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NMpearosop

B nassecrteH cmucobn, nepcoHanun3npaHnTe 3gpaBHU rpuxun He ca HULWO HOBO. ToBa e, KoeTo
NleKkapute ce CTpeMAT Oa npegocTtaBAT Ha NauneHTuTe Cu, B3UMaWKN KITMHUYHO pelweHune,
nogkpeneHo oT cneunann3npaHm 3HaHnAa n 4pes3 CbOTBETHU ANArHOCTUYHW npouenypu.

C HanpefBaHeTO Ha Hay4yHUTE n3cnensaHusa obaye, HMe 3anoyBame aa pasbupame Bce
noBeYe 3a CIIOXXHOCTTA Ha YecTo cpellaHn 3abonsiBaHnsa n ctaBa siCHO, Ye CTaH4apTeH
noaxo4 nNpu fevyeHMeTo Ha pak, CbpaeyHn 3abonaBaHna n opyrn pusndeckn n NCUXNYECKu
HapyLLeHUs HaMa aa goBefe A0 pesyntaTute, OT KOMTO NauMeHTuTe ce HyXaadart. Bece
noseye Tepannn ce n3dmnpaT Bb3 OCHOBA Ha pa3bnpaHeTo Ha CBbP3aHUTE C TSAX FreHETUYHN
KOMMOHEHTM U HA HA4YMHA, NO KOMTO Te CM B3aUMOJencTBar.

ToBa Beye e No3HaTO KaTo NnepcoHanuanpaHa meguumHa. NpaBunHo npunaraHa u
[AOMbITHEHA C KNMMHUYHU YMEHUS Ha NEKapuTe, TS LLie OTKPME HOBU BBb3MOXHOCTM 3a
NpeBeHLMS U Tepanns Ha MHOrO HenevyrMMu 3a MomMeHTa 6onectu. ToBa e 06nacT, KbM
KOSITO MMa rofieMmn o4KkaBaHUs (KaKTO MOSOXUTENHW, Taka 1 OTpULATENHM) OTHOCHO
Bb3MOXHOCTUTE 3a NOCTUraHe Ha Hanpeabk.

HagsiBame ce Tasu 6powypa ga npokapa nbT MO cpefaTta Mexay Te3n KpanHocTu 1 ga
HanpaBu GanaHcupaH npernen Ha NepcoHanuM3npaHnTe 3apaBHU FPUXKM B MOMEHTA, KaKTO U
B 0603pmmo 6baele. ToBa e pe3ynTart OT CbTPYAHNYECTBOTO MEXAY NauneHTcKkarta rpyna
EGAN (European Genetic Alliances’ Network) n Roche, kato EGAN cbbpa yecTto 3agasaHu
BbMpocwu, a ekcneptn ot Roche doopmynmpaxa otroBopu, KOUTO crieq ToBa b6sxa
NPOBEpPEHN OT HE3aBMUCMMW CNEeLNanmcTy.

[MpnBeTcTBamMe KOMeEHTapu n obpatHa Bpb3ka. Mons, nsnpaiiante M1 rm Ha e-Menrn:
alastair@geneticalliance.org.uk.

Anuctbp KeHT
MpesnaeHT Ha EGAN
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KakBo e nepcoHanunsnpaHaTta meguumHa?

Kak ce ocbluecTBsIBa NnepcoHanuanpaHarta meguumHa?

Kowu ca acnektute, Bbpxy KOMTO NepcoHanuanpaHarta meguumnHa ce gokycupa B
MOMeHTa?

Kak npegnucaHusTa Ha nepcoHanuanpaHata MeguuuHa ce pasnuyasaTt oT
TPaoMLUMOHHUTE?

KakBu ca nonauTte 3a nauneHta?

KonkoTo no-ckopo naumeHT 61Ba nekyBaH, TofnkoBa no-gobpe. Hama nu Bcuykn Tesu
n3cneaBaHus NpocTo Aa 3abasaT Hewata?

Konko ToyHa moxe ga 6bae nepcoHanusvMpaHaTa meguumHa?

AKO 4ecTo cpellaHuTe 3abonsaBaHusa kKato AnabeTt nnm cbpaeyvHn 3abonsiBaHna ce
pasgenaT Ha No-mMarnku rpynu, Kak 3gpaBHaTa cuctemMa e MoXe aa reHepupa
AOCTaTbyHO JoKa3aTesicTBa, 3a Aa PeLun Koe € Noaxoasilo v 3a Koro?

AKO nauueHTUTe ca 4acT OT rpyna, 3a KOATO HacTosLWuTe NiekapcTBa He ca eomKacHu,
KOW LLie UCka da passBmBa NOAXoAsLmM Tepannmn (0CoOBeHO ako MMa ManuuHa apyru Kato
TAX)?

o konko we 6bae yMecTHo, ako efHO 3abonsBaHe ce pasdenu Ha HAKONKo noasuaa?
KakBu ca eTMyHUTE BHNPOCU Npes nepcoHanuanpaHarta meguumHa?

Kak eanH nekap e 3Hae, 4e MMa nepcoHanmM3mpaHn UHTEPBEHLMM Ha Pa3nonoXeHue,
KOWTO e NnomorHaT Ha naumeHTa? Mnu obpaTHOTO, Ye Te He Tpsibea fa ce
npeanuceart, Tbi KaTo We uMa noeeye Bpeaa OT TSX OTKOMKOTO nonsa?

Hama nn HaumoHanHuTe 34paBHU CUCTEMW NPOCTO Aa U3NON3BaT LUMPOKM KPUTEPUN 1
Aa He ce HaToBapBarT C npeanucaHnsa Ha 6asaTta Ha crnoxHa andepeHumanHa
anarHosa?

Koe e HancTnHa HOBOTO Npu NepcoHanuanpaHata MeanunHa?

Cnep konko BpeMe nepcoHanmsvMpaHaTa MeavumHa HaMa ga e camo obellaBally
cueHapui 3a 6baeLweTo?

Wma nun peanHn paboTteLym npumepmn OT nepcoHanuanpaHarta meguumHa?
HonbnHutenHa nHdopmaums
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1. KakBoO e nepcoHaniM3vpaHata megnuuHa?

MNMepcoHanuavMpaHaTa MeauLmMHa ce OCHoBaBa Ha HabnaeHMeTo, Ye NaumMeHT ¢ eaHa 1 cbllia AMarHosa
pearmpar Ha eHO 1 CbLLO fNeYeHne Nno pasnuyeH HauymH, eqHo U CbLLUO NeKapcTBO Moxe Aa 6bae MHOro
eeKTUBHO 3a eVH NAUMEHT U Aa He BoAW A0 XKenaHu pe3yntaTti Npu Apyr nauueHT cbe cbliaTta
avarHosa. MHameuayanHuTe oco6eHOCTU, CBbp3aHu CbC 3ab0nsiBaHETO, Taka U He3aBUCUMUTE OT HEro,
NnoBNUABAT Ha HA4YMHA Ha JelCcTBMEe Ha MeaukamMeHTa. JleyeHneTo Ha NauueHTU ¢ egHo U Ccbllo 3abonsaBaHe
ypes LWMpPOK, 0O Noaxod He OTYMTa UMEHHO TE3N pasnuyums.

C apyrv oymu, TpaauUMOHHO NpaKTUKyBaHaTa MeauumMHa He e ToNkoBa epekTMBHA, KOnkoTo 6u Tpsibeano,
CbC 3HaUMTENeH OPoN NauMeHTH, NonyvaBally feYyeHne, KOeTo He € NOAXoAsLLO 3a TAX UMK NeYeHne,
KOETO MOXe A0PW Aa NPUYUHM HEGNaronpuUSTHU Nocneauum nNpu HaKkou cryyau. o To3m HauuH,
nepcoHanuanpaHaTa MeauumHa uma noteHumnana aa nosuwm edmkacHocTTa u 6eaonacHocTTa Ha
ne4yeHuneTo. ToBa e Noaxo[, KOMTO ce OCHOBaBa Ha BCe MO-MPeLn3HoTo pasbupaHe Ha pasnuumaTa Mexay
nauMeHTUTe, Ha MONeKynsipHaTa OcHOBa Ha GonecTuTe 1 Ha ToBa Kak NekapcTeaTta AelcTBear.
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2. Kak ce ochlecTBABa NepcoHanusnpaHara veguumHa?

MNepcoHanunanpaHaTa MeauumHa e Noaxod, KOUTO Cce OCHOBaBa Ha Bce No-audepeHumpaHoTo pasbnpaHe
Ha Npu4nHNTE 3a BonecTTa, Ha TOBA Kak NekapcTBaTa AeNcTBaT M Ha TOBa Kak HacneaCcTBeHNTe hakTopu
oKkas3BaT BNUsSIHNE BbPXY Te3n ABeTe. T B3uMa nod BHUMaHWe pasnuknte mexay naumeHtute. HenHata
OCHOBa Ca Hay4YHW uU3cneaBaHusl, UMalln 3a 3agada ga ce pasbepe noseye 3a 60NECTHUTE NPUYNHK U
noATUNOBE C NOMOLLTA Ha cneuunarnHu gMarHocTMyHn TectoBe. KpaHata uen e npeobpasyBaHeTO Ha ToBa
no-go6po pasbupaHe n no3HaHWe B NO-406pPU MEANLMHCKN TPUKM.

Tosu noaxopn ce 6asvpa rnaBHO Ha HOBW ANArHOCTUYHU TECTOBE, KOMTO Ce NMPOoBeXaAaT KaTo YacT OT UIn B
AOMbIHEHME KbM TPAAULMOHHUTE METOAM 3a NOCTaBsiHe Ha AMarHosa. Te ca Haco4YeHU KbM No-Abrnboko
aHanusnpaHe Ha cboTBeTHaTa GonecT, KbM NoaobpsiBaHe Ha pasaensaHeTo Ha NauMeHTU No NoaATUN Ha
bonecTTa, Taka Ye Aa ce onpenenu onTMManHoTo riedeHue. NepcoHanmanpaHata MeauLmnHa Moxe 4a Hu



nomorHe aa pasbepem kou akTopy BOAAT A0 Pas3fMyHN OTFOBOPU Ha €40HO U CbLLO MeaMKaMeHTO3HO
neyexue. B HAKoM criyyan, Te3n nscnegBaHusa moraT ga nomorHaT 3a nogobpsiBaHe nekapcTeeHaTa
A03MPOBKa, KaTo Hanpumep ce Hanpasu pasrpaHuYeHne Mexay HAKOW NaumeHTn, Konto metabonuanpat
nekapcrteaTa no-6bp30 OTKONKOTO APYrn, KOUTO M MeTabonmampat no-6asHo.

Tesn TecToBe N3MepBaT T. HAp. BUOMapkKepun - BUONOTNYHN PaKTOPU, KOUTO CryXaT KaTo NokasaTenu 3a
30paBHUSA CTaTyC UMK NEKapCTBEH OTroBop, Hanpumep npotenHn unu AHK B TenecHuTe TEYHOCTU U ThKaHU
Unn n3obpaxeHusiTa, KaTo HanNpuMep AOPEHO-MarHUTEH Pe3oHaHC UM KOMMITbPHa ToMorpadusi.

3. Kowu ca acnektute, BbpXy KOUTO nNepcoHannsupaHata meguumHa ce (pokycupa B
MOMeHTa?

CbBpemMeHHUTe uacneaBaHus B obnactra Ha nepcoHanuanpaHata MeguuuHa pasrnexagaT cnegHute

BBMNPOCK:

. uanenayanHu puckoBm baktopu 3a pasButmne Ha bonect (noatun 6onecr)

. BuonornyHu gakTopu, KOMTo gonpuHacaT 3a 6onect (nogtun 6onecr)

. EdekTnBHOCT Ha neyeHneTo npu gageHa 6onect (noatun 6onecr)

. Hacnegcteenn unu npngobutn nHanBmnayanHu 3a nauneHTa paktopu, KOUTO BNUSAAT BbPXY
eEeKTMBHOCTTa UNn BOAAT A0 HexenaHn epektn oT nekapcrearta

4. Kak npegnucaHusiTa Ha NepcoHa/iM3npaHarta meguLmHa ce pasnnyasar OT
TpaguLUOHHUTE?

ToBa e TpyaHO Aa ce onulle ¢ NPoCTU AYMU, Tbil KaTO CbBpEMEeHHaTa MeauLUmMHa Bede BKIoYBa MHOIO
erneMeHTN oT nepcoHanuaupaHaTa. KasaHo no-npocto obave, pasnvkaTa e, Ye BMeCTO Ja npeanucea
rnekapcTBa, KOMTO Bb3 OCHOBA Ha EMMUPUYHM JoKa3aTencTsa, Kamo usisio Aaeat Aobpu pesynTatu npu
AnarHosaTta Ha nauueHTa, nekapsaT e npeanuile nekapcTBo, KOETO ce e JoKasaro KaTo no-noaxoasilo



NpU KOHKPEMHU BONHN, KOUTO CNOAENAT ornpeaeneH Habop oT 06LLM XapakTEPUCTUKK (KaTo Hanpumep
HeobW4yaeH Ha4YnH Ha MeTabonManpaHe Ha nekapcTBa UM HanuymMe Ha cneunduryeH NoaTUN Tymop).

C opyru gymun, MeAMUMHCKNTE peLleHns He ce B3uMart Ha 6asa eMnuMpuYHM 3HaHus!, a Ha BCe No-noapobHu
Hay4HM gokasaTerncrtea. [loaxoam 3a neyeHune kato ,npoba-rpewka” nnu ,eanH yHMBepcaneH pasmep 3a
BCUYKN” MOCTEMEHHO Le 6baaT 3aMeHEHN OT NO-NPELN3HN METOAM.

MNepcoHanusmMpaHata MeguLmMHa oTYnTa noaTnna Ha 3abonsaBaHeTo, OT KOETO NauMeHTbT cTpaga
(Hanpumep OT xapakTePUCTUKUTE Ha TyMOpa NN NOEHTUYHOCTTa Ha BUPYC U GakTepus, KOUTO ca
npu4nHa 3a 6onecTTa), KakTo M HSKOM KIMH4YOBM OCOBHOCTM Ha NauueHTa, Hanpumep cnocobHocTTa Aa
npepaboTBa onpenenexun nekapcrea.’

5. KakBu ca nonsuTte 3a nauyueHTa?

B3emalikn nog BHMMaHWe MHAMBUAOYaArHUTE 0COGEHOCTU Ha NauMeHTUTe 1 3abonsaBaHus UM (Hanpumep

noATUMNOBE pakK), NepcoHanuaMpaHaTa MeguumHa e B CbCTosIHME Aa:

. Moao6pu MeanUMHCKUTE pe3ynTati U KaYecTBOTO Ha rpukuTe

. MpenBuan Kou NauMeHTn Han-BeposaTHO Brxa nManu rnonsa oT AafeHo NevyeHne, a Cbllo 1 aa
NMoMorHe 3a n3bsAreaHe Ha neyeHue, KOeTo e Marko BEpOATHO [a AoHece usroga

. NMomorHe B pa3BUTUETO Ha NO-6e30nacHnN 1 No-ePEKTUBHM Tepanuu, HaMmansankn pucka oT HeXxXenaHu
peakuun

. 3anasu 1 nogobpu Ka4ecTBOTO Ha XUBOT Ha NMaLNEHTUTE

1
Aspinall, M. & Hamermesh, R. (2007) Realizing the Promise of Personalized Medicine: Harvard Business Review, Oktomspu 2007, cTp. 110



6. Konkoto MO-CKOPO nauneHT 6uBa NeKyBaH, TOJIKOBa no-p,06pe. Hama nu BCcuykun
Te3n n3cnenaBaHnA rnmpPocTo Aa 3a6aBAT Hewara?

OT egHa cTpaHa, M34akBaHETO Ha pe3ynTaTy OT ANarHOCTUYEH TECT MOXe Aa 3abaBu NnpeanucBaHeTo Ha
neyeHne OT MUHYTK A0 HAKOMKO AHW. Bbnpeku ToBa, korato ctaBa Ayma 3a npegnucaHune, Koeto e
AENCTBUTENHO eheKkmuBHO, NepcoHanuanpaHaTta MeguunHa aBsa Bb3MOXHOCT Ha feKyBalua nekap 3a
3HauYUTENHO CbKpalllaBaHe unu ToTanHo n3bsareaHe Ha npoueca ,npoba-rpeLuka” Npn HasHa4YaBaHe Ha
nekapcTBa — KOeTO YeCTo 03HavyaBa YakaHe fa ce pasbepe, Ye JafeH MeguKaMeHT He € eheKTUBEH Npu
onpeaeneH naumeHT, HasHa4YaBaHe Ha apyra Tepannsa U OTHOBO OYaKBaHE Ha pesynTaTu.

Taka ye, Makap Aa e BSpHO, Ye Npu No-TpaanLMOHHN Tepanumn NaunMeHTbT MOXe Aa MMa A0CTaTbyHO
KbCMeT Aa My GbJe Ha3Ha4yeHo naeanHoTo fieYeHne OT MbPBUS OMNUT, B MHOFO Cry4Yaun € no-BeposiTHO
ne4yeHneTo ga He 6bae onNnTUMAanHoO U ¢ ToBa Aa 3abaBu Bb3CTaHOBABAHETO Ha nauueHTa. BmecTo ga ce
npoGBaT pa3nu4YHK NekapcTea, AoKaTo B KpaliHa cMeTKa ce Hamepu NpaBUiHOTO, ANArHOCTUYEH TECT MOXe
[la No3BONM Ha Nnekaps Aa u3bepe onTUManHoOTO fiedeHne BeaHara.

Nma obaye u cnyyau, korato TepanusaTa no npes3yMnuusi — T7.e. nevyeHne 6e3 n3non3BaHe Ha ANarHoOCTUYEH
TECT — € Han-4o6PUAT HauMH Ha AeNCTBME, HanpuMep M3MoN3BaHETO HAa aHTUBMOTULM C LLUMPOK CNEKTLP
npu cepmo3Hn nHgekLn. CTOMHOCTTa Ha NepcoHanu3nMpaHus Noaxo4 3aBuUCK A0 ronsima CTeneH ot
BpPeMeTo, Heo6X0AMMO 3a MoslyyaBaHe pesysTaT OT TeCT B CpaBHEHMWE C BpeMeTo, Heobxoaumo, 3a aa ce
BMOW Aanv NauMeHTbT ce NOBNUsiBa OT NieyeHneTo. NoTeHumManHnTe NnocneacTBus OT HereyYeHne Ha
nauueHTa, 0KaTo Ce Yaka pesynTaT, B CpaBHEHWE C NoTeHUManHuTe nocneamumn ot npegocTaBsiHe
HenpaBWIHO NeYyeHne TpsabBa CbLLo Aa ce oTuuTat. Tean u apyru cakTopm TpsibBa aa 6baaT B3eTn nog,
BHMMaHMWeE 33 BCEKN KOHKPETEH Clny4yai NOOTAENHO.



7. KoO/KO TOUHa MOXe Aa 6bAe NnepcoHaM3upaHaTa meguumHa?

To4HMTE NPOrHO3K 3a ycrnex Ha AafeHo neveHne npogbinkasat Aa 6baat ronsamMo npean3BukaTencTso.
MoaoxoauTe Ha nepcoHanuaMpaHaTta MeavuuHa ce onuTBaT Aa NogodpaT rpykuTe 3a NaumMeHTUTe Ypes no-
Npeun3Hn NPorHo3m 3a ycnex Ha Jie4eHMEeTOo, HO KaKkTo BCUYKU APYrY acnekTu Ha MeguUMHCKaTa npakTuka,
Te Hukora Hama ga 6baat 100% ToyHu. TOYHOCTTa Ha NepcoHanManpaHaTa MeauumHa 3aBmucn OT MHOIO
drakTopK, KAaTO KOHKPETHUSA AMarHOCTUYEH TecT, 3abonaBaHeTo, KOeTo e Ce fiekyBa U MeguKaMeHTuTe,
n3nona3saHu 3a nevyeHmeTto. CrnoxHocTTa Ha YoBellkaTa bruonornsa n KoMnrekcHocTTa Ha bonecTTta
npencraBnABaT U3KMIOYNTENHO TPYAHO HAYy4YHO NPean3BUKATENCTBO, KOETO O3HavyaBa, Ye ca Heobxogmmu
NPOABINKUTENHN HAay4YHU N3cneaBaHns, 3a ga ce nogodpu NporHo3HaTa TOMHOCT Ha NepcoHanuapaHarta
MeguumnHa. EguH gnarHocTMYeH TecT YeCTO HAMa a € AoCTaTbyeH Aa ce Aage nbiieH otroBop. He psako
HSAKOJKO TECTa, KakToO U BHUMATENHO pa3rnexnaHe Ha MeguumnHCcKaTa MCTOPUSA Ha NnauueHTa, HauuH Ha
XXUBOT 1 T.H. We Tpsabea ga 6baaT B3eTM N0 BHAMAHME.

8. AKO 4ecTO cpellaHuUTe 3a060/1I9BaHNA KaTo AuadeT Uan CbpaeuHn 3adonsaBaHUA ce
pasgenAaTt Ha No-mManku rpynu, Kak sgpaBHata cMcTema Lie MoXxe ga reHepupa
[OCTaTb4yHO AOKa3aTesICTBa, 3a Aa pelun Koe e Nnoaxoasilo U 3a Koro?

B MHoOro cnyyan nauyueHTckarta nonynauumsi, xapaktepuaupaiia ce ¢ gageH buomapkep, Moxe fa e
AOCTaTbyHO rosfisiMa, 3a a He ce nosauraT Te3u BbNpocu. Hanpumep, cbliectByBa NnepcoHannanpaHo
neveHne, KOeTo e ocobeHo nonesHo 3a 25-30% OT BCUMYKM XKEHU C paK Ha rbpaaTa, KOMTO ca NONOXUTENHO
TeCTBaHM 3a onpeaeneH buomapkep, KOMTO NOKa3Ba, Ye TepanuaTa Moxe aa 6bae epekTuBHa — ToBa €
noBeye OT AOCTaTbYHO 3a reHepupaHe Ha ybeauTenHu gokasaTencrea 3a TepaneBTUYHUTE eOEKTH.

MpobnembT Npu dhopmn Ha 3abonsiBaHMS, KOUTO ca TONKOBa PSAKM, Ye Hay4HO 060CHOBaHM JokasaTencTea
ce ocurypsisaT TpyaHO, € MHOro 6nn3bK 40 TO3W Ha fekapcTBaTa 3a peaku 6onecTu, Taka HapeyeHuTe
nekapcTtea cumpauu. MiMa HSKOMNKO KpuTepusi, KOUTO ONpeaenaT e4HO NiekapCTBO cupak. Hal-BaxHUAT OT TaX



e, Ye 3abongaBaHeTo TpsAbBa Aa 3acsira OTHOCMTENHO Manbk 6pon xopa (no-manko ot 5 gywun Ha 10 000
HacerneHue; NoHsIkora 1 No-4ecTo cpeLlaHn 3abonsBaHusl, KOUTO ca HernexmnpaHu, 3aWwoTo ca No-4ecTu B
pa3BMBaLLM Ce CTpaHW, OTKOMKOTO B pa3BMUTUTE — KaTo Hanpumep TyGepkynosa, xonepa, KopeMeH Tug,
Manapus — cbLo BmBaT BKIIOYEHM B ONpPEeaAENeHNETO).

3a nekapcrBaTta cupaum ca paspaboTeHun Har-pasnNnyHN AM3aHn Ha KIMHUYHU NPOyYBaHus, 3a Aa ce
Hamanu 6posT Ha nauMeHTUTe, HeobxoamM 3a CbOMpaHeTo Ha 4OCTaTbYHO AoKa3aTesicTBa 3a OLeHKa Ha
PUCKOBETE U1 MON3nTe OT fIeKapCTBOTO. TyK perynaTtopHiTe BnacTu vMmaT TpyaHaTta 3agada ga 6anaHcupar
NpaBOTO Ha NauMeHTUTe Ha 6e3onacHo U edPeKTMBHO NeYeHre OT eaHa CTpaHa, U HyxKaaTa UM OT fledeHune
BbOOLLE B Criy4aln Ha TEXKN UMW XXMBOTO3acTpallaBallym 3abonsBanus. VIMeHHO nopaau Tasm npuynHa,
perynaTopHUTe opraHy NPELEHsT Hay4HUTE U3NCKBaHWS, HEOOXoANMM 3a Nosly4aBaHe Ha MapKeTUHIroBa
oTOpU3aLmMs Ha NEKAPCTBO CUpak 3a BCEKM KOHKPETEH Crly4Yai NOOTAENHO, Taka Ye aa ce ocurypu
noaxoas, 6anaHc Mexay pucka oT B3EMaHETO Ha MeauKaMeHT, KOWTO He MOXe Aa ce U3nuTta Taka
WHTEH3UBHO, KOJNIKOTO BU1 ce enano, 1 Non3uTe, KOUTO HOBOTO JIEKAapPCTBO MOXe Aa AoHece Npu NauueHTu
CbC Cepuo3Ha Hyxxaa OT JieyeHue.

9. AKO nayueHTuUTe ca 4yacT OT rpyna, 3a KOATO HacTosILLUTE JsieKapcTBa He ca
echukacHu, KOM e Ucka aa passmBa nogxoaaum tepanum (0CoO6eHO ako uma MasiumHa
Opyrun Kkato 1ax)?

Ako TOBa e Taka, Npean3BMKaTeNnCcTBOTO B 0OLLM NMMHMM CbBNaga Cc TOBa Npu peakute 6onectu (BUxTe
BbMpocC 8): ako NaumeHTUuTe ca Manko Ha 6pon n pasxoauTe 3a pasBorHa AENHOCT Ca BUCOKMU, YaCTHU
KOMMaHMM MoXe Aa He 6baaTt CKNOHHM Aa MHBECTMpAaT B U3cneaBaHus. 3a Aa ce rapaHTupa, ye ce
pa3paboTBaT NnekapcTBa 3a peaku 3abonsBaHns, B MHOrO CTPaHM ca B Cuna Hacbp4aBaliy Nonutukni. Ypes
npeaocTaBsiHe Ha KOMMaHUNTE YCKOPEH MpoLEC 3a pasrnexaaHe Ha AOKyMeHTauusaTa oT perynaTtopHuTte
areHuun, U3KNYMTENHM NasapHn npaea u (B HAKOM criydan) AaHbyHU obnekyeHus, Tesn perynauum,
noakpeneHn oT pnHaHcUpaHe OT AapeHust U NyGNMYHNSA CEeKTOp, YCNELLHO No3Bonmnxa pa3paboTBaHETO Ha
peauvua TakMBa nekapcTea.

B pamknte Ha EC, cnep kaTo nekapCTBeH NPOAYKT € onpeaesieH KaTo NekapCcTBO cupak, NpoM3BoaNTENAT
MOX€E [a Ce Bb3Mon3Ba OT HAKOSKO CTUMYIa, 3anoXeHW B CEralHns perfiaMmeHT 3a HacbpyaBaHe
pa3BUTMETO Ha NekapcTea cupaun. Hanpumep, agMUHUCTPaTUBHUTE NMPEYKM 3a NIeKapcTBa cupaum ca
3HauYnTENHO HamaneHu, Tbi Kato EBponenckaTta areHuma no nekapcreata (EMEA) cbaoencrsa Ha
WHBECTUTOpPA 3a NpeAcTaBsHe Ha NpoToKona, HeobXxoanM 3a NonyyYaBaHe Ha JlekapCTBEHO paspeLleHne.
OcBeH TOBa, NekapcTBaTta cupaum moraT ga nonyyaT LEeHTpanu3npaHo paspeLleHme 3a BCUYKM CTPaHK-
uneHkn Ha EC Ha ueHaTa Ha No-HUCKM OT obmnyanHuTe pasxoau nnu 6e3 pasxoam BbobLLe, KOETO NpemMaxsa
OT NPOM3BOANTENSA TEXECTTA [a NogaBa 3asBrIEHNE 3a BCAKA ObpXaBa-yneHka. Han-saxHnaT ctumyn 3a
Npoun3BOAUTENNTE Ha fleKapcTBa cupaum e rapaHTUpPaHOTO NpaBo Aa ca eANHCTBEHUAT AUCTPUOYTOp Ha
NEeKapCTBOTO B NPOAbITKEHNE HA AECET roAMHN, KakTO M Ye HAMa Opyro NekapcTBO 3a CbLLOTO 3abonsiBaHe
n ¢ NogobHU xapakTepuctukn ga 6vae nuuensnpado B EC npes to3u nepuoa. NogobHu ctumynu ca
Hanuue B CALL n B peguua gpyrm cTpaHu no ceBeTa.



Bcuyky TE€3M MHCTPYMEHTM OCUrypsiBaT NooLupsiBaHe pa3BUMTUETO Ha NiekapcTBa 3a peakun 3abonssaHms u
Taka, MHOIO MO-BEPOSITHO € KOMMNaHUWUTE Aa NoeMaT pPUCK Aa MHBECTMPAT B TaKOBA HAYMHAHME.

10. [0 KonkKo we 6bae YyMeCcTHO, ako e4HO 3a0onsiBaHe ce pa3fenn Ha HAKOJIKO
noasupa?

MopobpsBaHeTO HA CNOCOBOHOCTTA HX 3a OTKPUBaHE Ha 3abonaBaHuA Unu ¢ gpyrn oymu, ga ce
naeHTMdnumpaT No-TOYHO Te3M NaUMEHTUN, KOUTO HAM-BEPOATHO LLie pearnpaT no-gobpe Ha cneumdunyHo
neyeHue, oGUKHOBEHO MMa bnaronpusTeH edekT BbpXy USNoCcTHaTa eqpeKTMBHOCT Ha pa3xoauTe 3a
cneundunyHo neverHne. Ha npbB nornen ToBa Moxe Aa 6bae o6bpKBaALLO, KAaTo ce MMa nNpeaBua Kak no-
Marka uenesa rpyna kato Lusnio Boau 4O NO-BMCOKM eAMHUYHN LEeHN Ha nekapcTeaTa. Bbnpeku, Ye ToBa
NpaBuKIIo CbLLO CEe OYaKBa [a € B Cuna npu nepcoHanuanpaHaTa meguumHa, yBenmyaBaHeTo Ha
edmkacHocTTa 1 6e3onacHocTTa e gosene Ao obwm nevandbu B ebekTMBHOCTTA Ha pa3xoaute. C gpyrm
AyMU, KoraTo ce npunarat KOHUenuuuTe Ha NnepcoHanuanpaHata MeauuuHa, no-Masnko 6porku oT No-CKbMo
nekapcTBO ca HeobxoanmK 3a NocTUraHe Ha cblMTe uUnu no-gobpu pesyntatn. Toea 6u cnecTuno napu B
CpaBHEHME C NO-LUMPOKOTO M3MNON3BaHE Ha TakoBa NEKApPCTBO BbPXY rofisiMa, HecenekTupaHa rpyna
naumeHTu.

[Mo-cnabo e pa3paboTBaHETO HA HOBW SIEYEHUS 3a TE3M, KOUTO HE Ce Bb3NON3BaT agekBaTHO OT
CbLLECTBYBaLLNTE TaknBa, 0COBEHO ako cTaBa BbMPOC 3a 0COBEHO Masnku rpyny NaumeHTn, HO KakTo e
pasrnegaHo B OTTOBOPUTE Ha Bbnpocu 8 n 9, cb3ganeHo e cneumandHo 3aKoHO4AaTENCTBO 3a pellaBaHe Ha
TO31 npodnem.

OcBeH ToBa, HUE BSIpBaMe, Ye Liie CTaHe Bce NO-TPYAHO Aa ce pa3paboTsaT HOBU CpeAcTBa 3a fieYeHue Ha
MHOro 3ab0onsiBaHNS U HeyOOBMNETBOPEHN MEAMLIMHCKN HYXan 6e3 ga ce npunarat noaxoauTte Ha
nepcoHanuanpaHaTa MmeauumHa.



11. KakBu ca eTM4HUTE BBNPOCU Npea nepcoHasiusnpaHara meguuuHa?

MpyvMep: AnarHoCTUYEH TECT NPOrHO3Mpa, Ye NauMeHTbT € Manko BEPOSITHO Aa pearmpa 3a40BOSIUTENHO Ha
onpeneneHo neyYyeHne unm npuHaanexu KbM rpyna, B KOSSITO camMo B MaibK NPOLIEHT OT cryvyauTe nma
OTrOBOp Ha nevyeHneTo. AKo ce NPeanosoxu, Ye Tepanusita € Bce olle Han-gobpusit BapuaHT, Tpsibea aa
NV NaUMEHTBT S NOMYy4YX, HE3aBMCKMMO OT HEeroeaTta NnoTeHUManHo He3agoBonMTeNnHa peakums?

C apyrv oymu, KakTo nepcoHanuapaHaTta MeavumHa MoXe Aa NoMorHe 3a nogobpsisaHe Ha edpmkacHocTTa
Ha NeYyeHneTo, MOXe Aa MMa 1 criydaun, B KOUTO Le Npeanonoxm cnaba nnv aopu nunceawa edmkacHocT,
6e3 ga npegnarat apyru, no-0obpu peweHusi. Kak aa ce pasrnexaar Takusa criydanm € MHOMO CIOXeH
BBMNPOC, KONTO NpeAcTaBnsiBa €TUYHO NPEeAN3BUKATENCTBO 3a 34paBHUTE BriacTu 1 cneumanmcti. Ho un
3aQpaBHaTa MHAYCTPUS MOXe Aa BUAM TOoBa KaTo CTMMYI 3a Cb3QaBaHETO Ha anTepHaTMBY 3a NaLUEHT!,
KOMTO He ca NeKyBaHM afeKBaTHO OT CblLIECTBYBALLMTE NeKkapcTea.

CobluecTtByBa 1 06paTHUAT criydai: Guomapkep nokasea, e MMa BEpOSTHO JadeH TyMOp Aa peuvavsumpa.
Heo6xoamMmo N e BCUYKM NauMeHTn, AnarHocTuumpaHmn ¢ Tosn buomapkep aa 6baat nekyBaHu ¢
XMMUOTepanusi, C BCUYKUTE N CTPaHUYHN edhekTr, 4OPY NALMEHTM C MHOFO Masnkvu TyMOpU, KOUTO MHa4e He
Guxa 6unu nekyeBaHu ¢ xummotepanusa? Tyk NnauMeHTUTe 1 nekapute TpsabBa Aa NPELEHNAT NoTeHUManHuTe
Non3n 1 pUCKoBETE OT ONpeaerieH HaunH Ha AeNCcTBMe, U OTHOBO, HIMa NeceH U eHO3Ha4YeH OTroBOP.

12. Kak efuH nekap Lie 3Hae, Ye MMa NepcoHa/In3MpaHn UHTEPBEHLUM Ha
pa3nosioXeHne, KOUTO Liie NOMOrHaT Ha nauueHTa? inu o6paTtHoOTO, Ye Te He TpPsiGBa
Aa ce npegnuceart, Thbii KaTo LWe nMa noBeye Bpeaa OT TAX OTKOJIKOTO nossa?

Heobxoammu ca cneuunanHu KypcoBe 3a obyyYeHne Ha nekapu 1 3gpaBHu cneumanuctu. Te we Tpsibea aa
ce NpoBexaaT peoBHO, 3a Aa NPeAoCTaBAT akTyanHa MHopMauus 3a TeKyLLOTO CbCTOSIHUE Ha HaydYHUTe
nscrnenBaHus 1 nosHaHme. OcBeH TOBa, NlekapcTBa, KOUTO nosyyaT ogobpeHne OT perynaTopHUTe opraHu



3a M3nona3BaHe B NepcoHanunavpaHn NoAxXoan — HanpuMep U3BbPLLBAHETO Ha TECT Npeau NekapcTBoTo Aa
MOXe Aa ce npunara — we 6baat 0603Ha4YeHM No NOAXOASL, HAYUH.

AKO NauMeHTUTe cMATaT, Ye Bb3MOXHOCTM 3a NePCoHanM3npaHo fiedeHme ca JOCTbHU 3a TAXHOTO
3abonsiBaHe UNM CbCTOSIHME, C KOETO NEeKapsaT UM He e 3ano3HaT, Te He TpsibBa Aa ce konebasT aa
noBOUrHaT To3u BbMNpoc. HagexaHa nHpopMaums oT 3apaBHa Uy naumMeHTcka opraHnsaums Moxe aa
y6ean nekapsi 3a no-nepcoHanmM3npaHo reyeHne 3a Tsx, Kakto 1 6baelum naumeHT. B gonbnHeHwne,
nauMeHTUTEe MoraT Aa paboTAT NocpeaCcTBOM OpraHusaumuTe ch 3a CTUMYnnpaHe Ha ToBa
nepcoHanuanpaHo nevyeHne n/unm penmbypcrpaHeTo My B CTpaHaTa KaTo Lsno.

13. Hama nn HauuoHaIHUTe 34paBHU CUCTEMU NPOCTO Aa U3NoN3BaT LLUPOKU
KpuUtepun n ga He ce HaToBapBarT C nNpegnucaHus Ha 6asara Ha C/10XKHa
AndpepeHynanHa guarHosa?

Makap ga e BSipHO, Ye NpoLechT Ha aganTvpaHe HaMa fa ctaHe 6bp30, MMa HAKOSKO NPUYMHK 33
30paBHUTE BRacTU U 30pPaBHOOCUTYPUTENHUTE UHCTUTYLUW Aa pearnmparT NonoXUTENHO Ha
nepcoHanuavpaHaTta meguumHa. lNepcoHanusmpaHaTa MeguumMHa uma noTeHunan ga Hanpaeu Tepanunte
MKOHOMMYECKWN NO-e(PEKTUBHU: ANArHOCTUYHUTE TECTOBE LLIe CMOMOrHaT 3a OBnaAsiBaHeTo Ha obLuTe
pa3xoau 3a NeYeHne Ype3 HacoYBaHe Ha NauMeHTU KbM Tepanusi, KOSTO Haln-BeposiTHO 61 umana edekT 3a
TSIX, M KaTo ce u3bsrea NpeannMcBaHeTo Ha CKbMW NEKApCTBa Ha NauWeHTU, KOUTO HSIMa Aa ce Bb3nornseat
peanHo oT Tax. OcBeH TOBa, AMArHOCTUYHUTE TECTOBE, KOUTO MHCPOPMUPAT 3a NPeApasnosoXeHne Ha
nauneHTa KbM pasBUTUE HA TEXKM CTPAHUYHWU peakummn, MoraT Aa nomorHat ga ce nsberHaTt nogobHm
YCNOXHEHUS U ja ce HamMansT BUCOKUTE pasxoau, CBbp3aHu C Te3n HeXenaHu peakuun. Tbil KaTo
pasxoauTe 3a AMarHOCTUYHWN TECTOBE ca A40CTa NO-HUCKWU OT TE3UN 33 CbBPEMEHHW NEYEHUS, UMa SICHU
MOM3K MO OTHOLLEHME Ha pa3xoamn U ePUKACHOCT.

C yBenunyasaHeTO Ha epeKTUBHOCTTa 1 6e3onacHOCTTa, nepcoHanmsMpaHaTa MmeavmumHa 6u morna ga nage
Bb3MOXXHOCT Ha 34paBHUTE BNacTu U ocuryputenHute ooHaoBe Aa u3nonssart OomxeTnte cun no-
edunKacHo.



14. Koe e HanctnHa HOBOTO MpU NepcoHasin3npaHaTta meguuuHa?

MepcoHanuanpaHaTa MeauMHa He e M3LUsAno HoBa koHuenuus. MaesTa 3a npucnocobsisaHe Ha
MEANLIMHCKOTO fieYeHne Ha naumMeHTuTe e oT 4ocTa BpeEMEe U UMa peauua yecnewHn npuMepu, kato
Hanpumep, NeYeHNeTo Ha NauneHTn ¢ AnabeT ce PbKOBOAM OT U3MepBaHUS Ha KpbBHaTa 3axap. C 6bp30
HapacTBaLlLMTe NO3HaAHNS 3a MONEKYNSPHUTE NPOLIECUTE N FTEHETUYHUTE BapuaLMm o4akBaMe MHOMO Nnoseye
Bb3MOXHOCTU 3a peanunsvpaHe Ha Tasu Lier, KaTo Cce M3ros3Ba Hay4yHUs noaxond, a He metoaa ,npoba-

rpeLuka”, KOMTO ce npunara cera B NOBEYETO Criyyau.

15. Cnep Konko BpeMe nepcoHasimsampaHata meguuuHa HAMa ga e Beye camo
oGeLwaBaLy cueHapui 3a 6baeLweTo?

MepcoHanuanpaHaTa MeavumHa e ronsiMo obelllaHue 3a nauueHTUTe N 0YakBaHusTa ca roneMu. Ts uma
noTeHumMan 3a nogobpsieaHe Ha guMarHocTUkaTa, TepaneBTUYHM Noaxoau u pesyntatu. Moxe
€0HOBPEMEHHO Aa Hamarnu HeraTMBHOTO BIMUsIHWE Ha 3abonsiBaHETO M Aa yObIKU XKUBOTA Ha nauueHTa. B
HsIKOM 0BnacTu, Ts Be4e e pearnHocT - Hanpumep, No-NpeLmM3HUTe NPOAYKTU B ob6nacTTa Ha paka Ha rbpaaTta
N pasBUTMETO Ha AMArHOCTMKa U NeYeHne Ha Bupyca Ha xenatut C ca nogobpunu XXuBoTa Ha MHOro
nauueHTu.

EaHo oT npeamsBukaTencreaTa ce Kpue BbB (hakTa, Ye OCHOBHUTE MPUYMHU U MEXAHM3MU 38 Bb3HUKBAHE
Ha 3abonsiBaHMsiTa ca U3KMYUTENHO CroXHWU. CneaoBaTenHo, Bb3MOXXHOCTUTE 3a HaMUpaHe Ha HOBW
BGuomapkepu, KOUTO ca AOCTaTbYHO HAAEXKOHW NPU B3EMaHE Ha KMMHUYHW PELLEHNs ca OrpaHnYeHn — T.e.,
pa3paboTBaHETO Ha TakMBa TECTOBE HE BMHArK e Bb3MOXHO. [lepcoHanuanpaHata meauumHa e YyaecHa
Bb3MOXHOCT 3a NauneHTUTe ga nory4at no-cneumdgpuyHo nevyeHne n c Te4eHne Ha BpEMETO BCE NoBeye
Non3n OT Hero.



16.

Nma

Wma nn peanHn paéoTtewm npumMepu oT nepcoHanmsnpaHara meguumHa?

HSAKOMNKO MpMMepa 3a yCneLwHo npunaraHe Ha nepcoHanuanpaHaTta MmeguumHa, cpea KouTo ca:

EOuH OT Han-M3BeCcTHUTE NPUMEPU € NEKAPCTBO 3a NauMEHTN, AMarHOCTULUMpPaHu ¢ onpeaeneH Bng
pak Ha repaaTa. To ngea ¢ AnarHoCTUYHM TECTOBE, KOUTO CryXKaT 3a onpegensiHe Ha cneumguyeH
pacTexeH dakTop (6enTbK, Npon3BeaeH OT KOHKPETEH MEH C KaHLEPOreHeH NnoTeHuman), 3aacuneawy,
arpecuBHOCTTa Ha paka — TYMOPbT ce pa3suBa 6bp30, pearnpa cnabo Ha xuMmmoTepanusaTa, KakTo u
BEPOATHOCTTA OT peunamB e nosBuLleHa. AKO TECTBT MOKaXe BUCOKN HMBA HA TO3N dhaKkTop
(o6ukHoBeHO 20-30% OT MHBA3MBHUTE BUAOBE paK Ha rbpaarta), NauneHTbT ce fiekyBa C TO3U
MeamnkameHT. Ton e cneumnanHo HacoYEeH KbM pPacTeXHUA haKTop, KaTo MO TO3M HAYMH Bb3NpenaTcTBa
no-HaTaTbLUEH pacTex Ha Tymopa. To3n KOMOUHMPaAH NOAX04 TECT-NIEYEHME € YBESTMYNI KaKTO
NpoueHTa Ha OTrOBOP Ha NEYEHNETO, Taka U Ha oLensaBaHe.

[pyr ycneweH npumMmep e nekapcTeo, NnpeannucaHo Ha 6asaTta Ha AMarHOCTUYEH TECT, NpeAHa3HaveH 3a
nauueHTn ¢ onpeaerneH Bua XpoOHNYHa neBkeMus. 3a pasnvka oT XummotTepanusaTa, IekapcTBOTO He
aTakyBa M 34paBuUTE KNETKN, Hapen C pakoBu, a nogdbmpa caMmo pakoBUTE KMETKW, KaTo MO TO3M HAaYMH
Hamans cTpaHM4YHUTEe eddeKTn OT TepanusaTa.

MMyHOXMMMYEH TeCT M3MepBa HUBOTO Ha cneunduryeH hakTop cnea TpaHcnnaHTaums. ToBa gaBea
Bb3MOXXHOCT Ha fnekapuTe ga onpeaensaTt Ao3MpoBKaTa Ha fiekapcrTBaTa No-TOYHO, KakTo 1M ©6e3onacHo
Ja HaManAaT 403UTe Ha NO-TOKCUYHU BELLLECTBaA.

Mpn xenatut C, nepcoHanun3snpaHaTa MeguumHa goBeae Ao Tepanuu, onpeaensHu OoT Ha4YMHa Ha
pearupaHe Ha naumeHTa. /ima HAKONMKO AMAarHOCTUYHN TECTOBE, CNYXXELUN 3a naeHTuduumpaHe Ha
nauneHTn, KOMTO MoraT [a ce Bb3Mon3BaT OT 3HAYUTENHO CbKpaTeHa NPOABIMKUTENHOCT Ha
neyeHueTo (4 meceua BMecTo obmyanHute 6-12), ¢ BCUYkMTE My NpeaMMmcTBa U HamansiBaHe Ha
HEHy)XHaTa NiekapCTBEHA EKCNO3NLMSI.

AnarHocTnyeH TecT, KOUTO naeHTUdMLMpa MyTaLma Ha onpeaeneH reH Npy nauMeHTn ¢ pak Ha
nebenoTo 4YepBoO € noneseH 3a n3dop Ha NoAxoasLa XMMMoTepanust — NO-Marko BEPOSATHO € HAKOW
nekapcTtea ga ca edpukacHu, ako TO3M TECT € MOMOXUTESEH.

[pyrn npumepu nokasear, Ye NepcoHanuM3npaHaTa MeguLMHa He e YaK TONKOBa HOBO MOHATHE.
ChbluecTByBa 3HaUnTENEH 6Gpoi NPoaYyKTU, KOMTO ca CbobOpaseH C HYKAMUTE Ha NaLUMEeHTUTe U ca Ha nasapa
OT JocTa BpeMme:

TecToBe gaBaT Bb3MOXHOCT Ha 6onHMTE OT AMabeT Oa cneasaTt coOGCTBEHOTO CM HABO Ha KpbBHaTa
3axap, 3a ga onpeaensaT TOYHOTO KOMMYECTBO NIeKapCTBO (MHCYMNUH).

Hanuue e wunpok Habop OT TecToBe 3a OueHKa Ha KOCTHaTa NTbTHOCT 3a NauMeHTU ¢ ocTeonopo3sa.
ToBa no3BonsiBa Ha nekaps ga Habnogasa ehekTute OT NeYeHneTo.

JlekapuTe pasnonarat c TECTOBE, C KOMTO [a M3MepBaT BUPYCHUTE HMBa npu nauneHtn ¢ XUB npeaun
1 N0 BpEME Ha NIeYeHNeTo, KOeTO UM NO3BONABA Aa CnegaT ycnexa, KakTo U eBeHTyanHa
PE3NCTEHTHOCT KbM FIe4EeHNETO.



17. Owe nogo6HU 6poluypu

UecTo 3agaBaHn BbNPOCK U OTroBOpU 3a Buo-baHkuTe:
http://www.biomedinvo4all.com/en/publications-and-downloads/fag-on-biobanks/

YecTo 3agaBaHu BbNPOCK 1 OTFOBOPU 3a KIMUHUYHUTE NPOoyYBaHNA (Ha 6Gbnrapckm):
http://www.biomedinvo4all.com/en/research-themes/clinical-trials

TepMUHN 1 NOHATUSA:
http://www.biomedinvo4all.com/en/research-themes/clinical-trials

Monuntunyecka I/IHQ)OpMaLI,Mﬂ 3a nepcoHainn3npaHaTta vmeamimHa

Euractiv.com — lHcopmaumoHeH canT Ha EBponenickna Cbio3
http://www.euractiv.com/en/health/personalised-healthcare/article-171796

MexayHapoaHu N3TOYHUUN
[enaptameHT no 3gpaseonasBaHe Ha CALL

http://www.hhs.gov/myhealthcare/



