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The intellectual property of medical data:
copyrights to patients’ records
and database rights to biobanks? '
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Roeserrch Cenoe on T and Law (CRIDY, FUNDE Naome
Metnber of the Bar of Brusiels

Linam WILCHES AEMESTO
Remearch Centre om 1T and Law (CRIDY), FUNDEF N

Introduction

Mg owell as accurate informanon oo the panent 15 crucal o prescobe adeguare
treatments, information oo hummans' biology 8 esental o develop efficient health
care. Moowithaianding the indispensable character of this informabon, intellectual
property is increasingly put forward when discussing the conmol, the use o the
transmission of medical data.

[neellecmal property aims ac protecting the production of the human creatvity
and inventiveness, The fundament of such praperry is o reward the ineellecmonl cre-
zrion by grantng monopoliste and exclusive rghes thereon, Intellecoual propercy
rights are wlao st forth as incendves for innovaton. They are cherefore not meant wo
protect what already exses without buman intervention. Accordingly, mere infor-
mation deseribing whar exlss may not be procected by such dghe.

Considering char medical data may be defined a5 sheer informaton on che
human bedy, oné could wonder whethier, ar firse sighe, ineellecnual property has

T Tha presert coneriburion fofows the prszracion "inteflecual property an medicl dam - Chamaeras ang
smuadTy T, made an 10 August 2006 and which was awarded the Bullukian Foundation's Prize for Besc Pres:
encation in the frame af the Young Researchers’ Forum of the 16th Warld Cangresa on Medical Law held ar
Towslawee (France] from 7 unsil 17 Auguss 2006
The presenz conmbuzion does cafy refiect the pericrdl opmicr of the asthoe,

It was last updated in March 2007,
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LA FROTECTION DES DOMNEES MEDICALES THE PROTECTION (F MEDICAL DATA

anything to do with it However, wheress mere information may aot be “appropr-

ated” by way of intellecrual property rights, any form that integrates, or even com-

pile, such information could be. Furthermaore, it s sometimes difficult to trace the

:?rd‘:,hnf berween information and its SELENG UP, or even to separate one from
= OLEEr <.

Two types of medical duts, guthered within two - ilatt
; S : types of compilation formis,
will be addressed: patienss’ records und biobanks. Correspondingly, two intellecrusl
property “5_1:“3 could potendally protect thete information sources: copyrights and
d;ut.:-as: sl geners righ. This explains the division of this cantributicn in Wi
parts.

The fint aim of this coneribution is to analyse the likelihood and posible
extent of these intellectul property protections to medical dses. The secand airm s
to address the consequences of such protectivn, bearing in' mind the diversity of
interests that are ac stake and which generally gives rise to conflicss of rights ar
ethical e,

The outcomes of the research performed with medical data ae on the hurman

Body miy be, on certain conditions protected by 1 : oy
' ¥ patents *. However, thi will
not be tackled in this contribunon, S

I. Copyrights to medical records

The medical record is an esennal souree of information on 3 patient’s henlth staps
Tl_ﬁs record is wherently bound to the patient and to the medical practice, and is
primanily govemned by medical law. The dam gathered in such record qualify alo as
sensiove personal daea pertaining to the patient: it is therefore alia tsually addressed
by legal practitioners from a privacy point of view *,

Even if medical dita relare to pariens and are motsover protected by very sencr dam
protecoon and secrecy rules, this information is nonetheless “creatsd”, sorted,
:m:w. explained and, more generally, processed by professional pracritioners
and medical administrations. Given this processing of the data and the drafring of
repots concerning the health condition of the patients, one could asume that theee

: g::;m&n’td‘mumﬁn#mMMp.M
mhg.u]hwuﬁmuhlnbunmlumlmamof developenents on Elrogesn
ummﬁmwmmum Em of i July !Mmlmmﬁ
Bietechnalogial mventians, 04 X po13-21,
. In misrepq.:u foor example the 'Wariing Documant n T30 of the are. 29 Dara Prosecrian Warking Pamy
o the processing of personad dacy relating t= health in efectranis health records (HERL, 15 February 2007, n*
DO3TIMIFEN, avadable at hqn'mwm,mmapmqmwmmawm_mp&
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THEINTELLITTUAL PROPERTY DF MECSCAL DATA.,

intellectual effrrs should be worth some legal protection. Copynghts are nszally
considered in such cises,

A. Possible existence of copyrights to patients’ records items

From the point of view of an intellectual property lawyer. the panent’s record may
be addrested a8 3 bundle of “works” of different natures, Fimstly, we have the record
itself, namely the written document drafred by the practitioner, which mentions the
evolution of the patient’s health state @ well 23 the preseribed cares. Then, we have
all-the-atrached-files, documents-and/or other recordings-that resule from - different
analyiss or diagnases that the patient has undergone, For example, one could think
of cardiographs or any other “graphs”, X-fays or any other pictures, endoscopies ot
any other visual recondings, lab resuls, and ngenesd, any ather ieemn that illustrates
or describes the pabent’s health condition.

Each one of theie wtems could possibly qualify as a “work”™ and be somehow pro-
tected by exclusive copyrights on cermin conditions (section 1.

Some partcular items may also possibly qualify as “films" {or even "phonograms™)
snd accordingly benefit from neighbouring rights (secton 2},

1.  Traditional copyright protection

Copynght 3 a free and sutomatic protecaon that o granted, without any formalicy,
on literary and ardistc works that are expressed in a cermun form * and are anigingl

fa} A literary and artistic work expressed (n a specific form

Copynght proteces “licerary and atistic works™, This expression is broadly defined
and inclodes *every producoon in the licerary, scientific and artistic domain, whae-
ever the made or form of its expremston may be, such as boaks, pamphlets and ather
writings; lectures, addresses, sermons and other works of the same nature; |...|; cin.
ematographic works to which are asimilited works expressed by a2 process analo-
gous to cdnematography; works of dmwing, painting, [...]; photographic works w
which are asimilated warks expresied by 3 process snalogous to photography; [L..]
illustranons, maps, plans, sketches and three-dimensional works relanve to geogra-
phy, topography, srchitectare of science™ b, This list ks pot exhavstive, and unclas:-
fied warks may also be protected 7,

L A 1 of the Barme Comvention for the Prozecoon of Linerary and Artizic Werks adogeed on 3 Septemiber
1825 ard last reviied oo 28 Seprember 1978 (hereunder reforred 1o ms the Berme Cormvention)

* A2} of che Berns Convencion.

VDL VavE and P, Sesin, Brivcipier of Copympht, Ceneva, WILRLO, |uly 2002, p 6T,
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LA PEDTECTION OE5 DOMNELS MEDNCALES,THE PROTICTION OF MEDICAL DaTA

Ar fArst sight, any of the above-idennfied elemens of padent's records shoold
gualify as one of the different categories of “literary or artistic work™ here above
mentioned such as wnnngs {the patient file or any other wotten work such as notes,
comment, etc.), phowgaphic woeks (eg. Xomys), fllustmtdons {gmphs, cardio-
prams, etc.), and even cinematographic (audiovisual) works (endoscopies for
instance), Furthermare, a5 a lot of professional seceom, the medical field has been
broadly computensed. A medical record s uswally part of an electronic patients
database, or may even be presented a5 small separable database pertaining o a par-
tcutar padent. Such dambase, as any compilation of datz, could slso possibly be pro-

THE INTELLECTUAL PROPERTY OF MEDICAL DATA...

sheer chance, of mere animal activity o of purely automitic processes may not
gualify for copyright protection .

This also has same implicanons as regands cestain specific iems of the padent’s
record, as the use of totally autematic machinery becomes more and more frequent
in medicine. One canmor prerend having created 3 “work"™ when seferring o the
result ohoined by making a padent epter into a machine and by presing 3 button,
However, when the autcome was obined with the real intervention of 2 pracri-
tioner, who made some pemsonal choices as regards the wolisarion of the machine
and the results obtained, it could qualify as a “wock” ander eopyright law.

The embodiment of the werk in o form s the firse st2p rowards copynghe protec-
non: copyright is graneed at the moment of the expression of the wark into 2 tangi-
ble, or at least pecceprible, fonn, This entails an expression in words, actions, sounds
and/or any other mngibie or vistble marerals: This condition specifies also the sub-
ject matter of copyright: this legal protection only extends to the form of the work,
and nor o the underlying ideas, conceps or informacian ¥, As regards scientific
works, copyright will never protect Bew, Ggures, information, theedes, discoveries
ar other scientfic knowledge that are used or described in the wexe only the lager
will be protected against the mere plaginsm of its structure and/or wording. In
ather words, copynghe never allows an author to oppose the rewriting of the same
information in another texr, using a diffecent structure as well as other wording and
expressions |0,

Applied o the paoent’s record, this rule has for impormane consequence char nobady
could elaim any copyright on the substance of methical dats 25 such. No one could
monapolise such data, which only constitute the reflecdon of existing face pertain-
ing o the patient’s conditon.

Finally, one should also menden that copyright does only protece ereations that
emanate from the human mund and are the resule of human acoviy. One could not
pretend having copyriphn on something ene has discovered in the nature, even if
such thing was unknown until such discovery, Likewise, works that are the result of

¥ Dazbases may alsa be prosecred by s genens nghos, which are snalysed in the secced parn of the areent
contributian, Az firet sight., thould o pacient record qualify 25 a dambage in che sense of this speific keplsla-
tior, such databaie could also be granted s geners righo, on condinon thar subsranmal imvestmenss in s
creatsor Bise Been mide. Should the imvestment made i the record be substantial, ane $hould therefone
identify the “producer” of such database in judh sltuation, the deficulties to identify s *producer™ wauwld
bl phie sanne panate an thie sres ercournened 24 regands the producens’ ights oo the first fiazans of pho-
megEarns o flms (of, nfral,

" Inthisregard, ore uinally gys thar ideas and informagion are "iee”.

W Seein general X St Lo protestion dis euvres soiarifigaes e droil dinedear frdmans, Pang, TG Editions,
1597
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(b} An origingl work

In order to be copyrighted, it is not sufficient that 3 padent’s record item be creared by
hunmn intervention and qualify 2 & “wark: it muost furchermors be orginal, There &
no untform inernanonal, neither even European, definidon o to ths concept of
“originalig”. The defimidon of an original work diffens dightly from one ¢ountry to
another ard, moreaver, there is 2 maditional division between cvil law countries and
commaon law countnes ez the Unired Kingdom % In civil bw countmes {smch as Bel-
gium or France), the onginaliny cntedon means that the work should “bear the mark
of the pemsonality of s author” 1% The nodon implies therefors 3 minimuem of creativ-
ity. The commen law syseems geneslly require a lower snndard of ongnalicy M-
anly tmplies that the work miust erginace from the author, who should have expended
“3kdll, judgement and/or labaur” on it ereation, This criterion eneails that the anthor's
input must sstisfy a certain minimwm standard of effors 1%

Whereas there is no European uniformity as for the onginality poton in general,
ane muost however notice that several directives define the concept as to specific
works, mamely phorographs ™, dacsbases 7 and computer programs 1%, Arncle 6 of
the Directve 2006/116/EC reads for example: Vpliotogropls whick are orpinal i the
sertse that they are the ditker's oun intellectual reation shall be protected in accordance with

n Ses for eample, S Canon, op ot p, 43-51,

AL S, World Copyright Law, Londan, Sweet Srivaowel, 1990, p. 254-167. )

WA Lcas and Hel, Lucas, Teaind de lo prapriee finfrare of ariishpue, 37 e, Pars Licee 2006, o 71-87; A
SecrweL "L'oeipinalind en droic daureur, un citire i glomiettie variabde”, [T, 7 septembre 1997, p. 513518

WO, Vaver and P SRwni, op. ot po 3

13 WR, Cossmey, etallectual Property, 57 e, London, Sweet & Masiae|l, 2003, p 338

W Ay, 6 of the Direceive 20061 16/CE of the Ewmopean Pariumen: and-of the Council of 12 Decemnber 2004 an
the terma of protection of copyrights and certaen ivlaced righes [codified vemsian]. O L 372, p 92-18,

Lo At 3(1) af the Direcove 96/WEC of the Europtan Parliament and of the Counal of 11 March 71934 on the
legal procection of databases {referred 1o a5 "Darabase Direcive”), Of L 77, p. 2020

" An. 1[3) of the Disctive 817255/CE of the Cauncl of 14 May 1997 on the legal protection of computer pro-
grams, O L 122 o 4246
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Article 1 [i.e. as “works” within the meaning of Article 2 of the Berne convention].
No other criteria shall be applied to determine their eligibility for protection. Member States
may provide for the protection of other photographs”. Recital 16 of the same Directive
specifies that a picture is original if it is its author’s own creation “reflecting his person-
ality”, which adds a subjective dimension to the definition. Even if such definition
is only provided as regards certain categories of works, one could wonder whether
the criterion of originality expressed as “the author’s own intellectual creation”
should not be considered as the European standard 1°.

Inany legal system, the originality condition-entails that the author should at least
have a breathing space allowing him to choose the way he expresses himself and
gives form to the work. When there are no alternative ways to write this informa-
tion or data, this means that the expression of these information and data is not
original and, therefore, not copyrighted. In such case, one usually says that the
expression is merged with the idea it is meant to express (merger doctrine) 2°.

In the same sense, the expression of the work should not be dictated by external
factors. These external factors may be purely technical: in such case, it is impossible
to influence the result as it is due to the technical mean that was used. For instance,
the fact that X-rays are in black and white is not due to the choice of the practi-
tioner, but to the technique that is used: it is therefore not an original element of
the shot. Other considerations that are not purely‘ technical may also constitute such
external factors, such as the intrinsic purpose or nature of the work, the professional
state of the art, or even obviousness (scénes & faire doctrine) 2!,

These rules and doctrines will generally have special importance as regards each
item of the patient’s records.

Medical codes of ethics, medical law or patient rights regulations usually provide for
a minimal content as regards patients’ records 22. This content encompasses identifi-
cation data (name, contact details, birth date, sex, profession), date, diagnosis and
prescribed treatment for each visit, date and results of medical exams, urgency data
(allergies, pathologies, etc.) and, in general, any information that could prove to be
useful in order to complete a diagnosis and carry on an efficient treatment. At first
sight, the above data could be considered as pure information falling outside copy-
right protection. Furthermore, the presence of such information in the record is not
due to the choices made by the practitioner, but is imposed by law and/or profes-

¥ AL STERUNG, op. cit., p. 267.

M )AL STERUNG, op. cit,, p. 250-253.

2 [bidem.

2 See for example PH. BicLeT, “Le dossier médical dans tous ses états”, Médecine et Droit, 2006, n® 81, p. 174-175;
1. LuTTE, “Le dossier concernant le patient” , in Actualités de droit médical, Bruxelles, Bruylant, 2006, p. 101-147.
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sional ethics. The disposition of such information shall generally be imposed by
logic, effectiveness purposes and/or the professional state of the art %, A medical file
that only consists of a compilation of this information, which would most often be
the case, should therefore not be granted any copyright protection. However, one
could imagine some particular situations where a practitioner has completed the
record with some personal comments or analysis written in a more elaborated or
literary form that could prove to be original, and therefore, capable of being copy-
righted. One could also imagine that the way this information is presented on the
paper record (colours, columns, tables, etc.) could be copyrighted.

The aim of an X-ray is to provide a two-dimensional representation of a body part

under the best angle possible: the practitioner shall therefore apply the technique he
learned, improved and is still improving in order to obtain a shot that reaches this
objective. In other words, such type of work has for only goal to slavishly depict
reality 2%, In such circumstances, one therefore realises that between the state of the
art, the purpose of the work and the technique that is used, the practitioner does
not have a lot of freedom space to make personal choices 2. Such appreciation shall
however, as explained above, differ from country to country. For example, some
authors seem not to doubt that mammographs are copyrighted under the UK
Copyright, Design and Patents Act of 1988 %,

2. Neighbouring rights on particular records’ items:
protected films or even phonograms?

Besides the protection that is granted to the authors on their original works, some
international and national lawmakers have decided to grant other specific rights on
certain works in order to protect the investments made in their creation, and more
particularly, their first fixation. Accordingly, films 27 as well as phonograms, benefit

B Oneassumes that the good way of drafting a medical file is taught to medicine students or at least to trainees
in the general frame of the knowledge transmission from generations to generations.

2 M, Buvpens, La protection de la quasi-création, Bruxelles, Bruylant, 1993, p. 186-192.

% “With photographic works, the skill required to produce the final picture may only be the simple manual

operation of the operating a shutter or pushing a button”. S. RICKETSON and ).C. GiNsBURG, International Copy-
right and Neighbouring Rights, Oxford University Press, 2 ed., 2006, p. 443.
In the field of photography, Belgian case law has already acknowledged copyrights to pictures for the making
of which the photographer made the following choices: lightning, exposure time, background, film qualicy,
lens, angle of the shot, the instant the shot is taken, etc. See for example E. CoHez, "Fotografie en auteur-
srecht”, Die Keure, 2006, p. 39-40 (and the cited case-law).

% G.D'AGOSTING, CH, HINDS, M. JIROTKA, Cii. MEYER, T. PipeR, M. Rasman and D. Vavew, IP Rights in Medical Data in
a Grid Envi (IMaGE): Challenges to Copyright Law, the First International Conference on Legal, Security
and Privacy Issues in IT (LSP1), 2006; see also On the Importance of Intellectual Property Rights for e-Science and
the Integrated Health Record, from the same authors, Integrated Healthcare Workshop, Edinburgh, 2006.

2 "Videogramme" in French Law — see art. L 215-1 of the French code of intellectual property law.
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from neighbouring rights (rights existing beside copyrights, or “related rights”),
which are granted to their producers. Like copyrights, these related rights are
acquired freely and automatically.

In the European Directive on certain rights related to copyrights in the field of
intellectual property ® a film is defined as, “a cinematographic or audiovisual work or
moving images, whether or not accompanied by sound”. Any sequence of animated
images would qualify as a “film” no matter on what the work is recorded or saved
(tape, dvd, cd, numeric file, etc.) 2.

qfsound: qfapeg"ommorqfolheuound;" Amcle 2,b) ofthe WIPO Perﬁ)rmmca
and Phonograms Treaty 3! further specifies that these performances or sounds must
be fixed “other than in the form of a fixation incorporated in a cinematographic or other audi-
ovisual work”. Article 2, c) of the same Treaty defines “fixation” as “the embodiment of
sounds, or of the representations thereof, from which they can be perceived, reproduced or com-
municated through a device”. The definition of phonogram is therefore not influenced
by the used media.

Contrary to copyrights, these neighbouring rights are granted whether or not their
objects (film or sound recording) are original 2. Therefore, in order to be granted
the protection, the only condition that has to be met is to qualify as ‘film’ or as
‘phonogram’. Given their broad definition, one may easily figure out the impor-
tance that could be given to such rights as regards recorded elements of the patient’s
records. ‘Endoscopies’ for example could qualify as ‘films’. Likewise, one could
imagine the need to record the heartbeats of a patient on a tape: this could be a
‘phonogram’ in the sense of the law.

One must stress the importance of the identity of these rights’ owner. Indeed, con-
trary to copyrights (which are granted to the authors of the protected work), the
analysed neighbouring rights are granted to the “producers” of the first fixation of
films or phonograms. The “producer” could commonly be defined as the person
who, or the legal entity which, takes the initiative and has the responsibility for the

® Art.2, c) of the Directive 2006/115/EC of the Parliament and of the Council of 12 December 2006 on rental
right and lending right and on certain rights related to copyright in the field of intellectual property (codified
version), Of L 376, p. 28 - 35; see also article 3, § 3 in fine of the Directive 2006/116/CE, op. cit.

¥ F.BasoN, Het naburig recht van de uitvoerende kunstenaar, Brussels, Larcier, p. 250.

% Art.3,b) of the International Convention for the Protection of Performers, Producers of Phonograms and
Broadcasting Organisations, done at Rome on October 26, 1961.

3 Wipo, Perft and Phonogr Treaty adopted in Geneva on December 20, 1996 (here under WPPT).

2 | RemsoTHE and S. VON Lewmski, The EC Directive on Rental and Lending Rights on Piracy, London, Sweet & Max-
well, 1993, p. 52; Baisow, op. cit; A. Lucas and H.-J. Lucas, op. cit, p. 629; F. D Visscwm and B. MicHaux, Précis du
droit d'auteur et des droits voisins, Bruxelles, Bruylant, 2000, p. 289-293.
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first fixation of the sounds or the films 3. This notion has to be construed bearing in
mind the rationale of neighbouring rights: they are meant to protect the (presumably
high and risky) investments particularly required for the production of phonograms
and films 3. The producer is not the person who handles the camera or the micro-
phone, but rather the one who takes the initiative of an investment or an undertak-
ing 3. Undertaking and investments are therefore the two elements that have to be
considered as to the identification of the neighbouring rights’ owner.

Whenapplymg:haeprmaplu,dmdeummonofd:c pmdlua’“ofmedu:l

ies’ for example. Thae“ﬁhm"uemddnnhcocosdymcbmu.whmhmgen—
erally acquired by practitioners or their hospital: this investment is far more important
than the one needed for each time the machine is used to make a short film relating to
a particular patient. Furthermore, should one solely take into consideration the dis-
bursements made for the specific shot, one neither clearly determine who makes such
investment. Indeed, the practiioner who takes-the shot should normally be reim-
bursed by the patient for such service. The latter may also, in some cases, be totally or
partly refunded by his social security or health insurance. The question pertaining to
the identity of the “film” producer, seen as the investor, could somehow be thomy.
While the investment criterion seems blurring in the current case, the “initiative” cri-
terion may be more determining. In the current case, given the patient’s “self deter-
mination” principle %, we would be inclined to think that the patient has to be
considered as the person who takes the initiative (the decision) to undergo such anal-
ysis. According to this criterion, the patient would therefore finally be considered as
the original owner of such related rights. However, such conclusion could vary from
one case to another. One could even imagine situations of “co-production”, and
therefore, of “co-ownership”, which would not simplify the situation.

B.  Extent of protection and potential conflicts with privacy rights
or medical law rules

According to the analysis we made above, we have to conclude that some parts or
items of a patient’s record could sometimes and somehow be protected by copy-
rights and/or related rights. Some of these rights are likely to be the ownership of
medical practitioners (as “authors” of such materials) or of their medical institutions

B See for example art. 4, d) of the WPPT; art. L 215-1, §1, of the French code of intellectual property law.

¥ See recitals 7 and 8 of the Directive 1992/100/EC of the Parliament and of the Council of 1 November 1992
on rental right and lending right and on certain rights related to copyright in the field of intellectual property,
OJ L 346, p. 61-66.

*  F.De Visscrer and B. MiCHaux, 0p. dit., p. 290; A. Lucas and H.-J. Lucas, op. cit, p. 630.

¥ Clinfra
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LA PROTECTION DES DONNEES MEDICALES/THE PROTECTION OF MEDICAL DATA

(as copyright assignees, or as “producers” or “co-producers” of first fixations of
phonograms or films) 7.

The owners of copyrights or related rights normally benefit from some exclusive
rights on the protected material. This legal protection grants their owner the rights
to authorise or forbid the reproduction (including modification, translation, digital-
isation, etc.), the distribution or the communication (by any means, including by
way of Internet) of these materials to the public 38, unless one of such acts is covered
by a right's limitation. Furthermore, on the basis of his “moral” copyright, an
author has the right to agree or not with the divulgation of his work, to clim for
credits-and-to-oppose any modification;

Accordingly, a practitioner or a medical institution, which would be in a position to
claim copyrights or related rights on a patient’s record would be entitled to exclu-
sive rights to control the reproduction and the communication of the record. One
must however bear in mind the particularities of the information embodied in the
“work™, and of the special relationship that exists between the “author” and the
patient, and between the data and their subject. Those specificities have an impor-
tant influence before and after the creation of the “work” and its protection
through copyrights.

1. A patient-practitioner relationship and data processing
preceding the creation of copyrighted works

The work is created with data relating to the patient, his body, his health and the
treatment he undergoes. These data are subject to very strict sensitive data protec-
tion and privacy rules*®. Furthermore, they are collected in the framework of a
practitioner-patient relationship, which is governed by professional ethics and
secrecy rules *. Even before creating the work, the practitioner is bound by those
rules and must respect the special nature of the data. Accordingly, except in specific
cases, the processing of the data may, in general, only occur with the agreement of
the patient. Furthermore, such processing may only occur conforming to the
announced purposes of the processing, to the law in general and therefore, amongst
others, to fairness and proportionality principles 41,

* We will not address in this contribution the questions pertaining to rights’ ownership, which could be quite
complex and differing from country te country. On this topic, see for example S. RickeTson and J.C. GinsBURG,
op. cit, p. 357-398.

¥ Traditionally, a communication is public when it does not remain in the circle of close family.

* In this regard, a general reference is made to the other contributions to this book.

O Ibidem.

‘1 We refer for example to art, 6 of the Directive 95/46/EC of the European Parliament and of the Council of 24
October 1995 on the protection of individuals with regard to the processing of personal data and on the free
movement of such data (hereunder referred to as the Data Protection Directive), 0f L 281, p. 31-50.
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Actually, the creation of a copyrighted work with the data may be analys.ed as being
part of their processing. Indeed, the creation of such copyrighted work implies that
the needed data are collected, recorded, stored, etc. 2. Accordingly, the mere crea-
tion of the work is only possible thanks to the will of the patient to choose a practi-
tioner, to communicate to this latter his personal data and to agree to their
processing.

As a preliminary question, one could wonder whether the patient’s agreement to
record his personal data extends to the matter of creating a “copyrighted” work
with them included, and if claiming copyrights on such a file would be a fair beha-
viour towards the patient. As copyrights are granted freely and automatically by
law, one could not impose to practitioners to “avoid” creating a copyrighted work
(one could not refrain practitioners from creating works), but a practitioner may
decide not to enforce such copyrights. The question is therefore only relevant when
the practitioner decides to claim and enforce his copyrights, espe'cially when this is
done against the will or the interests of the patient. In such circumstances, one
could argue that such behaviour does not respect the obligation of the practitioner
to fairly process the data or to do it in conformity with the announced purposes of
the processing.

2. Medical data do not lose their protection when incorporated
in a copyrighted work

The fact of creating a copyrighted work will never modify or alter the nature of the
data, and the same privacy, secrecy and data protection rules will apply to the copy-
righted work. This will directly affect the normally “exclusive” character of copy-
rights.

According to the positive definition of copyrights, the author is the sole person
entitled to authorise the publication and public communication of his work. How-
ever, the practitioner will not be the sole person to decide when, how and whom
the record will be reproduced for or communicated to. Those acts will not be
allowed without the prior consent of the patient, and in general, all the rights a
patient could claim with respect to a ‘traditional’ record should also be recognised
to him as regards a ‘copyrighted’ one. The author should therefore never commu-
nicate or reproduce the work, or authorise such acts without the authorisation .of
his patient, unless he does it in a way that does not infringe his professional ethic,

“2 Art.1,2 (b) of the Data Protection Directive: " processing of personal data ("processing”) shall mean any oper-
ation or set of operations which is performed upon personal data, whether or not by automatic means, such as
collection, recording, org storage, adaptation or al retrieval, ¢ Itation, use, disclosure by
transmission, dissemination or otherwise making available, alig or combination, blocking erasure or
destruction”.
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his secrecy obligations and the laws on personal data protection. In practice, it
means that he will almost always need, at least, the permission of his patient.

The negative side of copyrights entails that the author may forbid the publication
and the communication of his work. Could a practitioner, invoking his copyrights,
oppose the communication to, or the reproduction made by colleagues, medical
institutions or even his patient himself? In other words, knowing that his practi-
tioner could have some copyrights on his record, should the patient ask the permis-
sion of this author in order to reproduce or communicate the work to somebody?

3 Copyrights vs. the patient’s right to access to and receive a copy
of his record

First of all, one must stress that in general, the patient’s minimal rights encompass a
right to access his record and to get a copy of it ¥, Where some costs may be
charged to the patient for exercising his right to get a copy, these costs would only
cover the administrative and/or material disbursements #, and should in no way
include copyright “royalties”. Whereas the right to access a work is not as such
recognised as being part of the exclusive rights of the author (this is actually a
debated issue), the right to receive a copy of the record clearly departs from the
author’s exclusive “copy”-right to reproduce the work. One could indeed not
imagine another situation where somebody could have the right to ask an author
the delivery of a free copy of his work 45,

This particular rule concerning the right of the patient to receive a reproduction of
his record should be deemed taking precedence over the general rule providing
exclusive reproduction rights to the author on his work. Indeed, such derogation to
copyright principles has to be addressed as a specific law that derogates the general

# See for example TH. CASAGRANDE, “L'accés direct au dossier médical: principes juridiques et réalités pratiques”,
Médecine & Droit, 2005, p. 50-54; M.-N. VErmagcen, “Laceds du patient au dossier géré par le patient profes-
sionnel”, Rev. Dr. Santé, 2003-2004, p. 74-93; D. MANAY, Les droits du patient face a la médecine contemporaine,
Helbing & Lichtenhahn, Genéve, 1999, p. 228-236.

“ Forexample, art. 9 of the Belgian Act of 22 August 2002 pertaining to the patient’s rights (M.8, 26 September
2002) provides for the right of the patients to consult and geta copy of their file. Originally, the Act author-
ised the practitioner to charge their clients a fee that would “cover their costs”, Given the problems faced in
order to assess such costs, this law was modified by the Act of 13 December 2006 (M.B., 22 December 2006),
which empowers the King to fix the amounts by way of a royal decree. The Royal Decree of 2 February 2007
(M.B. 7 March 2007) provides that the maximal cost for a text copy on paper is 0,10 EUR per sheet. The
"price” for any copy pertaining to medical pictures may not be higher than 5 EUR per image. Numerical cop-
ies may be gathered on a numerical media: the “price” of such copies may not be higher than 10 EUR. Finally,
the “price” of a copy of the whole record may not exceed 25 EUR.

% Art. 455 of the Dutch Medical Treatment Act (Wet op de G kundige Behandelingso k ) of
1994 even provides that the patient has the right to demand the destruction of his record, what could be
analysed as an outstanding derogation to the moral copyrights (integrity right) of the author of this file.
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copyright law *. Furthermore, this usually stays in line with the principle according
’ . . . . 47
to which more recent law prevails over an inconsistent earlier law */.

The patient should therefore in any case be allowed to get a copy of his record. But
could his use of such copy be hindered by copyrights enforcement?

Once in possession of a copy of his record, according to copyright rules and related
limitations, the patient could only make private copies and communicate the work
privately (usually, only within his close family circle).

Accordingly, from a strict copyright prospective, the patient could not, in contran‘?,
communicate his record to anybody outside his close family without the author’s
consent. One could already underline that patients have generally the right to access
their record directly or with the intermediary of another medical practitioner (9r
even sometimes of another trusted party) *®. One may therefore see in such provi-
sion another legal derogation to copyrights allowing the communication to anf)ther
person than the patient himself and who might not be inside his close family circle.

Outside the application of such derogations, one could imagine some pr{actitioncrs’
or health institutions might not allow their patients to communicate their records
copy to competitors in order to restrain their clients from going elsewhere, or at
least, try to sell such transfer.

This idea is quite appalling and such deviant use of copyright could instin'ctiv'ely.be
deemed abusive and unethical. Moreover, such practice would seem to be mf-‘nngmg
some fundamental rights of the patient, amongst which his right to self-determination.

4. Copyrights vs. the patient’s right of self-determination

In relation to the patient’s right to access his record, one has frequently put‘forward
the idea of the patient’s property right to this record *°. During a period of ume,"the
French public health code provided explicitly that the patient was “the owner” of
his record . This concept has been debated. Some authors are intent to make a
link between the ownership of the record and the ownership of one’s own body,

% Lex specialis derogat generali. ,
‘7 Lex posterior derogat priori: laws about the access rights of patients are usually more recent than copyright

laws. )

“ See for example art. 9 of the Belgian Act of 22 August 2002 or article L1111-7 of the French code of public
healch. o ) .

4  See the description of such theory in Y. POULLET, “A propos de la “propriété” du dossier médncal..: Quelques
considérations autour des notions de propriété, droits subjectifs et intéréts”, Eigendom - Propnetf. Bruges,
Die Keure/La Charte, 1996, p. 301-319; see also on this topic ScHuTyser, “Eigendom en medisch dossier”, R.W,,
1983-1984, p. 3022-3048. ) )

S0 Art. L145-6 of the French code of public health, repealed and replaced by article L1111-7, which does not
contain such provision anymore.
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which i an idea thar &, as such, strangly cridcised ', Some other authors descobe
the access nght 25 a kind of right in rem o an intellecwal properry of the patient on
the dats relating ra him 5. Whereas it is difficule to accept the exiscence of 3 nghe in
rern celating to immaterial and abstract subject matters such as information, we do
not back up the idea of the patients’ intellecrual property on their daea, as 2l meel-
lecrual property tghts are pravided for in arder 1o proteer the resuls of the human
intellect’s work, namely the “intellectual works", Therefore, one may not easily
aceept to grant somebody an intellecrual property an pure daca reladng o the
nature and the acal condinon of his own body. Fioally, some authors compared

the acces nght 0 An oUlsLLE Niermatnon sEht, {ES [ =
sary to the exercise of another patient right, namely the ght of free and sel-deter-
mination 3. This Hght eonfiems the austonomy of the patent in the canng for his
health, and i coralfaries are the free choice of practtonen and che lberty to
change practifoners at any time ™ As well as the auhor may not oppuose the
patients’ right to atain a copy of his record, he may therefore nut oppose the com-
munication of thit recard to 4 competitor, nor the modification and reuse of such
record by this compettor in the fameweosk of the continuance of the padent's
cares, for this would beeach the patient’s fundamental right to self-detemmination.
Indeed, one conld not figure oue asguments that could induce the prevalence of 3
diverted application of copyright law over fundaments of hialth law and of the rght
to respece for private life,

C. Intermediary conclusion

Even if in some special and rare cases, practitioners or medical insticutions could
passibly own some copyrights o cermin elements of the recards they created, the
general rule should be thar those copyrights could never be used in arder to distort
the patent's tghts.

Tri these rare cases, ane could wonder in which cireunstinges and cowards whom
this practitioner could actually enferee his copyrights, At first sight, one could put
forward that the copyrighs of the practitioner could be enforced in cases whereby

W o Oy, e qejer de ot em soo corps - ce eised (ipreave o drove subeer, Thise, Travaur de i Faculté de
Dirgie de Mamur, n® 13, 1982, . 663 B seg.

U p Caraks, “Ehauche diene theare junidique de Finformation”, Reds, Pragpectif 1580, p. 185 See ala an This
popic ', Pouter, *Le fandement du droe 3 la protection des donndes nominatves: ‘propndte o fbend™,
reouvelles technologier of fbarede aster du collagie tani & 4 fasité da droir de Mantréal e 9 e 10 povesshres
1548, Liteg, Pans, 1991, p. 175 erseq.

Y The access ighs Is usimlly depicted asa consequence of this ground prncple of sei-detesminaion nght. See
[ BETaw, “Comprendre |e principe < susanarmie en droic de- |2 sanze”, Medecing e Dror, 2006, p. 55 D
Manal, op, g, . 228,

Wy Poulum, op ot po 304
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some use of the recard is done by the pacient or with his consent, and when this use
is not proteceed or covered by one of his patient’s righes. One could for axample
think of the case when, for a Teason or anacher, the patient would decide to publish
all or part(s) of his medical record. One could also think of cases when only some
copynighted materials, that would not encompass any medical daty, were extraceed
from the record {2 copyrghted lay out for example) and reased in some ways that
are covered by the exclusive ghts of the suchar.

Biakanks 35 are collections of dit which bave become essental tools of research in
the development of meatments to cure the human being. To fulfil this general
ohjective, biobanks' creators need to collect, sor and smucture donors” hyman ds-
sue and personal data 3. Due to the fict chac these daex refate ro indivaduals; they
could gualify as protected personal dara and data protection law may thesefore
apply. The above-mendoned operations which are inherent to the st up and
maintenance of any biobank would therefure have o comply with data protection
rules.

Morwitisanding the spplicadon of dats protection rules, biobanks, as any compila-
won of dats, shall most probably auract some inteflecrual properry nghts pratection,
especially database rghts 77 copyrights and the European s generds rights. While

¥ Spene axampes of babanks which are sbeady operational or under construcricmn: the CARTaGERE Project
the Exonian Gennme Projeet, thie LK Biabank, the Latvisn Genpme Froject. the CennmEUtwin Prajec, the
Haprap Prajecs, the PhannGRE the Singapore Tasus Memwork, the Biabank agan, deCOTOE Generics of the
Aanco Macicnal de ADKN

% A hinhank may be eondsiouted an the bast of diga and amples callecied hom patiencs or ather donars.
“[rainar” wilh be wied 3% a generic verm gathering patienss and zny other type of persony whoss daca and sam-
ples are gathered i the biobank.

81 Leersture conceming the database sghie B Wassrs, "La protectzon des bases ce deoanses en question: an
anitre détat sur b propriéte intellecurde ;cumpéenne, |actobee 04T 13 Sropmdtds imtolectuslien, (596005
W, Teiaim, “[acchase Prosectian in che European Uniee and e Unced Smees The Eumpean Database Direc:
the a5 an Optimum Global Moder, {2000] 1 LAQL p. 100-13% M. Burdie, "Le nouveau rigime piridigue des
hases de donnees®, [1999] LROL, B 8-1% PB. Hucme s, Implementng the Curopean Duzabise Direcoive’,
feeNeacrual Property and frfermation Law, By in Horeer of Henmaa Cohen jeharars, The Hague/Londan8os-
to: Kluwwer Law Internacional, 1998, p. 183-200: 4, Masr-Poukee, "La ditective capoereant L pracection jurid-
ioue cles Baves ile danries | gagrure de b pratection pivative — The directhe corcerning legal proceczion of
data bases: ¥memprng che imposkchle dream of appropration”, Computer & Telecoms Low Raview 159601,
o, 14 1-L Gasmr, “La nouvelle dirscuhve qumapdenres concermanl la predectian juridique des bases d= don-
b, ASM, 1996, b, 187152 L Kars "The Propased ELY Directive for che Legal Protection of Database: A
Carnerstone of e Infarmaticn Seckeny™, [1995] 12 £LR p 583-5848; 5 Cravtoe, “The Amended Duazabaso
Ditexcrive Propasal; A Commentary and Synopsis”, [1994] 3 ELRA. p. 594-100 | Huchkes and E WCHTmas, B
Darabasa Pracection: Fire Turéng the Commitsdon’s Proposl®, [15962] 5 ELRR po143-150
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copyright protects the skeleton (“structure”) of the biobank, sui generis rights aim at
protecting, to a very defined extent, its content.

The classical “copyrights” that might protect the structure (or skeleton) of the
biobank will not be analysed hereunder, as they should not regard the data as
such 8. The database sui generis rights shall be the main topic of this second part of
the contribution.

A. Biobanks are databases

THE INTELLECTUAL PROPERTY OF MEDICAL DATA...

of the selection or arrangement of their contents constitute intellectual creations shall be pro-
tected as such. Such protection, which shall not extend to the data or material itself, shall be
without prejudice to any copyright subsisting in the data or material itself”. The World
Intellectual Property Organisation’s (WIPO) Copyright Treaty & has adopted the
same approach as well,

The European Directive 96/9/EC on the legal protection of databases (hereunder
referred to as the “Database Directive™) has consecrated the following definition of
databases: “collections of independent elements, including artistic, literary, musical works,

. 4 . L s Cye s Y
texts, data-or-other-materials arranged-in-a-sy tic-way and luﬁ’lunduus’.’)/ accessible by elec=

A first definition of databases 3 may be found in the Berne Convention 60 which
describes them as “collections of literary or artistic works such as encyclopaedias and anthol-
ogies which, by reason of the selection and arrangement of their contents, constitute intellectual
creations”. This “strictly copyright-oriented” definition is rather restrictive and its
drafting is not adapted to the current development of our information society. The
Berne Convention provides that such intellectual creations “shall be protected as such,
without prejudice to the copyright in each of the works Jforming part of such collections”. From
the reading of this provision, one may realise that a database may consist of a com-
pilation of copyrighted works and that such compiling does not prejudice the
related copyright. By analogy, and in general, database rights are without prejudice
to any other protection that could apply on the data, such as copyright, patents,
trade marks, design rights, for example. This rule also applies to privacy rights that
may protect individuals’ data integrated in the database 1. One must also stress that,
contrary to the letter of the provision, the content of a protected database is not
limited to “literary or artistic works”.

This principle has been confirmed in other international copyright treaties, which
expressly extent the content of databases to any other material. Indeed, article 10(2)
of the World Trade Organisation’s (WTO) Agreement on Trade-Related Aspects
of Intellectual Property Rights 62 (TRIPS Agreement) of 1994 provides that “compi-
lations of data or other material, whether in machine readable or other form, which by reason

58 We refer to the first part of this contribution.

% Forananalysis of the notion of “database”, see M. VIvANT, "Recueils, bases, banques de données, com pilations,
collections...: Iintrouvable notion? A propos et au-dela de la proposition de directive européenne”, Recueil
Dalloz Sirey, 1995, 26 cahier ~ chronique, p. 197-200, See also E. DercLave, “What is a Database? A Critical Anal-
ysis of the Definition of a Database in the European Database Directive and Suggestions for an International
Definition”, The Journal of World Intellectual Property, [2002] 5 (6), p. 981-1011.

8 Art.2,5) of the Berne Convention.

S See recital 48 of the Database Directive.

§  The TRIPS Agreement embraced the principles settled by the Berne Convention, added some obligations
and clarified some Berne requirements. . RickeTson and J.C, GiNs8URG, op. cit,, p. 158.
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tronic or other means” %%, This definition is very precise. It does not only refer to the
different natures of the items that can compose a database, but also to the means of
accessing them and to the requirement of “individual accessibility”. This means that
each item must be accessible independently from the set of elements gathered in the
database. The criterion of independency entails the exclusion of some compilations,
like books for example, whose content’s items are generally not independent one
from another. The regime of protection is not part of the definition, for this direc-
tive provides for two different regimes, namely copyright and sui generis rights. The
regime of copyright is the same as the one referred to in the above mentioned texts.
The essential innovation of the Directive is the sui generis rights. This regime is a
particularity of the European Community law. It has not been adopted at a world-
wide level, even if such protection is being discussed before the WIPO 5,

2. Databases’ content

The nature of the items that compose the content of a database can be very diverse.
These items may be of two kinds: material items (such as rocks, stamps, human tis-
sues, etc.) or immaterial items (such as any kind of data, contact details, genetic data,
medical data, etc.).

The protection of these items by copyright % (songs, photographs, etc.), by other
intellectual property rights (patented inventions, trademarks, protected designs or
models, etc.) or by other types of rights (privacy as regards medical or genetic data

8 Art.5 of the WIPO Copyright Treaty adopted on 20 December 1996.

5 Recital 17 and article 1, 2) of the Database Directive.

& The WIPO's Standing Committee on Copyright and Related Rights has highlighted the necessity of this
regime as regards the databases for which the criterion of “originality” was not fulfilled but for which a sub-
stantial investment has been made. No firm consensus has been reached yet. See “Legal protection of data-
bases. Submitted by the European Community and its Member States”, WIPO Standing Committee on
Copyright and Related Rights, Eighth Session, Geneva 4-8 November 2002,

& Thiscopyright to the content is different from the databases copyright to the database’s skeleton. See recitals
26 and 27 of the Database Directive.
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for example), may have tremendous influence on the explointon of the dugbase,
Indeed, the crestion and/or the use of the databast may be hindered by the dghes
pertining o the individual items, which are not necessarily owned by che s generis
rights owner,

By conmast, such frems mighe also noe benefit from any protection ar 2l {much 2
weather dats, astealogieal data, rocks, anonymous data, etc.).

3. Biobanks® definition

THE INTELEECTIAL PROFERTY OF MEDICAL DATA...

The UMNESCOS International Declimtion oo Human Genetic Dam ™ has
cmbraced the rend winch defends that biobanks are composed of biolngical sam-
ples as well as the information derived there from ™,

As we can see from these definitons, biobanks can be composed of a broad range of
data, These data may be biclogical or net, concern the donor or his relatves, ar
result from the donor's body or from his samples, To us, biobanks may even be
canstitued with copies made of the donor’s DMNA (cDMA) char would serve for
purposes af expenmentation and research, as well as the inventions deriving from

anch research which may be protected by patent rights,

The temn “biobank™ ¥ has not been defined ar an incernational Jevel undl che
Council of Europe adopred in 2006 i Recommendation concerming the researcly
on hiological macerials of hurman orgin. [t article 17 states that & population biobank
i " wwllection. of biolagical materialy that his the following deratienitio: the rollection fas a
pepnlation hasis; it in establiched, or hay been converted, ta sugply bolopice! materials or data
derived from it for saltiple future researdh projects; it eontaine bivlogical materiale and associ-
ated personal data, witich may include or be linked o genealagical, medical and lifestyple data
areil which may be regularly wpdated; end it roceiver aied supplies materials in an arganised
miarer™ 4,

Twa yeans befors, in its Opinion regarding biobanks for research puspeses, the Ger-
muan Matignal Ethics Council had already defined them s “wlfections of sampies af
haenant budily substances that are or cin be worociated with pessosal duta and information on
their dovors™ ¥,

The Orpamsacion for Economic Co-operoon and Development (OECD) has
teferred to biobanks 5 human genetic research dorabases ™ and has included the fol-
lowing definition: “wsey collection of ramples from ulich genetic samples cin be derived and
related data fex. gewealogical, clinieal, ete. ) organised in « spstematic way and wsed for pup
poses of research™ 71,

Some authors Rave confirrned that bicbanks are aleo kiown a1 “genetic dambases” or “population data-

bases”. D5 Ercen and AL Carar, "Consent and ansnymeration @ research mvofving hichanks®, EAMBD

Reparts, Vel 2, 7, 7006, p. 662,

M Recornmendation Aec. (200644 of the Cammittes of Minzsers to member sates on research an bialegical
mrageriaks af luman orgin adopeed on 15 March 2006

® Opinion regarding biohanks forreszanch publithed by the German Nazional Eshics Couned in 564,

M Orgarisasion far Ecotomic Co-aperation and Devtlopenens, Craaoon and Gowrnasce of Humar Gemeric
Reeanch Darabuses, DECD publishing 2006, p. 35,

M CL Sy, “Existing Husnan Ceretic Research Datahasre Contest (Consene Mechanisms and Cammisnica-

thon Scrategies)”. fackgrourd paper for the Workshop “Humran Genetic Research Databases e of Privacy

and Securicy” held on 26 2nd 27 February 3004 i Takyo, Japan,
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ER Biobanks' content

Biokanks contain, on the one hand, resource data {also raw data) and, on the other
hand, reswlting data, The resource data ™ are the biological samples and data, which
are donated directly by donoms, or obmined indicectly from third parries such ag
hospitals, laboratories ar research centres, The resuleing dats ™ are the onss which
derive from the msearch expericnces carted out with the resource marerials.

The resowrce. dam are biologieal smples ™ and informaton (data) ™ pertaining to the
danot, While we could wender whether or not biological samples do qualify as personal
dara ™ dhe information concerming the donor might benafi from dats protection aw,

As regards the information, it i necessary o disdnguish beoween non-anonymised
and anonymised data. The wnonymisation of dats will ligely depend on the pur-
poses sought by the concrete bishank. For instance, some bivhanks which azempt
to examine and teear panenss’ illnesses will not anoaymise cheir da undl the resuls
have been delivered to donors ™, By conmast, the so-called “populational generic

N intermagonal Declaraman an Human Cenetic Data adopred by che UNESCO an 16 Oomber 2003

T & Cawntw-Teowisy, O Saiie, E Aia-Sepaas and B, Knoeema, “Pfopulanonal genetc databanes: i3 2 specific
erhical and legal framework necessany®, (2005] 31 Geakdit p, 1

T e hmiic the term “resource data” m thowe anginated from donord Theve are other typet of reioune dim:
Compurer programs, maclynes, echiigues, erc which are lao very uselul inifos bickanks

" The resulting data may be considered a resource data by third parties who have nac bear meelved in their
chtaining arm sek 1o s them aitensvards

B *any sample of bichagical macerial (e g blood skin and bone cells or blaod plasma) in which nuclelc acids are
pressnt and which conming the charsctersitc genetic makeup of an individual®, artice 2iv) of the
LINESCLY s inrematicnal Decliration on Human Cersetic D

T fermarion can be medical data, bairan genetic data, human proteomic data, de styde data, genealogeal

™ dL.TLuﬂ:mq *Genetic blarmatian znid the Dara Procection Deective of the European Unsan™, p, 111 n The
[ata Protection Dirsceive dad Medicon Researcir Acrowr Europe, Dara Prodection snd Madical Research in
Europe: PRIVIREAL Bd. Ashgare. 2004, 153 p, )

B Thiais cften the case of bichanks secup with the atm of making seseach in che fiskd of phamacogenomic
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dapibases” which serve a3 rescarch infrastrocrores mvolving data fram different
generarions within 4 population or community ° may anooymise the donors’ das
feern the very beginning of their impartation iseo the hinbank,

5 Intermediary conclusion

Comparing the above-mentioned  definitons of both  peems “database”  and
"biobank”, we conclude that biohanks are indesd databases, They are collections of

THE SNTELLECTUAL PROPERTY OF MECICAL DATA.,,

B.  Sui generis rights on biobanks

As biohanks qualify a1 dambases, they might be protected by sii guneri rights under
certain conditons (1), The i geners rights protect the whale of the dambase's con-
tent or i-substantial pares 5% (33

1. Conditions of protection

{a) Substantial investment 44

darz and matenial which are arminged following cemain chteria. The dica.and swmsegal

contaned therein are individually accessible, in o way thar 1 ipecific information and/
or materal may be extraceed from it Their elemens will genenally be independent,

However, depending on the type of marerial contined in bichanks, the indepen-
dency requieement will be harder or easier to achieve. For mstance, DNA
sequences databases might diffieulely satisfy the independency requirement, Accard-
ing to some comementacor ¥, the reason i that on the one hand, the meaning of the
uncdaning of many parnal sequences is sl unknown and, an che other had,
some of them might have several mesnings. This suthar stresses chat when the
DINA sequences are partial and their meaning {finctaning) is unknowsn, they might
be then considered independen:, However as the genomes have been deseribed as
the "hoaks of life™, it is hard 1o systemancally conclude thir their geres mighe be
independent one from the oher, Therefore, the criterion of independency might
be i source af debares as regards DA sequences ditabases.

Bicbanks, in their ongansationa] and rLnsgement aspects, are generally fie up with
technical toals (electranic compilatian of the data) to allow the svsremaric and indi-
vidual selection of their content,

Maor the nature of 2 bjobank's conten: nor the purposes of its establishment are en-
terian that could rule them out from the general definion af “datbase". Sirmlarly,
the electronic or nen-electranic nature of the devices giving access to a biobank
does noe play any cale when ssessing is qualification a5 databage.

We will finally notice that some authon B have already cemarked dhat boch terms
“ditabank™ and “liobink" were indistinctly used in the Geld,

M A Camnon-THomUR, CL Salits E Rid-Sans end B0 Knoeetes op git g, L

ch LA BovivemAc "Should Cenamics Companies ser up Dutabase in turppel The ELL. Datahase Prosection
Directive Heviwted”, [2007] 8 ELPRL B 3E

a A Casaoi-Toowises T Salfe. B Ruas-Semac and LAY, Enowrens, ap, gic, p, 1,
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Inorder th heneht Trom the G genens rights, the dambase’s maker must prove
having made some sobstantal investment therein 8. The condidon of subseintial
investment i the ratie of the sui genenis sighes: such rghts are indeed created in arder
to protect the investments in the obining, verification or presentation of the dat-
base's content B,

The substantial investment must be assessed in quantove and/ar qualitove cerms,
These crceria are not specified any further in the Dabase Directive. The European
Coure of Jusdce ' (ECJ) has confiemed that the quantitadve asessment refers 1o
quantfiable resources while the qualimove assessment refers to eforts which cannoe
bie quancified such as intellectual efforts or energy according o recitals 7, 39 and 40
af the Datbase Directive. As pointed cut by some commentators, on the basis of
some ELT Member Staces’ nanonal case law, the quanttuve whatsntal investment
will not be hard 1o prove in prctcs when large suis of money have been invested
to build che dasabase =,

Such substantial investments might be of fnancal, a5 well o of human and/or of
maeerial mature ¥, Whereas the first type of investment is rther obviows, he invese-
ment of human mature includes the expending of tme, efforr and enerry. For
instance, the face of dedicating o researchers’ team in onder to build up 3 biolhank

MR Mo, et des batse de donmder, Kluver 2005 pr, 104105

" Urerarare on chet topic B DB, *Daxahese Su Cenerts Right: What is 2 Substanicial Invsesment?A Teno:
sive Definican 10 Vel 36 1/2005, p. 2-30. See also G, Wismeaws, “Procectng Dacahases Urider LIS ard Euro:
pein Law « Methodical Appaaathes ta the Protecian of Ievenmenes Between Unfair Compettion and
Intzilectual Praperty Cancepas™, M Vol 34, 22008, p. 772803, M. Lewther, "The Legat Pratection of Teke-
phene Carectaries Relating o the Mew Database Maker's figa®, 06, Vol 31, 7-/2000, P 950067,

a At T el the Daabase Direcrive.

) Reciral 40 of the Dutabase Directive

Y ECL % Mabtmber 2004, Fixrnes Mankaning Lo v Oy Verkkaus Ab, 4607, E08 7004, o |- 10365, ac 38, £C], 0
Nawvernbier 2004, Ftures Marksting Lod v, Svenikia Spaf AB, 338202 ECR 2004, p, |- 10497, b 28, EC], 9 Meavem-
Ber 2004, Fixrares Marketing Lind v Crganismos prograrkivr agoesn podosfaime A (ORAP), 44402 ECR 2004,
P -10549, az, 44

B EDecia, o ¢ 2005, @ 1L

B Recicals 7, 3% and 40 of the Daratase Direcsive,
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would be 3 human investment, The matenial invesement will cover any kind of
equipment wed to create soch bivhank %,

Article 7 of the Datibase Directive further specifies thar the fnvestment miust be
mude in either the obumining, verification or presentation of the contents, The
ohtaining i the gathering of the data. The verification refers to the checking, the
carrection or the updare of the dara. The presentation invilves the retrieval and the
commumcatian of the collected data, such as the digitisanon of files, the crestion of |
the thesaums and/or the design of the database Layour #. |

the investments {financial, human and/or muarterial) that were only made in such
acovites, Therefore, guantity and/or quality of dam 15 such should not be mken
into account. As some commentaton * have suggested, should such other asess-
ment influence the grantng of the proteetion, this would lead to the appropraton
of the content by virtue of the sui generis nghts whereas this is not the 2im of the
Drarabase Directive ™

Given the efforts and grear amounts of money invested in order 1o 56t up and mitintin
biskanks, it is difficule o imagine that creating such databases would nos encail any
substantial investment i the obaining, vedfication and/or presentation of the data,
Haowever, the hereunder explained spin-off doctdne could influence such sssessment.

th) Qbtaining/creation of data and the spin-aff doctring

The substantial investment does not have o be deployed concurrendy in the three
activities of obraiming, venfication or presentation of data, As 000 25 wome subsra-
tal investment has been made for one of them, the biobank will enjoy it generis
rights. However, two aspects deserve to he highlighted due ta their importance for
darabases, and expecially for biobanks.

= Advacate General Sti-Hackd conifirms thar that buriden of proof of the investment made i oa the marty wha
imvoices che aw geserty right. Opinian in the cass Fituresr Mardeting Lt v. Sverchr Spef A8 deliveretd on 3 une
2004, ax. 44 Jlmequently, che biobunk maker will fuve 1o provide himss!Fwith all the evidences that prove ke
Bt maade a subssancial investrmens in such activigies. See A STacr and £ Drceare, Dvow gt of numdnique
logrciely, haes de donmdel, muitimédia, Dot felye, eurapéen af compard. Bruylane friedes 2000, 5 315

" The refiemrce to this s activity may make ane wendir whether thers b nat 3 certain coinodence with the
criceria b b upplied for 2eesing the copymphe pronection i ditabases See P2, Hucesiton s, “Trograsm Sched-
e, Evene Dara and Tebephone Subscaber Liting under the Darabase Girective. The ‘ain-OiF Doccring i dhe
hetherlancs and eluewivers in Eumpe”, Paper presented at Fordham Urnivensicy Schood of Liw, Beventh Arinial
Corderence on Irsemariaral IP Law & Policy, Mew York 14-26 Agrl 2003, Avaibible on hrrp ! fwesewieirnl

B EC] 9 Movember 2004, The Britsf Horseracing Board Ledand Others v, William Hill Qrpanizanon Led. 203/03,
ECR 2004, g1 -1041%, ar. 36

" MY, Dwvnow and PR Hutosioorz, “Foatkall Farums, Himreraces ard Spin-off: The EC] Domesscates the
Damabase Right”, (200%] 3 ELARL p. 116,

™ Recitals 45 and 46 of the Dacabase Directive.
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() Obtaining and not creation of data
In the Ji{.".hl: of the Daabase Directive 7 and of the EEJ‘!. case law ® we have 1o dis-
tinguish bepween the obtaining of dats and the creadon of daea, As already
explained. the abraining of data refers to the acquiring and the gathering of the
data. The EC]™ refers precisely o the aet of seeking our existing independent
materials and collecting them in the datsbase. “Cremion” refers racher to the pro-
duction of materals which are part of 2 daesbase’s content.

In order 1o assess whether a substantive investment has been vested in the obtining

_According v she EGI®, the subsransialieg muss indeed be checked-on-tetbastr-ef— 4 ob the enmpfled dars_ane s nat ke into contideration the investment-made-in—

order ta create these data "8

The reason of such distinction follows from the subject macter and the ratiedle of
the sui generis nghts: they are meant to protece the investmens vestsd in the crea-
tion of the databases, not of the compiled dag as such ¥, Therefore, the content of
a datsbase i supposed to aleeady £xist, so that &t can be collected with the purpose
of building such compilation.

In some cases, there could nae be elear-cut boundaries beoween the creagon and the
obtaining suages, In such circumstances, 3 commentator would advise to consider
such mixed activity as an acc of obaining '™,

If we apply this reasening to biobanks, we woild be inclined ro conclude that the
callection of samples and daea from donom {or their practitdonens) would Gl within
the acvicy of ohtiining dara, while the dat deriving there from a5 well 13 the copies
of the DNA sequences (eg. dita feom which an invendon could follow) would
rather be considered as creation of data. Indeed, the extmction of DMNA sequencing

= Regital 39 of the Database Directive,

" E'scaselaw, op ot D460 C-338/07, C-444/02 and C-208007, See ab0 lneratine on this case lawe M, DavEon
and P.H. HUGER4u T 0 cit, o 13118 T Amit, “The EU atabase Right: Recers: Develapments ™, [2005] 1 LA,
P S2-68; ML Vivant, "Linvestitsernent, nen que Finvestinsement. A propas des amées it Cour de justice du
3 movembre 2004°, {mars 2005] 3 Anvee Lanry Droit de amacérial, p 41-48; F, Dusumson, “Lncepréansn du
dreic o genirs sur les bases de données par 2 Cour de justice des Communautes swropdennes 4 propas des
arvizs Aritish Morserncmg Board ex Fdture Maskeding du 9 novernbire 20047, [s2ptembee 05] 7 AD.C- TAH,
PO TR

" EC 9 Movernber 2004, The Aritak Honerasing Board L ard Others v, Wiiam 60 rpesimstion Lid, 203,01,
ECE MM, p 110415, ak 31,

™ The same principkes appdy 1o the verification and the preserracion of gaga: ehe rescurces used for thi verifi-
catian anil the gresencation of materials during the stage of their creation and which zre subrequently coi-
lested in a datibase do nos G within that defimican

¥ ECL% November 3004, The Britith Horsercing Board Lad wad Orfetes s, Wik HIT Orpanization {64, 300481
BOR 2004, p|-10415, 2z 30

M0 Advacaze General Stix-Hack has sated that there would be “abraining” of dars if the creacan of data foek
place ac the same time as it processing and was inseparable froem ic Opinion in che case Fistures Marketing
Leat v, Svriaiar Sped AD defivered on 8 fune 2004, AL 59, See alsa A Matsosl "Creation of Ditabase or Creatan
of Dasa: Crucial Choces in the Matter of Detabase Pracection”, [2006] 5 ELPR, p. bk
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Irore biological tissue, for instance, comes at an ulterior mamenr, samely affer the
obuining of such tisue has mken place, Such activities repartition is however far
from being clear-cue, [ndeed, some commentaton ' have argaed char it is difficult
to determing whether the genetic sequences have been created or callected by seien-
tists. O the ane hind, these dat pre-exise already in namuse, they can therefore be
recarded by snybody. On the other hand, they can be qualified as created dam “a
they did net exist before in any intelligible fimn ™. 1t is however net sure whether such cri-
terion is to ke applied in order 1o draw a line between creation and ohtaining,

Such cansiderations are especially relevant for biobanks, 34 the resource marerials

THE INTELLECTUAL PROPERTY OF MEDICAL TDATA.,

fields wherein ereating or obwainng the data and the constitution of biobanks therewith
is part of the care provided to the patient, such as phanmacogenomic, for example.

Z. Extent of the sui generis protection
fal Principles

The promwction of bickanks by sl geaemis tighes grants o their makers) ™ exclusive
rights an aco pertining to the extraion % and reutilisation "™ of the biobank's da. The
biobank maker has thus the power to authorse or forbid third pardes to pedform these

and the resulong macerfali dre often combined: in such siruanion, one must soess
that the ECJ requests database makers o prove the independency between the sub-
stantial investments made o the ereation of dita and those put in che obaining,
verification or presentation of data 102

This impertnt precision being brought, its influsnce is likely to be lessened in
practice. Biobanks are indeed likely to benefit from i generis pratection, o matter
whether or not the data gathered therein have been ohwined or created, for the
noeel seming up, feeding and maintenance of 2 biobank shall genenlly imply sub-
stantial investments vested in i venfication and/or presentation.

(i} Spin-off doctrine

The substandal investroent has 1o be mads in the creation of the biobank s such,
The collection, verfication or presentton of dats must therefors not bive heen
performed in the famework of 2 primary activiey (g padents’ medical examina-
tan} which is not linked o the setting up of the bichank '™ Such subsantial
investment made in such prior acuvity should not be tken into account when
wssessing the sibstantal invesrment criteda in 2 chim for fui generis pratection. For
example, the investment that would have already been made in the taking of the
samples or daes for diagnasis purposes should not be counted within the invest-
eieenes made for the setdng up of the biobank, On the contrary, if the taking of such
material or dat was done speaifically with the aim of seteing up the biobank, such
investmenty would then have to be taken ino account

Generally, the independency berween the wtring up of 3 hichank and othes activites
sueh s diagnosing patients should nommually not be difficult co prove, s the twa acdvi-
Hes seem, at the end of the day, quite distinctive. One could however imagine medical

" E DercLare, "Databases 5w Generls” light: Showdd we Adopt the Spin-off ThearyT™, [2004) 2 £1F8, p 411,

"8 ECL 3 Mavember W04, The Aritith Horserasing Socrd {td amd Sthers v William i Cgamization Lad, 103,02,
ECH 7004 - 18415, 2z 15

" ItummwmhFEHmmmiml)«haabgm'-:.ap.m_mS-Lp.m-ua
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acts provided they are pecformed on the whole or on a subsemsial part of the Biakank

The substanoal character of any extraction or reunlsamion has o be mesured i
quanrittve and/or qualitative terma, o ordar to pm:nad with such assessment, tI'Ec
EC) seems to compare the investment vested in the considered emfncu:ui ar reuti-
lised part of the database with the investment made in the abmining, venfication
and/ar presentation of the whole of i content 1on,

I8 The maker of & biokank, as of any acher compilation of infeemation and material, i according to recital 41
af the Diatatse Directive “the peran who ke the iriiasive and the ik of investing”. The l.r:lhlcn'ntm.url
are exchuded [eom the qualfiarion of databe makor, In the case of bichanks, the maker will usually be 3
fegal parsen (eg Sace, faundatan, private company, ece )

W A7, 2 (a)af the (arabase Dirsctive defires “extraction” as the "permanent ar Lemporasy tranifes n{z’l ar
u subsransal parr of the contents of & darabaie to anather medium by any meand of I!'I- any furr.n . This
includes copying (either tempurary or no, downlozding. uploadap. modifymg trenslaring, adapring, e
the binbank’s content ap ary arher medium than the arigital one ;

W A T, 3 (b} of the Dutabase Dindcrive defines the “reutiisation” i "any form of making avashble to the F.""H"'
28 or-a wbstantisd part of the contenos of 2 databave by the damiburion of copies, by renting, by an-line o
cehier fari of rrarmemiadan™. The reutization compeises the uploading of a biobank’s content on the -
ret, s pulic display, and & distribution on CO-Rom ar DV for eample. )

W G BC), % Movernber 2004, The British Heneracing Soard Lin med Dtfers v, Willicen HIN Qrgamizazion Lia, 203/
[} B 1-10415, ac. 50

. E?ELE;N:\?:I:: M, ST'I':E.'!:.ind: Harseracimg Moerd Lo and Ofhers v Wik Mcmu.rmm- ded, 20002, ECR
2004, p. |- 10475, 3t T and 1. The EC) has irined thas “the sabsiamsial par, evfuntad quaiiianedy, of e con
temis o catidig warkla d ingrof Article 711 af the directive refiers to e volurre of dara extraceed frovm e

dhatai b cenddfor rectiGiest, sl mur be it redtio to the witlurme cf e comuents of she veode of thit dato:
e {f user exmach zeufor reuties & duartictively sigeafoant part of the contents of a danabaia n_ﬂmmm
reqaired the digymens af wb I e, e iy ther excracted o rmaibied part i propertion-

equialyy sutrtantiel " A repards the ‘nibscntal part, evahusted qualmatively’ of the cancenss of a darabace,
;::&;u confirmed char iz “refen o ohe doode of the inveenent b the obtaining. m-.i.im‘nrrwm of tht o
s of bl sl of e et aftraction madfor neuriisativn, repardiess of whether that sulfject repetents @ i
sgaeively subatantial pare of the geeeral contents of the protected n‘:rndbmr__.ﬁ. auatelitarresly meghiphle part of the
contents of o desabizie sy i fact represent, in i of ahitaieing verification or presemtation sl faman,
technicnd o franciel s, The EC) ha further confirmed in its at. 26 thas “In arder to ase whether those
maerriale reprasant o il e, mmmmqumgmrmmm i et e cune
sidered whether the fiusmar techoical and financid effares put i By the raker of the datoboe in shnlmn.:; verifg
and preseating those datd conirturd 8 nabctamial imsestment.” M. Davion and B Hucowourz oo 6t p 116
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The camrol exercised by the biobank miker on the exploistion of his biohank
extends also o the extmaction ar reutilisation of non-substandal pars of the content
which are cartied out in a repented and systematic way on condition thar it implies
a contlict with the normal exploitation of the database or thae it unreasonably prej-
udices the database maker's legitimate interests 77,

Ib) Substantial extractions of biologlcal samplies: the depletion
of the biabank?

Sui generiy rights dim to protect any database, regardless of the mamre of o das,

THE INTELLECTUAL PROPERTY OF MEDICAL DATA. .

or repliced, the extracoon of the lawer &5 more likely to be subsandal than the
extraction of easily reproducible data. From a quantitative peint of view, the sub-
srancialiy of the amount of demanded samples vis-i-vis the biohank's content
would vary according to the depletion status of the biobank.

C. Conflicts with privacy rights and third parties’ interests

Biobank makers can, to a certain extent, contrel the access and the reuse of the data
contained in their biobanks, Such exploitation may have entical consequences with
regard o donors and chird practinoners. [ndeed, the personal relationship berween

s o L e e e T T L T L

invalves the transfer of the content from the original database to any other ype of
support. Normally, this concept is very similar to the nodon of reproduction in cap-
}‘t‘i:E"'.IE [see suepr) M Indeed, one of the main 1}1.1_1'¢|::L'i1.':5 of the lowmaker was ta pro-
tect computersed ditabates against total reproductions or paratitic and automanoc
extractions for rewse in competitors” dawbases. Therefiore, the pratected extractions
were normally nor thought to Jead to the removal of the dambase’s contene.

For instince, with regard o biobanks, the donons' electronic da can easdly be
copied and their extraction may therefore occur without removing them from the
dacsbage 'L

However, their bislogical samples may be subject to another phenomenon. Tndesd,
the extruetions of biological samples from the biobank are of physical nature. In fre-
quenc cuses (involving uncultivable or ireproducible marenals), such physical
extraction could lead 1o 2 progresive depletion of the biohank's content, and to the
subsequent necessity to collect more samples from donons ' In other words, each
extraction would affect and reduce the content of che biobank, and would imply
further investmens in onder to replace the exoacted items.

According to us, such depletion effect would influence the asessment of the sub-
stantiality of the extraction in qualittive 15 well a4 quantitative terms. From & qua-
litative point of view, we would intent to think thar, 25 some samples cannot be
reproduced, ar ar least would involve special investments in order to be reproduced

1# A 3,5) of the Dathase Directive, Mose thar whather the purpase of the extracoan and/oe the reeciaanon
I5 thee creatinn or not of another darzbase it irelesant in order o 2ssess infringement to s gemiris rights.
Se¢ EC] B Movernber 2004, The Brtich Horseracieg Roard (e and Qe v, Wiliam S Oirgasitapion Lid, 303
O ECR 2004, ji. - 10415, aL 47,

B Micrau, op, dr. . 150

" The extracrions of scanned mammograms fFom a biokank will sot deplets the latter, The mammegrams will
remain avadable to the resarchens within the biobank.

" Biokanks makers keep confidentisfly and preciously the donon’ informarian 1o ik ther addisanal consent
far & new taking of their samples. This practice extencs also 1o the-callemting of information.
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the donoor and his dats needs to be ken oo account [sections 1 and 2],

From the third practitionens’ perspective; binbanks represent a vitd ool o pecform
their researches. The access and wse of chese tools become crucal for research cen-
tre, hospitals and liboratories which do not dispose of the cosdy equipment and
resources to stare up and maintin such collections of marsnals [secdon 3]

A balance needs therefore to be established between the interests in presence.

1. Role of the donor

The donor 15 mor without any imporant mle in che serming up of a biobank
Donars” samples and data are the bricks the biobank is made wirh, Furthermore,
gven when a biohank 15 operatonal, the maintenance and update of i dac is vieal:
the donars' samples and daea renewal will be one of the key elemens (o parpetuate
a biobank's development.

Such collection of donors” samples and daes is subjece ta the application of personal
data protecton rules 1,

Biohank makers will not have to comply with any abligation from the povacy poine
of view provided that those dam are anonymised. Anonymisation i5 a key feamre a1
regrards most types of biokanks! once dars are snonymons, the privacy ghts of their
donors are disabled %, and the exploitaton of the bicbank is therefors noc hin-
dered by such rights,

[n the cases where the dam would not be ancaymised, the povacy laws fully apply.
Questions eoncerning the reueilisation of the donos” samples ' and dat, as well as

W Sepacher contibutons o this book.

™ Seemecitl 26 of the D Procecson Directive.

" Are 22 of the Oviedo Comvention inslts on the pecessay of adopting sppropmate informarion and cansent
procedures when a removed part of the fieman body i stomed and used for other purpeses chan those of ics
remorval. Councll of Europe’s Convention far the Pratection of Hisnan Rghts and Dignity of che Hisman
Bemg with regand o the Avpiaticn of Bichagy and Medicne, adepted in Oviedo 4 April 1997 and ics Pra-
rooaly

)



 The reluioeship hetween the data pretection eles and the darabase sphe i sciresly

L4 PROTECTION DES DONMEES MEDICALESTHE PROTECTION OF MEDICAL DATA,

the compatibility between the purpose (e.g. diagnosis) of the first processing and the
purpose of the reutilisation will arse, 1 sech ceutilization seeks the pecformance of
scientific purpases "9, then it may be grounded on public interest{s} ''7. If both
processing ars compatible, the donon’ consent to thie second processing doss not
seem to be mandatory provided some condinons are sadsfied "% Bus he may how-
ever abways exercise his right to oppose to such pmgesing *77,

F A Data protection rules and sul generis rights: primacy or cohabitation?
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{fromy the harm that may be caused by an adverse use of their dam), while che i
penerss wights do not intend to protect the dara as such bue rather the investments
made o the collecion, the venfication or the presenadon of the dag as 3 whole,

Should a donor want to cansule his health dasm conmined in a hiobank, such request
could only creare tensions if it involves extmetion of substantial pars of the
biabank. Indeed, if such exerscton s protected by sui generis righes, then the ques-
ticn anses whether these nghts may be overdidden by the donor's access oghts. As
strewed by the Data Protection Directive, intellectual propercy consideratons may
not cesitlt in the data subject being refused all information, The data subject’s acoes

enlightened by a1 specific recital included in the Datbase Directive, which reads:
“[...] whereas the provisions of this Directive are without prejudice to daty protec-
ten legidadon” % The same recital insists alse an the divergent aims of both the
Datahate Direceive and the Dara Protection Directive. According to the Europesn
lawmaker, the provisions of the Dams Protecoon Directive remain fully applicable
despite a potential protection of the das by dasbase ghts,

In its recital 41, the Dt Protection Directive gmves alio some gpuidelines s 1o the
refationship berween privacy rights and intellecmal property mghts: *]...] Whereas
this ggght [the aceess right of the data subjees] muse not advesely affecr trade secres
or intellectual property and in particular the copyrighe protecting the softwars;
whereas these considerations must not, however, resule in che dar subject heing
refused all information”. From the reading of this recital, one remarks thiae even if
the datt subject tbways benefied from his dats procection righo, thiese nghee should
not be exercised beyond their purposes, in 2 way thar would damage or jeopardise
the intellectual property of others.

The relationship bersreen donors® dat protection rghts and the biobank maker's ui
Jpemenis dghits presents the features of cohabiation, most of afl gven thae their scope of
protection differs, The dam protecoion npghes aim at protecting the data subjects

T The soertific paipose "corssts in emablithing permarent prnciples, loss of belasdour or paccenns of cau-
alicy which mrarscendd all che mdhidiat wa whom ey apply”, Recomenenitacion r® 8 (97) 18 af the Cam-
ittt of Miniseers 1o Member Stares conceming che provection of pergonal dar collecoed and processed
for srarisical purposes Adopeed by the Commirees of Minicers on 30 Seprember 1957 ar che 6027 mest-
ingaf the Miniszers’ Deplties.

T A & 4) af che Do Protectian Directive.

M8 Foraninternational gverview of the consent procedune in the redtilisstion af samples and data, B3, Kok
i, “Baabanking International Morma®, Sympasam Regudition of Biobanks, Spring 2005, jearal of Liw,
Mastichr g Eehich p 7-14

MY L Derangui and BN, Vimkaicis, "L ekuilisecan des donrdes b ciractbee penonnel telaces § loard en
recharche médicale sous langle du droi befge. Quand Fincknic de la rechenche rerconere celus de b procec
micn de fa vie privée du pamicipanc”, T, GezfRaw, O Sasd, 2004-2004, p, 25-26,

A0 Rpcical 48 of the Dambase Directive.
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right should therefore prevail, 2 long as this request perraing strictly o bis personal
data and 15 issued for medical or other pemonal purposes. Such limitation to database
owner’s exerction fght should never be considered as 2 general licence to the dam-
base or the considered substandal pare. Indesd, this limitation being grounded on
data protection dghts and/or health law principles, the use of the dat should be
limited ro the dgho and interests protected by these Jegdanons, [n other words,
once the data sbjece bas accessed his pessonal daca (by exracting a substantial part
in the dambase), he would sall need the authonsacon of the dambase’s owner
*sell” these dam o o comemercial darabases’ maker for example,

Such limimtion o the daabase’s owner nighes could cover bath the exteaction and
reutilisation of the data. The access pranted to the data subject will generlly lead o
an extraction according to che definition of the Dambase Directive, Forthermore, a
panent could cansmit the extracted health data to a pragtitioner, on basis of his
right to self determinarion 21,

3.  The real influence of database rights on biobanks?

Intellectual property and the exclusive and monopolistic nghs they enail, are often
questioned when they seem to hinder scientific research and public nterest. Such
debate may also anse a3 regands biobanks and their protection by oué generis dghrs.

On the one side, researchers need to aceess to biobanks in order to extract and use
their content o perform their researches, On the other side, hiobank makers con-
trol such scoess and may further own database nghes thereon,

Acees ta biohanks is prior to any possible vse of the latter. Access as such is how-
ever not part of the suf genens dghes' scope of protection 2. The “access rghe”
sxercised by the biobank maker is mther based on matedal property law ' and
service contracrual clanses, bur nor on intellectual propermy as such.

W CF sapra,
3 D muse pote however that the accews i compttersed database penerally invelves temporary tansfers or
repraductions that wre covered by the definition of “estration”,
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Such access will be pranted or not according to the policies of access adopred by the
biobank maker, il any, The common practice 35 the sigmature of apresments
berween the biobank maker and the researches(s). The teems and conditions of such
sgreement may vary from one biobank to another, The grmnting of acces o
researchiers will depend, among otherm, on the purposes of the research, and even
sermetimes on the research cutcomes that biobank makers may get in exchange.

Some public biobanks for example require from ressarches not to puss on the
resoures matenals oo any other reseaccher, but to share the resls of their

THE INTELLECTUAL PROFERTY OF MEDICAL DATA..,

condition thae be indicates the source of the informacon and that the extent of the
extraction is justified by its nen-commerdial aim ¥, When the condinons of the
limitation are filfilled, the researchens may carry oue the reproducton, the madifi=
cation, erc. of o substantial pare of the biohank, but net s reweilisation (as defined in
the Database Dicective).

[n ardet to assess the impact of the database sl generis protecuion on the exploianan
and management of biobanks, one muse never forget the dual natuee of biobanks;
electronic databases coupled with material samples that are kepe in specific facilides.
While sui generir tights may not wally play 3 major role in the explonation of

ples of the biological content or non-electronic dam which cannor be accessed
directly by researchers. Wich regard to the electronic dam, the access may be
organised by way of membemsbip schemes, and/or controlled by classical user’s
name and password systems. This & normally done in exchange of a fe= 125 Same
bighank maken may also adape an open access model.

When researchers have had accew to the samples or other dats, the subsequent
opertions they are allowed to cammy out wath these matedals moy differ according
to the type of agreement concluded wich biobank makers. Even if the later do not
claimm their s gerens rights in such contmctual clanses ', they may decide to
enforce these rights and thus control the extraction and the reudlisaton of such
datz. Biobank makers resain indeed entitled to restrain such acgivities in case sub-
seannal part of the biobank's content should be the object of these acs.

Indeed, the scope of the fui generis fghts. may sometimes extend to some further acts
performed by the ressarcher wich such dam. For insmnce, the copies of such daes,
their fnsertion in anather biobaok, or anywhere else; their communication to third
parties by any mean, could fall within the i generis npho, should such aces qualify
18 gubsmantial excractions andfor reutlisations s desenbed above, In such cases,
resgarchens have to respect these rights and, accordingly, ask the biobank maker's
prior consent before carrying ouc any of those aces, unlews some limatanons wosod
generts rights apply. For example, it the purpose of the extracdon is the Qusmadon
for scientfic research, the researcher will generally noc need o ask such consent on

T W da o refer to the prepemy of blotogical tmple o such, which B a concept that may be questoned,
bur rather v che propemy of the fcilivies and infraseractunes wherein they ane kep

B4 This practice s much sxcended in che domain of nansal sclences. n this sensa, read 5, Boasr-Aau, "The
Role, Value, and Lemits of 58T Casm and Informatsan in che Public Demain lor Blomedical Resessh®, The Boly
of Scientific and' Technica) Data ard (mformation ie dre Puttic Damele, Proceedings of a Sympoalum, The
Matianal Academies Press, Washington DU, 1005, p. 42

B This few belps in the funding af biabanks, even the pubic ones which genenlly do noc dispase af kang-temm
Inwestments,

B8 ary blsbanks have not even yet adopond & pedcy on mesllectual property nghts
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material samples and the non-electronic data, their protection o the digidsed
dats may prove to be very influential, as suchy part of the biobank may be easily
copied and reused. However, ¢ven if hiobank makers can control each exraction of
physical samiples, one could imagine situations where they could call spon their s
peneris Fights, should they realise, for example, that someone i systemadcally
ordering samples (DNA fragmens, for example] in order to build up and exploir 3
new bichank on the side,

We can therefore conclude that cesearchers arve led o deal with different types of
legal regimes according to the way they get access to the biobank, the type of mace-
dals they want 1o use, the type of researches they aim to camy out, the biabank
makers’ policies, the contrace they sign, and indeed finally, the wall of the biobank
makers to enforce or not their sui generis fights,

These fictars shall generally differ depending on the exploimtion model that is
upheld, The applicanon of one medel or another will generally vary according to
the naturs and the source of the daca, the funding bebind the biobank, its rtiorale,
ale.

We however have to highlight thar, in any case, from the researchers” point of
view, the crucial stake as regacds bichanks seems to remain their condidons of
access. Dratabase suf generir rights may enly have some influence on the way the
darsbase and its content are wied, once such dccess has been granced,

4. Intermediary conclusion

Biobank mikers will generlly be vested with suf generis righes in their bichanks' con-
teme, The third parties’ interests at stake with regard to the exploistion of btobanks
may be, on the one hand, the danors’, and an the other hand, the rescarchers’,

As far a3 donoes' interests are concerned, some biohanks” content 15 snanymised,
which will usually disable privacy data protection. The anonymisadon of the

1 arn 9, b) af che Oarzbase Directive.
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doners’ data entails that the latter cannor claimi any right thereon: there should
therefore not be any conflice berween their interests and those of the biokank
maker. Sometimes, the introducing of 3 patient’s dam and samples mto 3 hiohank
may be mherent to his trestment and the prescripion of his medicines {in pharma-
cogenomiss, for example). In sich case, prvacy law will fully apply, and will cor-
tainly greatly influence the exploitatdan of the datahise.

The muin problem dhat researchers Bee as regerds biokarks is their aceess. Onee
such’ access s obained. other hindrinces may be of conracual natre, Eventually,

:ulgmrm nghts may intervene depending on the way the biobank and i content is

General conclusion

The impomant principle we wanted to highlight and illustraze in this contribution is
that medical daca, a3 any other kind of sheer information, may normally not be
appropriated or monopolised by wiy. of intellectual propeny.

Copyrights pratect the form of the work, s long 2 it is original, and not the dara
that it embodies: anyone may therefore alwayy extract and rewas data embedded in 3
copyrighted work.

Contrary to copynght, which proteces the structure of 1 datshise as well; sul penens
rights are presented as protecting the content of the latter. However, such sl generic
righss do enly regulate the “extraction and/or reutilisation of substantial pars” or
the "repeated and systemanc sxeraction and/or rewtilisation of insubstantial para” of
the content of the database: one must therefore stress thar this protection does not
:i:her_e_m:il any rights on the data or information as such, but only being pare of
a specific ensemble, and only as fir as it is proved that such ensemble has acrualhy
been extracted from the protecred dambase and/or reutilised.

One could however retore that, sometimes, copyright or sl fenenis nght protection
eql_mh to indirectly protect the embedded dita, As regards copynghts, it is posible
to imagine soine cases whire it would seem difficult to extract the information fom
a protected work without reproducing protected pares of it This is especially the
care with viswal marerials, Tndeed, it wonld seem diffcult w accurately exteact all
pestinent medical information from 2 mstnmography for example, withaut sctually
making 1 complete reproduction of the picture, The sole possible alternarive would
bz to redo a new shot, but even in that case, this would imply that the smtus of the
patent would not have evolved, which will sametimes not be the case. In some
struanions, one X-ray shot will cheréfore be the sale exemplary of the paticnt's
medical status at a precise time, and the only way of transfering these data will be o
reproduce the work.
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Similar situations may eccur a regardy databaes. Biobanks will wually be unique,
not only because of the remendous mnvestoment they represent, bue alo for dheir
content may not realistically be found anywhere elic (because of the mrenes of the
specimens or samples gathered in these biobanks for example) 145,

Intellectual property could affect the sccessibility and the reuse of medical dat; not
because they create 3 monopoly en such dat, bur becswe they may pratect their
unifue source, and therefore samehow affect the extriction and/or reutlisation of
such data:

A amahysed in-this- comtritation, such intellectoat propesty oghos should step-mide
for the parienrs’ fundamenal righes o case of conflicts, The patient should indeed
alwiys be granted the dght to accsss and reuse his data for medical o private pur-
poses, conforming to the principles established by the data protection legislanons
and by medical law and ethic,

When it comes to medical researches, the maln jisve sppesrs to be the researchers’
access bo data. As hereabove set forth, the owners of databases usually bhave the roral
physical and/or electronic control on this access, and can further regulate it by the
way of contractual clanses. Such contmctual provisions may condition not only the
access bur, in many cases; the use of the database as well, Daabase nghts mught
anly play a secondary role at 3 sub-layer level, and this only if such wie enters inm
the scope of this specific legisladian.

T Binth slbuatiem oot withaut somehiow remimding the Eutopesn cne-lrw dealing, from competimian law
prospecrien with copyrighted Infoamanoen wuroes o de faceo sandards and which finally réached to judicial
coenpilsary eenaing, ECL, 79 April 2004, M5 Haaloh G o Co. OMG & NDC Helth GombiH & Ca, K6, 418/
I, ECR 2004, p L5038, ECL 8 April 1995, Radio Taleffs Sraann (FTED ard indanerudent Tafrviiion Publizations
Lrd (TTP} w Coretranion of the European Cometusitios, 2417970 and 241/90, BCR 1995, . 00743,
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