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HERANTISPHARMA INITIATES PATIENT RECRUITMENT
FOR CLINICAL STUDY WITH LYMFACTIN IN BREAST CANCER
ASSOCIATED LYMPHEDEMA

HerantisPharma initiates patient recruit-
ment for clinical study with Lymfactin® in breast
cancer associated lymphedema

HerantisPharmaPlc
Company release 18 May 2016 at 9:00 am

HerantisPharmaPlc (“Herantis”) has started
patient recruitment for its clinical study with Lym-
factin® for the treatment of breast cancer associated
secondary lymphedema. While the primary end-
point of the study is to assess the safety and toler-
ability of Lymfactin® the study will also assess the
preliminary efficacy of the treatment.

“Lymfactin® is a prime example of regenerative
medicine”, explains Burkhard Blank, MD, Chief
Medical Officer of Herantis. “A human growth factor
is harnessed for its natural purpose: To trigger the
growth of new lymphatic vessels to repair the under-
lying cause of lymphedema. As of today an effica-
cious treatment of lymphedema is not known.”

“General awareness of lymphedema has in-
creased significantly thanks to the amazing work by
Hollywood actress Kathy Bates and other brave
patients”, adds Pekka Simula, Herantis’" CEO.
“This huge unmet clinical need is acknowledged
even by the U.S. Senate. There is a will; we have
strong faith that Lymfactin® can provide the way by
being the first efficacious treatment to this dis-
abling and disfiguring condition, which severely
affects the quality-of-life of patients. Our clinical
study will also mark the first time in the world
when gene therapy is applied to repairing damage
of the human lymphatic system.”

The Phase 1 clinical study is now recruiting pa-
tients with breast cancer associated lymphedema at
the Helsinki University Central Hospital in
Finland. Two further study sites in Finland are
planned for opening later this year. The study in-
tends to recruit at most 18 patients, and recruit-
ment is expected to be completed in 2017.
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ABOUT BREAST-CANCER ASSOCIATED
LYMPHEDEMA

Approximately 20% of breast cancer patients
who undergo axillary lymph node dissection de-
velop secondary lymphedema, a chronic, progres-
sive, disabling and disfiguring condition that se-
verely affects quality of life. Symptoms include a
chronic swelling of an upper limb, thickening and
hardening of skin, loss of mobility and flexibility,
pain, and susceptibility to secondary infections.
Secondary lymphedema is currently treated with
compression garments, special massage, and exer-
cises. While these therapies may relief the symp-
toms in some patients they do not cure lymphe-
dema, which is caused by damage to the lymphatic
system. There are currently no approved medicines
for the treatment of this condition.

ABOUT LYMFACTIN®

Lymfactin® is an adenovirus-based gene therapy
expressing the growth factor VEGF-C specific to
the development of lymphatic vessels. Based on
preclinical studies it is expected to trigger the
growth of new functional lymphatic vasculature in
the damaged area and thus repair the underlying
cause of lymphedema. Lymfactin®, patented by
Herantis, is based on the internationally renowned
scientific research of academy professor Kari Ali-
talo and his research group at the University of
Helsinki. Herantis also holds patents for a combi-
nation therapy, which may expand the use of Lym-
factin® in primary lymphedema.

ABOUT DRUG DEVELOPMENT
IN GENERAL

Drug development projects can usually be di-
vided in two stages: The preclinical stage, and the
clinical stage involving human subjects. The clini-
cal stage can be further broken in three formal
phases. Phase 1 clinical studies assess the safety of a
drug candidate in human subjects. In Phase 2, the
optimal dosing and possible efficacy in the treat-
ment of a particular disease is studied. Phase 3
studies finally aim to establish a statistical proof of

safety and efficacy of the drug candidate in typically
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hundreds or thousands of patients for market ap-
proval. The scope and duration of a drug develop-
ment program varies depending on the target indi-
cation, type of the investigational medicinal pro-
duct, and other factors.

ABOUT HERANTISPHARMAPLC

HerantisPharma Plc is a drug development
company focused on early clinical development of

innovative drugs in unmet clinical needs. Our spe-
cial emphasis is in regenerative medicine where the
company has two first-in-class assets based on
globally leading science in their fields: CDNF for
neurodegenerative diseases, primarily Parkinson’s
and ALS; and Lymfactin® for breast cancer associ-
ated lymphedema, with potential also in primary
lymphedema. The shares of Herantis are listed on
the First North Finland marketplace run by Nasdaq
Helsinki stock exchange.

KOMIIAHUS «TEPAHTUC®APMA» 3AITYCTHUJIA ITPOIIECC
HABOPA MAIIMEHTOB JJI51 KIUMHUYECKOI'O UCCJIEJOBAHUS
IMPENAPATA «IUM®ACTHUH» (LYMFACTIN) 1JIS1 JEYEHUSI
JUM®EJIEMBI, CBI3AHHOM C PAKOM MOJIOYHOM KEJIE3bI

Kommanusa «Iepantuc®apma» (HerantisPhar-
ma Plc) (aaree epanruc) samycTuaa mporecc Ha-
6opa MaIMeHTOB AASL KAUHUYECKOTO MCCAEAOBAHMS
npenapata «Aumdactun>» (Lymfactin®), mpeana-
3HAYEHHOTO AASL A€YeHHsT AUMPeAeMBI, 00YCAOBACH-
HOH PaKOM MOAOYHO¥ >keAe3bl. OCHOBHBIM pe3yAbTa-
TOM HCCAEAOBaHUSI OyAeT OLeHKa 0e30IacHOCTH U
nepeHOCHMMOCTH mpenapara «Aumdacrun» (Lym-
factin®), 6yaer Taxke OlleHeHa U MpeABapHTeAbHAs
3¢ PEeKTUBHOCTD ACUCHI.

«AnmacTun npepcTaBasier cOO0OM SIPKUiL IPH-
Mep BOCCTAaHOBHTEAbHON MEAUIIMHBI»> — IOSCHSET
Bbypxapa baaHKk, AOKTOp MeAUIIUHDI, TAABHBIA Bpad
Kommnanun «I'epantuc>». «QakTop pocra ueroBeka
CAY>XKUT CBOEH IIPUPOAHOM II€AM: 3aITyCKaTbh POCT
HOBBIX AMM(ATHIECKHX COCYAOB AASl YCTpaHEHHMs
UCTHHHON IpuuuHbBl AuM¢eaembl. K Hacrosmemy
BpeMeHHU HeT nHPopManuu 06 3G PeKTHBHOM Aede-
HUH AUMQeAEeMBI>.

«O61mas HaCTOPOXXEHHOCTD 110 IIOBOAY AHM-
(eAeMBI CylleCTBEHHO IIOBBICHAACH OAaropapsi
BEAMKOAENTHON paboTe TOAAUBYACKONM aKTPHCHI
Kern BeiiTc n Apyrux OTBa’KHBIX MAIJUEHTOB>» —
Aobasasier Tlekka CHMyAQ, reHepaAbHbIN AUPEK-
Top KommaHuK «['epanTnc». - «3JTa orpomHas
HEYAOBAETBOPEHHAs] MEAHIIMHCKAsE IOTPeOHOCTD
6p1aa mpu3HaHa paxe ceHaroM CIIIA. Hamepenue
CyIeCTByeT, MBI TBEPAO BEpPHM, YTO AMMQACTUH
CMOXXET PelIUuTb Ty MpobAeMy, BIiepBbie MPeAAa-
rasg opPpeKTUBHOE AedeHHEe AAHHOTO KaAeYallero u
YPOAYIOIIETO COCTOSHHUS, KOTOpOe CyIeCTBEHHO
yXyAllaeT KauyecTBO >KM3HH manueHToB. Hamre
KAMHMYECKOe HCCAGAOBAHME CTAHET IePBHIM B
MHpe, KOTAQ TeHHas Tepamlus IPUMEHSeTCS AAS
A€YEHHS BpeAd, HAHECEHHOro AMMQaTHYeCKOH
CHCTeMe JeAOBeKa>.

Aad ygactus B 1-i1 ¢pase KAMHHIECKOIO HCCAe-
AOBaHUSI B HACTOsII[ee BpeMs HAET HabOp marjueH-
TOK C AMMQeAeMOi, 00yCAOBAEHHOM PaKOM MO-
AOYHOM XeAe3bl, B L[eHTpaAbHOM rocnurase YHu-
Bepcurerta Xeabcunku (@uuasupus). Eme aa
IYHKTa HCCAGAOBAHHUS TAKKe IMAAHHPYeTCS OT-
KkpoiThb B OuHASHAUM B 3TOM Topy. Oxmpaercs,
4ro Oyaer HabpaHO MakcumyM 18 manueHTOK, M
Habop 3akoH4nTCs B 2017 1.

JOINOJIHUTEJIBHAA UHO®OPMALIUA:

Komnanusa «[epantuc®apma» (HerantisPhar-
ma Plc), enepanbnbrit pupextop Ilexxka Cumyaa
(Pekka Simula), Teaeon: +358 40 7300 445 Kowm-
nanus «[epanruc®apma» (HerantisPharma Plc),
MeHepkep mpoekTa Karapuna Slakeaanaiinen
(Katarina Jiiskeldinen), Teaepon +358 SO 3055
582 Be6-caiir kommanun: www.herantis.com Cep-
TudunMpoBaHHbIi KypaTop: Kommanma UB Securi-
ties Ltd, reaedpon: +358 9 25 380 246

O JUM®EJIEME, OBYCJIOBJIEHHO
PAKOM MOJIOYHOM KEJIE3bI

ITpumepro y 20% 6GOABHBIX PaKOM MOAOYHOI
XKeAe3bl, TIepeHeCIINX IOAMbIIICYHYI0 AUM(AAEHIK-
TOMMIO, Pa3BUBAETCsl BTOPUYHAS AUMPeAeMa — XPO-
HHYeCKoe, Iporpeccupyionjee, KaAedamee U ypo-
Ayiolllee COCTOSIHHE, KOTOpPOe 3HAYMTEAbHO YXYA-
IIaeT KAYecTBO >KM3HH manueHToB. CHMITOMBI
3TOTO COCTOSIHMSI BKAIOYAIOT B Ce0s XpPOHHYECKYIO
OITyXOAb BEepXHell KOHEYHOCTH, YTOAIleHHe H OTpYy-
OeHHe KOXH, IIOTEPI0 MOABIKHOCTH W THOKOCTH,
00Ab U ITOABEPI)KeHHOCTh HHPeKIsIM. B Hacrosimee
BpeMs AeYeHHe BTOPUYHOM AMMEAEMBI IIPOBOAUTCS
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C IIOMOIIIBI0 KOMITPECCHOHHOTO OeAbs], CIIeL{IAABHOTO
Maccaka M yrmpakHeHu#. XOTs 3TU METOABL U MOTYT
YMEHBIIUTb CUMIITOMBI Y YaCTH IMAIleHTOB, OHHU He
Aedar AMepeMy, KOTOpas BO3HUKAeT BCAEACTBUE
HMOBPeXAEHUS ANMATHIeCKON CHCTeMbl. B Ha-
CTOsllllee He CYIIeCTBYeT alpoOUpOBAHHOTO AeKap-
CTBa AAS A€YEHHUS AQHHOTO COCTOSIHUAL

O MPENAPATE «IUM®ACTHH»
(LYMFACTIN®)

Aumdacrun (Lymfactin®) mpeacrasaser co-
0011 TeHHbII IpernapaT Ha AA€HOBUPYCHBIN OCHO-
Be, Bhipeasiomuit ¢akrop pocta VEGF-C, Ha-
IPaBACHHBIM Ha pa3BUTHE AMMQPATHYECKHX COCY-
aoB. Ha ocHOBe AOKAMHHYECKHX HCCA€AOBAHHN
O>KHAQETCSI, YTO OH 3aIlyCTUT POCT HOBOHN (YyHK-
IJUOHAABHON AUM(ATHUIECKON CHCTEMBI B IIOBPEX-
A€HHOM 00AaCTH U TaKUM OOpPa3OM YCTPAHHT HC-
THHHYIO nprauHy AnMdepempl. I[Ipemapat «Aumda-
CTUH>», pa3paboTaHHbIl KoMmaHuen «['epanTHC>,
0asupyercst Ha IIHPOKO U3BECTHOM MEXAYHAPOA-
HOM HAayYHOM HCCAeAOBaHuMH mpodeccopa Kapu
Anurano (Kari Alitalo) u ero may4soit rpynms! us
YuuBepcurera Xeapcunku. Kommammsa «I'epan-
THC> SBASIETCS Aep>KaTeAeM IIATEHTa Ha KOM-
IAEKCHYIO Tepaluio, KOTOPBIM MOKeT pacIIMpPUTh
UCTIOAb30BaHUE AMMQACTHHA NPU AeYeHHM IIep-
BUYHOU AMMQeAEMBL

O PABPABOTKE JIEKAPCTBEHHbBIX
ITPEITAPATOB B IEJIOM

ITpoekTsl 1O paspaboTKe AeKAPCTBEHHBIX
CPEeACTB OOBIMHO COCTOSIT M3 ABYX CTAAMIl: AOKAM-
HHYECKOTO HCCAEAOBAHMS H KAMHHYECKOTO HCCAE-

AOBAHUs, BKAIOYAIOI[ETO HMCCAGAOBAHHE HAa AIOASX.
Kannnueckoe nccaepOBaHHE MOXXHO YCAOBHO pas-
6uTh Ha Tpu ¢aspl. Pasa 1 mocesAmeHa OIleHKe
6e30IacHOCTH AeKapcTBa AAs Aopei. Ha ¢aze 2
U3YYAIOTCS ONTHMAAbHbBIE AO3BI M BO3MOXHAS 9¢-
(peKTHBHOCTb A€YeHHsI KOHKPETHOIO 3a00AeBaHUSL
(daza 3 HampaBAeHA Ha IIOAyYeHHE CTATUCTHYECKOrO
AOKA3aTeAbCTBA 0e30IMacHOCTH U 9PPEeKTHBHOCTH
Ipernapara Ha COTHSX U ThICSYAX IAIIMEHTOB AAS BbI-
BOAQ IpelapaTa Ha phIHOK. PaMKu U AAMTEABHOCTD
IIPOTPAMMBI Pa3pabOTKU AeKAPCTBEHHOT'O IIpenapara
MEHSIIOTCSL B 3aBUCHMOCTH OT LieAell, Tuma paspaba-
THIBA€MOTO IIpeIapaTa U APyrux GpaKTopoB.

O KOMIIAHUU «TEPAHTUC®APMA»
(HERANTISPHARMA PLC)

Kommanmusa «I'epantrc®apma> (HerantisPhar-
ma Plc) sBastercs xommnanmeit o paspaboTke Aekap-
CTBEHHBIX CPEACTB, CIElMaAM3UpPYyeTCs Ha paHHei
KAMHUYECKOH pa3paboTke HHHOBALIMOHHBIX IIperrapa-
TOB AASL YAOBAETBOPEHHS [IOTPeOHOCTE! MEAVIIMHDL
Ocoboe BHIMaHHE YAEASIETCS pereHepaTHBHOM Me-
AurmHe. B paHHOM 00AacTH KOMIaHMS 00AapaeT
ABYMs aKTUBaMH, HAUAYYIIMMHU B CBOE KaTeropHu U
OCHOBAHHBIMU Ha MHPOBOM AUAEPCTBE B AQHHOI 00-
Aactu Hayky, @ uMeHHO: CDNF pas Aevenns neiipo-
AeTeHepaTHBHbIX OOAe3Hell, B IEPBYI0 OuepeAb, 0o-
Ae3Hu ITapkuHCOHA U GOKOBOIO aMHOTPOPUIECKOTO
ckaeposa; u aumacrun (Lymfactin) — aag aevenus
AMeAeMbl, 00YCAOBAGHHO!N PaKOM MOAOYHOM JKe-
Ae3bl, C TIOTEHLIUAABHON BO3MOYKHOCTbIO IIPMMEHEeHUs
AASL A€UEHUS] TePBHYHOM AUMeAeMbl. AKITMU KOMITa-
Hyun «I'epanTrc> npepcrasaens! Ha Ilepsoit Cesep-
Holt bupsxe OUHASTHAN, IIOABEAOMCTBEHHO (pOHAO-
Boit 6upxe Nasdaq (DunassAms).
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