive in relation to the

purposes for which they are collected and/or further

processed; (d) accurate and, where necessary, kept up
to date; every reasonable step must be taken to ensure
that data which are inaccurate or incomplete, having

"regard to the purposes for which they were collected .

_or for which they are further processed, are erased or
" rectified; () kept in a form which permits
identification of data subjects for no longer than i is
necessary for the purposes for which the data were
collected or for which they are further processed.
_ ‘Member States shall lay down appropriate safeguards
for personal data stored for longer periods for
historical, statistical or scientific use. _‘
2. It shall be for the controller to ensure that paragraph
. 1 is complied with.

Artcle 7
Member States shall provide that personal data may
be processed only if: (a) the data subject has.
- unambiguously given his consent; or (b) processing is
necessary for the performance of a contract to which
the data subject is party or in order to take steps at the
request of the data subject prior to entering into a
contract; or (¢) processing is necessary for comph'ance
with 2 legal phligation.to _whirh_the controller 18
subject; or (d) processing is necessary in order to
protect the vital interests of the-data subject; or (e)
processing is necessary for the performance of a task
carried out in the public interest or in the exercise of
official authority :
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- vested in the controller or in a third party to whom the
data are disclosed; or (f} processing is necessary for

* the purposes of the legitimate interests pursued by the
controller or by the third party or parties to whom the
data are disclosed, except where such interests are -
overridden by the interests for fundamental rights and
freedoms of the data subject which require protection -
under Article 1 (1). :

A.rucle g8
'The processing of special categories of data _
1. Member States shall prohibit the processing of
personal data revealing racial or ethnic origin, |
- political opiions, religious or philosophical beliefs,
trade-union membership, and the processing of data
concerning health or sex life. .
2. Paragraph 1 shall not apply where: (a) the data
subject has given his explicit consent to the processing
of those data, except where the laws of the Member
State provide that the prohibition referred to in
"paragraph 1 may not be lifted by the data subject’s
giving his consent; or (b) processing is necessary for
the purposes of carrying out the obligations and
specific rights of the controller in the field of
~ employment law in so far as it is authorized by .
‘national law providing for adequate safeguards; or {(c)
processing is necessary to protect the vital interests of
the data subject or of another person where the data
subject is physicaily or legally incapable of giving his
consent; or (d) processing is carried out in the course
of its legitimate activities with appropriate guarantees
by a fourdation, association or any other non-profit-
seeking body with 2 political, philosophical, religious
or trade-union aim and on condition that the
processing relates solely to the members of the body

"' .7 or to persons who'have regular-contact with itin. - -~

ERLETHIEE,

connection with its purposes and that the data are not .
disclosed to a third party without the consent of the

. data subjects; or (e) the processing relates to data

which are manifestly made public by the data subject
or is necessary for the establishment, exercise or
defence of legal claims
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3. Paragraph 1 shall not apply where processing of the
data is required for the purposes of preventwe '
‘medicine, medical diagnosis, the provision of care or
treatment or the management of health-care services,
and where those data are processed by a health
professional subject under national law or rules
established by national competent bodies to the

- obligation of professional secrecy or by another
person also subject to.an eqmva.lent obligation of

~ secrecy.

4. Subject to the provlsmn of suitable safegua.rds
Member States may, for reasons of substantial public
.. interest, lay down exemptions in addmon to those 1a1d
down in

paragraph 2 either by national law or by decmon of

~ the supervisory-authority.

5. Processing of data relating to offences, cmmnal
‘conmvictions or security measures may. be carried out
only under the control of official authority, or if .
suitable specific safeguards are provided under
national law, subject to derogations which may be
granted by the Member State under national
provisions providing suitable specific safeguards.
However, a complete register of criminal convictions
may be kept only under the control of official
authority. Member States may provide that data
relating to administrative sanctions or judgements in
civil cases shall also be processed under the control of
official authority.

6. Derogations from paragraph 1 prowdecl for in

_ paragraphs 4 and 5 shall be notified to the’
Commission. :
7. Member States shall determine the conditions under
which 2 national identification oumber or any other
identifier of general application may be processed.

Articie 10 S

Information in cases of collection of data ﬁom the
data subject

Member States shall provide that the contro]ler or lns
representative must provide a data subject from whom
data relating to himself are collected with at least the
following information, except where he already
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has it: (a) the identity of the controller and of his
representative, if any; (b) the purposes of the
processing for which the data are intended; (c) any
further information such as - the recipients or

- categories of recipients of the data, - whether replies
to the questions are obligatory or voluntary, as well as
' the possible consequences of failure to reply, - the
existence of the right of access to and the right to
rectify the ddta concerning him ‘in so far as such
further information is necessary, baving regard to the
specific circumstances in which the data are collected,
to guarantee fair processing in respect of the data
subject,

Article 11 .

Information where the data have not been obtained

from the data subject

1. Where the data have not been obtained from the '
data subject, Member States shall provide that the
controller or his representative must at the time of
undertaking the recording of personal dataorifa -
disclosure to a third party is envisaged, no later than
the time when the data are first disclosed provide the
data subject with at least the following information,
_except where he already has it: (a) the identity of the
controller and of his representative, if any; (b) the
purposes of the processing; (c) any further information
such as - the categories of data concerned, - the
recipients or categories of recipients, - the existence of

“the right of access to and the right to rectify the data
concerning him in o far as such further informaticn is
necessary, having regard to the specific circumstances
-in which the data are processed, to guarantee fair
processing in respect of the data subject.

.2. Paragraph 1 shall not apply where, in particular for

* processing for statistical purposes or for the purposes -

of historical or scientific research, the provision of
._such information proves impossible or would involve
a disproportionate effort or if recording or disclosure
is expressly laid down by law. In these cases Member
". States shall provide appropriate safeguards.
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Article 12

Right of access

Member States shall guarantee every data subject the
right to obtain from the controller: (a) without
constraint at reasonable intervals and without
excessive delay or expense: - confirmation as to

_ whether or not data relating to him are bemng
processed and {nformation at least as to the purposes
of the processing, the categories of data concerned,
and the recipients or categories of recipients to whom
the data are disclosed, -communication to im in an
intelligible form of the data undergoing processing
and of any available information as to their source, -
knowledge. of the logic involved in any automatic
processing of data conceming him at least in'the case
", of the automated decisions referred to in Article 15

" (1); (b) as appropriate the rectification, erasure or

blocking of data the processing of which does not

comply with the provisions of this Directive, in
particular because of the incomplete or-inaccurate
nature of the data; (¢) notification to third parties to
whom the data have been disclosed of any
rectification, erasure or blocking carried out I’
compliance with (b), unless this proves impossible or
involves a disproportionate effort.

Article 14
The data subject’s right to object.
Member States shall grant the data subject the nght

(a) at least m the cases referred to in Article 7 (¢) and -

(£), to object at any time on compelling legitimate

. grounds relating to his particular situation to the
processing of data relating to him, save where
otherwise provided by national legislation. Where
there is a justified objection, the processing instigated

* by the controller may no longer involve those data; (b)

to "bj°c t, oo request and free of charge, to the

processing of personal data relating to hirn which the
controller anticipates being processed for the purposes’

of direct marketing, or to be informed before personal
data are disclosed for the first time to third parties or
used on their behalf for the purposes of direct
marketing, and to be expressly offered '
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the right to object free of charge to such disclosures or
- uses. Member States shall take the necessary measures
to ensure that data subjects are aware of the existence

_ of the right referred to in the first subparagraph of (b).

Article 15

Autornated individual dec1szons ‘

1. Member States shall grant the right to every person
not to be subject to a decision which preduces legal

effects concerning him or significantly affects him and

which is based solely on automated processing of data
intended to evaluate certain personal aspects relating
to him, such as his performance at work, -
creditworthiness, reliability, conduct, etc.

2. Subject to the other Articles of this Directive,
Member States shall provide that a person may be
subjected to a decision of the kind referred to in

" paragraph 1 if that decision: (a) is taken in the course
of the entering into or performance of a contract,
provided the request for the entering into or the

' performance of the contract, lodged by the data
subject, has been satisfied or that there are suitable

measures to safeguard hus legitimate interests, such as .
" arrangements allowing him to put his point of view; or

(b) is authorized by a law which also lays down -
measures to safeguard the data subject's legitimate
interests.
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| £TOERERY— R (National Health Service) (ST NHS) #IE T 0ERELEE (health care
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ol ERPRDARE (National Cancer Registry) i3, ﬂﬂiﬁﬁﬁu’*ﬁ‘?’ FORE - BEET
5. BMEHE (confidentiality) DMRDLDIC, ERFREABRECHESARRIL, 75 RS
3% (Data Protection Act 1998) L BAF —5 LBIKDSEADRBLEOL S RF—FDEHER
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| Ra, EF, BESS, # NES B2, BN, BESORSESRY, thboT-SHER

HUE 2 A B G HERPREABRRKICEE S5,

BE# (confidentiality), 7—% @fﬁﬁ’:ﬁ <‘: BALBE
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#n#&%ﬁﬁﬁﬁmﬁﬁﬁﬁF*ﬁﬁﬁﬁﬁbfz—FTE@&HHBh&&%ﬁ),%9?“J;

N5 EICL T, NHSCR ICEM SN 3 REAH S+ 3 REICMET S - & AMHT 2881,
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REOCEREEE, FEHROEE, H»IVRECEIXOBE XY mEE) BIORETHE
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5T b NSHCR 07— # 2 FIBT 5 ELHRLEEL TV 2,



m-3.
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BExT —F IZBEAT—# (personal data) THY, F—FRBETIE, BAF—FIL T£ETND
BACETAF—FTHY, TOBEAREOT—F PHEEENS b D) (Section 1, Pat )&
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B LTI BT AEENOARBBAT—F] LEHESN TS (Section 2, Part 1), F—

FRBETH, W%ﬁiﬁuﬁk¥—5®m§:ﬁbf%%#tﬂ?%%ifh&%@k?%«"
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-(Dlrecnve 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the
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EA LA CF— s EEARESAS L5 BRAT, RESND LI, MABRREL
NI RN E SRTHWS, —F, L (¢ T, MAEE, ExH, itk HIVERE

HRIEOTBIBAT— SR LV EAMRESNS X R, REBARERETSHOL EhTW
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EU 841, Article 71280V T, MBEERMBAF - BLBENTHIVHEERETI LKL
T3, (a) T}, F—FZERASCABEEXIBEELTOS, HIVE, © TR, =~
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EORDD, HEVE2RY R R—F—RF—FARERSNINRTHIE I FCELONLE
RBETET SO0, REOHTICL > THRFLESBEFFTON TS, |

@) ﬁ&kﬁ?ér~&®&w | _ . o
Aticle 8 0 Paragraph 1 T3, MAEH, AE, R, BOAEARY EYAT, RECHAECH
TEF—FONEETE L ERET 5L 5ICLTNS, LirL, Paragraph 3i28WT, F—%
DRERTHEY, BE, BFECERORE, HIVREREEY—CREACEHOEDICY
BT, £, tho0F S BSMAEOCEAE, »5 MR EOTRHERLE S EENOHHE
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£, [ Article 8 © Paragraph 4 TIZ, iﬁﬁ]&ﬁ%ﬁ%@%ﬁi?‘é@?bh#ﬁ ﬂﬂﬁ@ﬂ EER
f‘ﬁﬁﬁ@ﬂﬂa@f' ¥z, Paragraph 1 ﬁxﬁ%éné_%A&ﬁEfé LS & LT3,

4) F— 5£¢#6m$éht#o#7 F DS

Artlcle 11 @Paragraph 1T, F— B85 — 5’3#73*61&%5&7‘;#0 feBEE, 2 be—F—
PEOREAL, EAF—FORER, H5VEE 3 FCETOTERH BB EMICHRS
NBURND, F—F TP R< & BAED BHOT— 4 ERASOMSRERELRTRIERD
RVWTI LR, MAERRETILICR-oTW S, LEL, BICRHEDCER, HI0E, ER,
REFREHONLDOLBICENT, FREESTTRTS 6% @gﬂ)’zﬁﬁué%k Eha
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HE
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- $%{%) Michel Coleman %i@ué’éﬁ?ﬁbiﬁ'
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