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WD 2004/ 079328 PCT/ EP2004/ 002379 METHOD FOR LI NKI NG A
Bl OLOG CAL SAMPLE I N A COLLECTI ON ANDY OR | NFORVATI ON

WORNADED28TO A Bl OLOG CAL SAMPLE | N A COLLECTI GdCT/MP20B1/002379

I NFORVATI ON FROM THE DONOR OF THAT BI OLOG CAL SAMPLE
5 DESCRI PTION The present invention relates to a
MBTHOU FOR LINKING AaBEOLOGICAR| SAMPRE eIN nA gCOLLECTION AND/OR

ST RO Ul T SRR By a coppmcTIoN

t hgtThi ehPORRATTISRMPREMAPEE f DORORT OB enA'e| Bt@SOEICAT EAMPLE
use of said nethod for providing information rel ated

to a biological sanple present in a collection to the
donor of that biological sanple. 15 It is conmmon
practice for hospitals, research institutes,

uni versities, pharnaceuti RBBECREPBI@¥ echnol ogi ca
conmpani es, di agnostic | aboratories, or biobanks to
keep biological sanples derived from human donors in

col | ectipgs. prddase GRIdRGIUORS16RRBsber al AkkXBHY for linking
smal | conpr|5|ng a 20 limted nunber of biologica

sahppéggmabaﬁamleew pargklecbhpr | 3RdhOH iR tgon

OLSLEICPh, FRbESy 108 PLaL 00 6oL SBTBL B AL, Dk

asaopl ef atbaaplsyolagleal gmm;_bl@pm@t fontharmsowd, ralmtes to
asp |rat|on or any other 25 nethod for isolation o

SEE AT AR NG hERBA FREBPHaFor ROt T Y g Tat EPd to

£9616520P] esGfbe ity il %Slé%ll%’&%'lﬁﬁe'&bnGheoﬁoﬂ@r of
vitro fertilization. Specific exanples of such

bhet ogi chdgsead | swnralre body parts |ike an anputated

linmb; organs like a liy ne. pl een;

L oneo PERs ot bfeeide £k Sl A SAERlrcn
&ﬁétmﬁutégﬂnﬁﬁlﬁérgihﬁésﬂH@h@ﬂﬁ@@@&t1@$BC@ﬁtbuotechnological
unmbi l'ical cord; blood or isolated fractions thereof;

BEBpanipai d91iRPRESTYRPRAPPIRBOT 5R8r cPB IO PRARES | T dicer
ﬁ%gigalcgflgémples derived from human donors in collections.

These collections can be relatively small comprising a
limited number of biological samples or can be very large
comprising millions of biological samples.

The biological samples can be any human material
either directly derived after for example a biopsy, a
surgical operation, a swab, an aspiration, or any other
method for isqlation of or obtaining human material, or
indirectly derived after for example cell culture, tissue
engineering, or in vitro fertilization.

Specific examples of such biological samples are
body parts like an amputated limb; organs like a liver, a
kidney, a spleen; tissues like parts of organs, muscles,
skin, or retina; tumors or other malignancies; placenta;
umbilical cord; blood or isolated fractions thereof; body

fluids like lymph fluid; secreted fluids like saliva; cells

CONFIRMATION COPY
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CONFRRVAWN COPY WO 2004/ 079328 PCT/ EP2004/ 002379 2
i ke |Iynphocytes, sperm egg cells, bone marrow

wa@ed®79328 i ntracel l ul ar organelles |ike the  PCT/EP2004/002379

endopl asmatic reticulumor the mtochondri a;
intracel lul ar conponents |ike DNA, RNA, or proteins;
cell menbranes; extracellular matrix; extracellular 5
conponents; or cell culture preducts. The bi ol ogica
sanple can al so conprise conbi nati ons of the above

addi té;? n Ofd RN 2hse, dabae ﬁhEE‘S% cells, ;
a|n ?% %ﬂr éﬁg

eposi tion of
bhﬁkagebhﬁls&n@t@ammllﬂnzﬂnkajthﬁh@md@pﬂesmatebareﬁl¢@ﬁum or

t he bi ol ogic sa di cal 10 hist 1 d

SereRt SOP LA T A, TR F TRy D A a LB BR e L it GV RN, or
BXBEESEEONcHR] Bnetdndd Onalt réRied.l veBY MaBERRY aéxﬂm@ellular
eplden1ofog|cal dat a, SOC|oIog|caI dat a, ethnic dat

@t@mpgnapmsc et asl hrewkt kg PISIAKE fflhﬁnﬁl@%%nl&ﬁl ofample
%%S als l88h§ghs§ag8h§1ﬁﬁg£8ﬁsfS?H%ﬁgaéﬂ§ﬁ§ é&aﬁﬁ@és
0] ﬁH ed t

i on rel at ereto, are stored in th
col | ecti on. a&hﬁﬁﬂonplbétenoass@fdwtwj0@1t®¢rs@b¢ﬁxnﬁd before

and/or information rel at to,t .
06 AosLodl uAEPe°  EachuPLeChr Phelstrct ogrEils GhroSrained

E%%Egﬁfggr”egbﬁﬁkeango Eﬂérﬂﬁégbgﬂb§§|s§ﬁpE@CE§ke medical
especially when a collection is 20 statistically

héptesgntatayegéneakopbpal addton drifesitode. drgp, genomic
th b
Pé%ﬁtegfosggﬁgnL$%€Og|ca:§qpprﬁﬁ‘%ﬁg! eh@&?%ﬂﬁghggl data,

sanpl es ena

devakRpsesyiell dasgs, s@cnamcegﬂdm elatei, d@ttihmhcoﬁathe
under | yi ng nmechani s di seases |i ke cancer, heart

degeasEEn e %E@esagz%? R tR AP DY fEgTedesgrron on the
953 g@ﬁ?éﬁﬁs§gﬁ atedhrbh a5 N2 18/diaW Ok he information

epi ogl cal research; or enabl'e the identification
ardhted thetatoonaoé ph@h@@eh@ thovevklectiomr der to

ggaLﬁgg]iﬁgggigg Fﬁ 10H?g$%;$05188§c31 Qéﬁﬁf@écgﬁd/or
information related to the biological sample form a valuable
resource of research tools in many fields of medical and
pharmacological sciences, especially when a collection is
statistically representative for a population or cohort. For
example, these biological samples and/or information related
to the biological samples enable the development of drugs;
enable the elucidation of the underlying mechanisms of
diseases like cancer, heart diseases, diabetes, hereditary
diseases, or diseases associated with ageing; allow for
epidemiological research; or enable the identification and/or
isolation of pathogens.

However, in order to perform research on the
collections of biological samples and/or on the information
related to these samples or to use them for other purposes,.
often iﬁformation is required, like a consent or objection of
the donor to the use of the biological sample and/or

information related thereto, or information is required like
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30 related to these sanples or to use themfor other
pur poses,. often information is required, |like a

w@omgem32or obj ection of the donor to the usePOf/EP1ve4/002379

bi ol ogi cal sanple and/or information related thereto,
or information is required |ike WO 2004/079328

PCT/ EP2004/ 002379 3 addi tional nedical information,

of the donor of the biologicag sanple. Obtaining such
information fromthe donor can forma serious problem

% EQSnE B@HleélpEHEBkﬁégio@f 8f @Ré'&@ﬁb?noﬁfthe

oglca sanpl es because of t he ow ng 5 reasons.
Biivdbgiahfheaghlen @bnelnmnge@m¢bnsnf@ém@t89nn@rom the donor

OLOLTR 90 e dont ol FE 2,0°0E. 500/ OF B0kettor of «

sanpr e an

eflaepat banofr Bhategitalt Bempl € ogecahssaspl ehe stishlowing
i nformation cannot be 10 used because for exanple such
rePgemati on is no longer valid due to noving of the

donor toF§ggghegl@Hgﬁ§§Sln0§ ??fle&@ﬁ@ﬂ@ £@eﬂ€¥¥ylng

donor. Secon I'n a nanber ections such |inKed
iicheotrnbiccahi of théodnabrgnlmkethendmaoandéonoaddress, is

| abl 15 b '
366 a1 BanBROLARGPB) FREPTR OPALOFOR P ol AT BN bLoT

E%ﬁa%@ﬁpk% tﬂ% EE%lbbEEﬁg shﬂ?ﬂé'fbﬁéhlQﬁf@@ﬁa@i@ﬁeﬁinnot be
time of deposition of bi ol ogi cal sanple in

usedcblebeutseot&orbaKamaéedéucbeitaf@rlyatél@ﬂef-édn*r)o onger valid
t f
§<U§o Oteﬁlggfilfal\éﬁlgg %ggn? g%n 8 alqg){: gfyaﬁgrgggt E8£| aname

IC&IOI’]II’]OI‘YTHIOI’]Of t he

@g@@ eCotl dhbedbast.f or exanple due to a conputer
nalfunctlon The situation that the dopor cannot. pe

cont act e8e6PB8, &Bu3eBUEPHF obf eR?P WheRt 18RS eXURp| £inked
r S E c%%l%EICEEBEﬁngBh ogStﬁénHBﬁoEeY§3h§t available

ormation I's 1nmportant for the donor to known
bdoau%erlexaapleeweﬁodapbsmhedeWathnghEobpeéQGbCél sample
and/or the information related to the sample; or the linked
identification was present at the time of deposition of the
biological sample in the collection, but was deliberately
deleted for example to avoid the burden of privacy
protection. Also, the linked identification information of
the donor could be lost for example due to a computer
malfunction.

The situation that the donor cannot be contacted also
causes a problem when for example research on the biological
sample reveals information which is important for the donor
to known like for example information relating to possible
diseases or a predisposition to certain diseases for which an
early treatment could be life saving.

Thus, there is a need for a method enabling to link
1nformatlon from a donor with a biological sample and/or
1nformatlon related to that sample. In addition, there is a
need for a method enabling to provide valuable information

relating to a biological sample to the donor of that sample.
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di seases or a predisposition to certain diseases for
which an early treatnent could be |ife saving. Thus,

wo b@nmo79338 a need for a nmethod enabling to |i nkpCB8P2004/002379

i nformati on froma donor with a biological sanple
and/or information related to that sanple. In
addition, there is a need for a nethod enabling to
provi de val uabl e information g4elating to a biologica
sanple to the donor of that sanple. WO 2004/079328

PCT/ EP2004/ DOZ3{9, Jdeééwé S 1R §6td 3 10T1 s IS &

i nvention to prOV| e such nethods. According to the
presea¢ snekenhebhothis objective is achieved by

provi di thod for. linkin | | : .
PrCn ColfeterStagnis obhs ety o fufdah i S ¥Beeive 1s
bial 098 aby SBIBY £al Agda cpbtieed | o v itk i of RIS Tvyi.cal
fromthe donor of %at blologlcal sanpl e, r|S|n

Satﬂhée pisb| acCPééa@‘é#OBra@é/ P TOVE PRI 1RR | B2 7
8ga %1t9§m§@8|9g| Loff@@%fﬁh'ﬁhﬂﬁmiﬂfbfﬁﬂﬂfgﬁ'f¥bm the

ern naton o one or nore bi ol ogical
@BﬂbﬁcbﬁrtBhtcbloﬁogldahosamp&munmbmgﬁi&nmme request
or call for informatjon; - n@ si_on of
s

det er mi ned b?%ﬁcEﬁQ%ﬂc:ﬁ§qH%%;a8geF £8%, %nfﬂgmatlon from

respondi ng donorgdogel her e bhoibeitbaiosm 1L@§ {f 0ofme
the donor to a keeper or a proprietor of t

col I ecti on; GOlh%ctbnparlson of the deternlned
biol og cal gharagt erfﬂlfﬁa'ntgfqufoft Ul B3PABALNG; 92801 ca)

with the 2 I ol ogi ca aracteristics
of the biol oghgadcisardteiscs pfordelonbae irdepbhfiingheo the

bi ol ogi cal sanple of the res ondln donor and/ or
i nf or mat i on FREEREH 2% e Hiodl &Q|g59a§éﬁﬁke and

- the submission of the determined biological
characteristics of the responding donor together
with the information from the donor to a keeper
or a proprietor of the collection;

- the comparison of the determined biological
characteristics of the responding donor with the
corresponding biological characteristics of the
biological samples in order to identify the
biological sample of the responding donor and/or
information related to the biological sample; and

- the linking of the information of the responding
donor with his or her biological sample and/or
the information related to that sample.

The first step according to the method of the present
invention is the public request or call for information from
the donors of the biological samples in the collection. The
request or call can, for example, comprise the reason why
information of the donor is required, information regarding
the collection, the preferred biological characteristics

allowing identification of the biological sample and/or
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- the linking of the information of the responding 25
donor with his or her biological sanple and/or the

WO pdoafonsses on rel ated to that sanple. The firstPGI/Ep2004/002379

according to the nethod of the present invention is
the public request or call for information from the
donors of the biological sanples in the collection.
The 30 request or call can, fog exanple, conprise the
reason why information of the donor is required,

Lon re

i,nf.or mat_ i, ardi,n he co f

P OPGUrEAP RELAEER) PRprager arhESh, SREQERFL PO FEOEGhe donox
tihe gbkakedi cak sanplaaatdhsr ti€-2604/ 079328

PCT/ EP2004/ 002379 5 infornmation {elated t he

whi ch i nFBEnREPSRC FERTEAR AbnGR1+i S2UERF kS gy or
%qugggkbo?%ohh%ﬁ%okeeﬁgg Qkuhé peayest ot §§|£h§a@ollectlon

e by or originate fromthe keeper or the
puapciheat ai sof origiceltkedftrponany pbhirdapaatse bikgimafesearch

fromany third rt like a.r se

AREEAEEEG PCal %% E%BFSEEﬁSF%gsca régﬁﬁgﬁ§£§é¥é$%s% %Fany
h&t%&%s%@bl eot ikar. chheerequast or call is nade

publicly. Publicly in this context neans that_th

request EhA EéQ#ﬁé§ PKr 68gh 1300_8PmRRPLEE} BN %TE&&E&% in
%u%%r %@%OQSanEUEh%ESQh%h?EqEQStr QHGEE ﬁé&eb€hE@@§h

ofmrunicat’i on channel s “open an aut hori zed
Qomisitiicattien ghawnedfs p@epléosuehyasetobuteabﬁplehat the
physi ci ans, or other nedic fe33|ﬁnals

et Zeimofec e GO BoRRTRPELCT éoPhSha&%elS open for
?ﬂ%%% &ﬁz%@to&e§%%%QE%QeHOg§o§§e6Efb@oﬁ&@uﬁu@ﬁ as for

anne According to the present invention an
@manméb whw@hce@@bbegr phéetraﬁéﬁpéél§ﬁ06ﬁsﬁh@nﬁiauest

o call tRelonars SiLheh, dLLERLlYeot LOGRLESELYIAS the

sui tabl e urta conmuni cat 1 on c
HRricheiss ndt, ﬂ@@ﬂriE%edlﬁbeénebeciﬁlepg@bﬁpCof channels

ngggigiggn%LFQEESz&eéggg 1%©§ntigglgnyt%£g neTewhlch enables
the transmission of the request or call to donors either
directly or indirectly is suitable. Examples of suitable
communication channels are television, text TV, internet,
specific intranet network(s), WAN, LAN, email, telephone,
SMS, radio, newspapers, magazines, bill boards, folders,
mailings, posters, advertisements, or combinations thereof.

After the public request for information from donors,
the next step according to the present invention is that one
or more biological characteristics of a donor responding to
the request are determined.

The biological characteristics of a responding donor
are those characteristics which correspond to or are
equivalent to the characteristics of the biological sample
origin;ting from the donor and which are sufficient for
identifying the biological sample as directly or indirectly
originating from the responding donor. Although any

biological characteristic can be used preferred are
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SMS, radi o, newspapers, magazines, bill boards,
folders, mailings, posters, advertisenents, or

wa@ oovioreses ons t hereof. After the public requeseCT/@P2004/002379
i nformati on fromdonors, the next step according to
the present invention is that one 25 or nore
bi ol ogi cal characteristics of a donor responding to
the request are determ ned. The bi ol ogica
characteristics of a responding donor are those
ﬁféiﬁgi&%i SE &S 000 £Ns1C08d BSPORG AP 1 &L e R HNT
tot characteristics of the biological sanple 30
proge et i ngelleom ohetelditr combawitirmret siig ikdicast or other

for | i fying the bialogical | et _
Py EEER BTG e i PO L REhah T o Teliably,
Ahd POHThe BAYi vEL 9| Ogb€ad f Ty iaed asé Sddtcemimdr ars éniman

preferred are WD 2004/ 079328 PCT/ EP2004/ 00237%%331
ha ot i EabbeabRrad iRy | 5343 oI AR T Y5 Wk 1765 i Focedures

& eégsbl§§¢|50%?@c{£bﬁ|3%7Q9ﬁ99§itﬁé!héﬁsﬁiﬁﬁéﬁd“&%d“@eneral

ot hér ~~ bod | Gids since these characteristics can
gasilypleelalabrytorpnefwipmasitat i vel y cost effective be

det erm ned on_hupan mat eri al. obt ai ned by rel.ative
non-inv%?%oﬂ%df%lg%qed%@ﬂﬁ g ﬁoja%l%qjocoadl

8ﬂ££$€%{afﬂs@ic§v\@9§1wé’§i Neh Shandarehangrgened alherefore it is
aval [ abl e | aboratory equi prent. ©Methods for

detenacaasaon b bivthe scehhe deeerintseah febsm@inations
known _in the art and therefore it is 10 not necessary
8 PGFehdr describe herein such determinations in

detai |l . Exanples of bislagicda characteristics sare INIA
fingerprinting patterns, Restrictjon Frqgnent Lengt h

PongRBPHANEIME RER PSRt t FATL Pot iR FeRIReRf nhendth
FRRh AR B B gLl Posind b Pt s on (2R
pabtiachss) pr Beel nTemer Bskymerapat Cerhis, RSipiglen (RTPCR)
B%ghgg%kg ,PSEXQDE BL@Q&i:?NE?%teE%%ﬁ protein expression
patterns, Single Nucleotide Polymorphisms (SNPs), RNA
structure(s), patterns of RNA levels, genomic mutations, J
genomic deletions, genomic insertions, genomic organization,
cell composition, cell morphology, blood composition, body
fluid composition, tissue composition, tissue morphology,
extra-cellular matrix composition, extra-cellular matrix
morphology, protein structure(s), protein level(s), lipid
structure(s), lipid level(s), carbohydrate structure(s),
carbohydrate level(s), proteoglycan structure (s),
proteoglycan level(s), glycoprotein structure(s),
glycoprotein level(s), glycolipid structure(s), glycolipid
level(s), lipoprotein structure(s), lipoprotein level(s),
nucleotide structure(s), nucleotide level(s) or combinations
thereof.

After the determination of one or more biological
characteristics, the information of the responding donor

together with his or her determined biological
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structure(s), patterns of RNA | evels, genomc
mut ati ons, genom c del etions, genom c insertions,

w@esanies2or gani zation, 20 cell conposition, cePCT/EP2004/002379

nor phol ogy, bl ood conposition, body fluid
conposition, tissue conposition, tissue norphol ogy,
extra-cellular matrix conposition, extra-cellul ar
matrix norphol ogy, protein stgucture(s), protein

| evel (s), lipid structure(s), lipid level(s),

%ﬁ598€¥g&§%%1égfHE%UESEﬁltte85t8aEHQhMQéﬁéf $§V§%$§Qletor of

proteoglycan structure(s), proteoglycan 1evel
ghycapidteicioatruct ure(s), glycoprotein |evel(s),

gl ycolipid structure(s | ycol | l.evel e

oot o BiRSEHERE T o CLhe Bl S Eav Bedr CFHGA fdgistics of tne

&@ﬁ%@gﬁhq@ sibhyet Hre( Syedntsl egbhdesieve (5loDdgical sample
inations 30 thereof. After the deternination of

ofictbe mespobdanggrleapr - chhiaceani Bej danetlpw comparing the

d@ftOf g,eggb%lggﬁgl iseﬁgggpeﬁ%egggﬁ? {gge lgsrdmlh M Sh the

rmne ol ogi ca
EGE&EB@@Q@A&@23Z9eqﬁlehaeattbio$bgmsahrehsnb@térfxtics of the
t he _keeper or proprietor of col l ection

9&8&@@&@ﬁ#|ﬁamPH@Sbﬂ8|BBFcaP iﬁﬁFé@Perﬁg?Pc§°%ﬁa¥+&Pn is well
&%%REQthQg%OEE% ahg Hﬁ@gefgrédﬁﬂthEynBBen@bé%§§&§aio further

sanp e respondi ng donor. This can be done by
despaﬂbagheheldesachlnempbrgsgglmaldehalhcterlst|cs of

he d h,th
bi ol 0gi oBF CEfal AEREHF AL ERORTOf nEnS o BF biy R stk 20 /o

et he reehhegbhore18¥ER E@nﬁﬂélEQBlb§1@§l|saM@D@ﬂa$n
the art and therefore it is not necessar% to further
a

ooigdsetiipe Heeai fheuERSEORPARTISBANPH, dBR@i infoypation from
RIS 0D B ecPLILOR S8 sag! SadafL oo 08 cne
anifgirmatriing freamctdetpeshendiogodbnst, samelénf or mati on
;Lg?grtPﬁggogg£hgg gégggglﬁg Egetgéoﬁggéggiogagﬁﬁgeprovides

a solution for linking information from a responding donor to
a biological sample and/or information related to this sample
in all the above-mentioned situations wherein the

identifying information of the donors cannot be used or is
outdated, the identification of the donors is not recorded,
or the identification of the donors is lost or deliberately
deleted.

In addition, the method according to the present
invention provides the possibility of opening a communication
channel with a donor for subsequent information exchange
regarding information relating to the biological sample.

An additional advantage of the method according to
the present invention is that the method allows that the
responding donor can remain anonymous while being able to
provide information to the keeper or proprietor of a

collection since identifying information, like a name or

address, of the donor is not necessary for the identification
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15 information related to the biological sanple. The
nmet hod according to the invention thus provides a

wa@elbises for |inking information from a respoPdi/RB2004/002379

donor to a biological sanple and/or information
related to this sanple in all the above-nentioned
situations wherein the 20 identifying information of
t he donors cannot be used or ig outdated, the
identification of the donors is not recorded, or the

ogentiisf igatieenablbhecdoneaspile haayoer idebihetabel yelated
deleted. In addition, the method according to the |
phegerc 25d nhensubiegrevidédnkhadpesstbrl infogpation from

%%bnh%%o§ 9 %%%aBEBEogi Qﬂnggmﬁﬁgha dQBPQE éoinformation
subsequent “i nformation exchange egarding i nformation
rellattiedy tioo thiee bhbdbgdiceal ssappee. An additiona

advant age of the nethod according to _the present . ,
i nvent i oACFSTEREE FReCREt ABRC FW%&E ?ﬁaph?h%re%%nt invention,

eSPARdicRG49Rer F¢BA LREBI-BSABARY ABUSoKBL! €sbgh Neb P ion or
to provide information to the keeper or proprietor of

@onskhsctipohhei nee dferhé 34 npaiadr mamipde, andkerathe
nane or . .address f,. t he daonor, i s nat sary for
dReorRani PR EatrbRaVis 20 oSS BT EEYG5a) 002379 8

of his omnheembi obogt chds semplesand! ahed nfiologtical sample
related thereto and the subsequent |inking of _the

PROdPRRtREniPFBRTAE RN demtR o t1P tHhe BrGilogical sample 1S
ﬂ%%%ﬁﬁytggx'ﬁﬁ@gﬁ@ﬁ'gﬁleégl@h@ddﬁﬁthErQbQHQE'Sabonsent. In
sa e: ccor f

ing to one enbodi nent of the present
ohent icomptrtike itheonsat 6nthe opi¢hegieshardindg dowdor the

i.s .an obj.ectio r., consent _ta the use _of .the

PSP EAP T s BrbR B g el S FaPAs geegnpy 2llowed
Whenbhal epheatusatP! Lor | Sb Pl OUN IdfEerlde tysenef donor.

t he biol ogical sanple 10 and/or the informtion

rel ated €8 PRERDFFERFEMS sdifple IPOJiEGAL pinshe present
ALl 2nedHNbEs3:1 hBE FR00HORE DXL HPEy 2 SONBERTa ddhsent or

objection to a biological sample and/or information related
to this sample allowing the subsequent use of the biological
sample for, for example, research or development.

In addition, when a responding donor objects to the
use of the biological sample and/or information related
thereto it is also possible that the objection of the
responding donor comprises a request for removal and
subsequent destruction of the biological sample from the
collection and/or the deletion of at least a part of the
information related thereto.

According to another embodiment of the present
invention, the information from the donor is additional
information relating to the responding donor and/or his or
her biological sample.

Such additional information can be important or even
essential for some research purposes or other use of the

biological sample or the information related thereto. This



10

15

20

25

30

ot her countries the use of the biological sanple
and/or the information related to the biol ogica

wa 2mploeoses only all owed when an opportunity fBECT/EP2004/002379

objection is offered to the donor. 15 In both

situations, this enbodi mrent of the present invention

provi des the possibility to link a consent or

obj ection to a biological sanphe and/or information

related to this sanple allow ng the subsequent use of

é@%l%ﬁghgg'gﬁ%orﬁgepbﬁ £9r eshOL i £XRPPL RroFREEBEC OICh could
evel opnent di tion,” when a respondi ng donor
nbfebbsd901WRd fusw bhetdenbrohbgthaltsmﬁptbeahﬁ¢b@910al

i nformation rel at o it.is a o) b t

SREDIE, Hed BREBRLERE OF eShoRET G- SBntn R e caSehfi ot co
b@%@@bsfsa&yr gfovpk angfle SHBSBUUENYidast sawplonwas ddwosited.
bi ol ogi cal ngle fromthe 25 collection and/or the

dalset | éheoﬁdétl Lerat anparmagiopngan heoiRaPFBACLION
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donor and/or his or 30 her biological sanple. Such
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essent | anBﬁbl@Q”@fr§§§§E§8n§l’rﬂﬁ?§§§m9f1@ﬁ heridsecdt be
the biological sanple or the information rel ated
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demogrgphlg 1ngormatlon, or combinations thereof. Other

examples of information which can be provided by the
responding donor are the circumstances under which the
biological sample was collected and/or the methods used for
this purpose.

According to yet another embodiment of the present
invention, the information from the responding donor is a
request for information related to the biological sample. By
requesting such information a communication channel can be
opened, for example by including an address with the request
for information, through which information regarding the
biological sample can be transmitted to the responding donor.
It can also be envisaged that the information is requested by
the responding donor using a secured Internet connection,
making submission of an address redundant

‘Such information regarding the biological sample can

already be known or can be derived after subsequent research
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information related to the biological sanple are

medi cal history information, geneal ogical

information, lifestyle information, nutritiona

i nformation, environnmental infoomation,

epi dem ol ogi cal 15 information, soci ol ogical

! @1;1 os et Pptieihnise iof ortratdian,ogiderograaphiec and/or the
information, or conpinations thereof. O her exanples
of nf iRt i MV {hﬁFQ£§“provided by the ™

respondi g, AYNAs e & G GWIB raNGeequRdeEnehbeB1bBecal
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i nfornmation regarding the biol ogical sanple can
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resear ch 140 2004979328, PCT/ £R2004/,002379, 1100 101, the
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| Pé opoRd i datlaat edHdeiref rmaxian | sedhndfc dedf aomarhieokeeper or
related to the biological sanple and/or the
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et fiseatng LILOUR B0 B0le b1 Blacceriscics
i of Dy irettieorfrom the responding donor. Such authentication by
for example a physician or a laboratory performing the
determination of one or more biological characteristics of
the responding donor could be important or even essential to
legalize any other information like a consent or objection,
additional information, or a request for information related
to the biological sample submitted by the responding donor to
the keeper or proprietor of a collection.

For similar reasons the above-mentioned information
of the responding donor could also comprise an identification
of the donor. Such identification can for example be a
passport, a birth certificate, or a residence certificate. An
additional advantage of submitting information comprising an
identification is that any further requests or calls for
informéfion regarding the biological sample and/or

information related thereto can directly be submitted to the

donor.
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bi ol ogi cal sanples are deposited in the collection
anonynously whi ch neans w t hout any neans which would
enabl e identification of the donor. Besides the above
menti oned information fromthe;;responding donor, the
information submtted to the keeper or 15 proprietor
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aspect of "the present invention, the information o
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advising by the intermediary about consenting, objecting,
providing additional information, requesting destruction of
the biological sample, or requesting information about the
biological sample and/or information related thereto.

The method according to the present invention as
above described is especially suitable to be used for
providing information related to a biological sample present
in a collection to the donor of that biological sample. Such
use would comprise performing the above method and providing
to the responding donor information related to his or her
biological sample.

As already outlined above the information provided to
the responding donor could for example be information
regarding predisposition to diseases, diagnostic information,
prognoétic information, information about inherited diseases,

information about inheritable diseases, (anthropo)genetic
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physician, a famly doctor, a nurse, a nedica
professional, a | awer, a notary, or an authorized
representative. These internediaries can, besides the
al ready nentioned maxi mal anohym ty, guarding of the
personal 10 interests and the protection of the
respondi ng donor, contri but ect.aiMbe nedically
responsi bl e provision of the information related to
t he biol ogical sanple. Providing nedically

responsi bl e MdfHIdTBtd 0N 6AUnG Al $9 NSqReMI ¢iaig1B0in a
information, protecting the right of the responding
derbredBiomand ko ormition neatgqfo ¢f hilpd agdged sample

not to i,nf or med .ab r..exa C I

ored St ot (her R R Tog He Horlr B ehat
RGTS ERZOOA 002370, 13on@AINBg:1. Method for linking a
bi ol ogi cal sanple in a «collection and/or informati.on

rel ated to a Bicolvgilds r8aHBFE 8T ftul cbPY i Uatiop from

i nformation fhomdhe 4oRer tAE £08iogPEo] ogifd e SaMP e
conprising: - the public request or call for

i nformati on faodrhedathendonors of the biol ogical sanples
inthe collection; 10.- the determ nation of .one ar

nor e biorbgiS%FEC%ﬁfFQ&P@%ﬁgPigé %?eapﬁd%%$erQ%§%ﬁQ|%%%
to the requestar@ictedliktfies bnf orashbpnrespdiding to the

subm ssion of the determ ned biological |
char act eri st i%esIUst RE Fadpohar ngnEROFBRt 1Yt her 15

wi th the_janﬁﬁp%h%%igggghtgg 995o&eﬁé&ﬁﬁ%@ﬁﬂﬁﬁological
characteristics of the responding donor together
with the information from the donor to a keeper
or a proprietor of the collection;

- the comparison of the determined biological
characteristics of the responding donor with the
corresponding biological characteristics of the
biological samples in order to identify the
biological sample of the responding donor and/or
information related to the biological sample; and

- the linking of the information of the responding
donor with his or her biological sample and/or

the information related to that sample.

2. Method according to claim 1, wherein the
information from the responding donor is an objection or
consent to the use of the biological sample and/or the

information related to the biological sample.

3. Method according to claim 1, wherein the

information from the responding donor is additional
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characteristics of the 20 biological sanples in order
to identify the biological sanple of the responding
donor and/or information related to the biologica
sample; and - the linking of i1he information of the
respondi ng donor with his or her biological sanple

A matd2nl ke liatfiegmebi ener £bap@Eding tdeiosaml r dis or
Met hod according to claim1, wherein the information
firegmixiied ogdsi3dn dicig l@enor is an objection or consent

to the use of the biological sanple and/or the 30
information related to the biological sanple. 3.

Met hod adicoMditigpd @cclaidimg, tehelzim 3 hewhépdigr ridts on

fromthe respandi nq.donor addi WO 2004/ 079
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4. Met hod accordlng to claim3, wherein the 5

allcﬁcﬁetfitofrl@l Hnrff%”lﬂ\@ﬁtlloﬁm ngtéh*éé%rha%rbrh#@%a@r%p environmental
'H%% hﬁ@loﬁiégf nf@ﬁﬁ% Ir#(nboc1ologlcal

genea oglca ormatio est ‘ormat’i on
nitt fid dmagriaing, |m&mmnmtﬁoﬁprmaVmenn@emqaraphﬁmnrnﬁqnmqtion, and
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|nfornation, denogr aphi c
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according to claiml, wherein the information from
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information relatlng to his or her biological sample.

6. Method according to claim 5, wherein the request
for information relating to the biological sample comprises
a request for information about predisposition to diseases,
diagnostic information, prognostic information, information
about inherited diseases, information about inheritable
disease(s), (anthropo)genetic information, other medical
information, general information, and/or combinations

thereof.

7. Method according to any of the claims 1-6, wherein

the biological sample is an anonymous biological sample

8. Method according to any of the claims 1-7, wherein
the biological sample is selected from the group consisting
of a body part, organ, tissue, placenta, umbilical cord, )
blood, bbdy fluid, secreted fluid, cell(s), intracellular

organelle(s), intracellular component(s), cell membrane(s),
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for information relating to the biological sanple
conprises a request for information about

w@e@diospesi tion to di seases, diagnostic i nforPEI/EP2004/002379

prognostic information, information 20 about

i nherited di seases, information about inheritable

di sease(s), (anthropo)genetic information, other

nmedi cal information, general lisnfornati on, and/or
conbi nations thereof. 25 7. Method according to any

@&t&ﬁ@e@hﬂlﬂﬁBﬂaf&ixvuﬁxﬂnacdﬂanMrob@@poabnsaapteCéBl
an_anonynous bi ol ogi cal sanple 8. Method according to
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is selected fromthe group consisting 30 of a body

part, organ, tissue, placenta, unbilical cord, blood, )
body fl uPd, Mstlo@dtaacdiding teelanysef ither géafimgl 4r8, wherein

PBHOREREES) LT Yobi 07 S BT B0 0 et ngration
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I nf or mat i on romthe donors is chosen fromthe group
aeRgizdhiesg bfillt bbevisi ofipldexs, Tail hngsneposEpesific
intranet network(s), MWMAN,. LAN, .ennil..tel ephone, SM5,
@Qﬁ?&?lﬁgm§ﬁggeﬁga CABLDT WS Bt %tar ds, fol ders,
mai | i ngs, posters, 10 advertisenent, and conbi nations
thereof. 10. Method according to any of the_cl ains

1-9, whéPej Hethed et thamciodr itde cdaape 1-9/
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Reaction (RTPCR) proaucts, gene expression patterns, protein
expression patterns, Single Nucleotide Polymorphisms (SNPs),
RNA structures, patterns of RNA levels, genomic mutations,
genomic deletions, genomic insertions, genomic organization,
cell composition, cell morphology, blood composition, body
fluid composition, tissue composition, tissue morphology,
extracellular matrix composition, extracellular matrix
morphology, protein structures, protein levels, lipid
structures, lipid levels, carbohydrate structures,
carbohydrate levels, proteoglycan structures, proteoglycan
levels, glycoprotein structures, glycoprotein levels,
glycolipid structures, glycolipid levels, lipoprotein

structures, lipoprotein levels, nucleotide structures,

nucleotide levels, and combinations thereof.

11. Method according to any of the claims 1-10,

wherein the information comprises an authentication that the
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RNA structures, patterns of RNA | evels, genomc
mut ati ons, 20 genom c del eti ons, genom c insertions,
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nor phol ogy, bl ood conposition, body fluid
conposition, tissue conposition, tissue norphol ogy,
extracel lular matri x conposition, extracellular matrix
nor phol ogy, protein structuregg protein levels, lipid
25 structures, lipid |levels, carbohydrate structures,

garbehyek atei d el &l phetreeglycaniskr veiyigeste from the
prot eogl ycan |evels, glycoprotein structures,
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gl ycolipid levels, lipoprotein structures,

|'i poprotein | evels, nucleotide structures, 30

nucl eot i t2. Nl aarmbrciomgi fat moys ofhéheo¢laims 1-11,

Met hod accor di tq.any of the clai,ns,1-1 . wWher gi
thetef Siret bt oPhngk 8 s SuBR e E a1 0L the
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bi ol ogi cal characteristics originate fromthe
respondi ng donor. 12. Method according to any of the

claim 141, I} 4ig itRf QLRRLIEORLE0RPE RES1-12,
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of the clainms 1-14 and providing to the

15. Method for providing information related to a
biological sample present in a collection to the donor of
that biological sample comprising: performing the method
according to any of the claims 1-14 and providing to the
responding donor information relating to his or her

biological sample.

16. Method according to claim 15, wherein the
information is chosen from the group consisting of
predisposition to disease(s), diagnostic information,
prognostic information, information about inherited
disease(s), information about inheritable disease(s),
(anthropo)genetic information, other medical information,

general information, and combinations thereof.



respondi ng donor information relating to his or her

bi ol ogi cal sanple. 16. Method according to claim 15,
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consi sting of predisposition to disease(s),

di agnostic information, prognostic information,

i nformati on about inherited disease(s), information

about inheritable disease(s),17(anthropo)genetic

i nformati on, other nedical information, 30 genera
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PCT/ EP2004/ 002379 . 17 17, Method, accordi.ng to .cl ai n1 ded
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SRR rovided through an

|ﬁ? %ﬂgry. 5 %g%% thod according to claim17,

mhereln the internmediary is chosen fromthe group

consi st hysi Ci f ct e,
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%@ﬁﬁédﬁﬁ‘j%&ﬁ%@&t ifvem the group consisting of a

physician, a family doctor, a nurse, a medical professional,

a lawyer, a notary, and an authorized representative.



