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COMMERCIALIZATION OF AN INNOVATIVE AUTOIMMUNE VACCINE IN THE
UKRAINIAN MARKET: PROBLEMS AND PROSPECTS

KOMEPIIAJIBAIISA ITHHOBAIIIMHOI ABTOIMYHHOI BAKIIUHUA HA PUHKY
YKPAIHU: IPOBJIEMH I TIEPCIIEKTUBHA

KOMMEPIUAJIU3ALIUS THHOBAIIMOHHOM ABTOUMMYHHOM BAKITUHBI
HA PBIHKE YKPAUHBI: ITPOBJIEMbI U IIEPCIIEKTHUBbI

AHoTtauis. Po3po6iieHa B [HCTHTYTI ekcliepUMEHTAIBHOT AaTOJIOTi1, OHKOJIOTI Ta paxio0ioorii MpOTHIYXJIMHHA
ayToOiMyHHa BaKIMHA, [0 BHUTOTOBIAETHCS HA OCHOBI AHTHICHIB 3 IyXJIHMHHOI TKAaHMHHM TAIlieHTa €
BHUCOKOE(EKTHBHOIO 1 IMPH 3aCTOCYBaHHI y KOMIUICKCHIA Teparii OHKOJOTIYHHX XBOPHX 3HAYHO 30i7bIIye
BUKMBAHICTh MAIli€HTIB. BakiinHa Mae BHCOKWI PUHKOBHI TMOTCHINAN SK B YKpaiHi, TaK 1 Ha MIXXHAPOTHOMY
PHHKY TmpenapariB 3 imyHoTepamii paxky. OaHak, KoMepliami3alisi TaKuX IHHOBAI[IfHUX pPO3POOOK 4YacTo
CTHKAETHCS 3 PSIJIOM TEPEIIKO/I: BHYTPIIIHIX, 3 00Ky yCTaHOBH, Ta 30BHIIIHIX — 3 OOKY 30BHILIHOTO CEPEIOBHIIIA,
y akoMy (yHKHioOHy€e ycTaHoBa. OCHOBHOIO NEPENIOHOI0 YCIIIIHOI KoMepIiari3anii ayToiIMMyHHOI BakI[MHU Ha
JaHWil dYac € came 3OBHIIIHIM omip — BIACYTHICTH NPOUENYpPH CTaHAapTH3alil IS IpenapaTiB, IO
BUT'OTOBJIAKOTHECA AJIA KOXKHOI'O HaHiCHTa iHI[I/IBiZ[yaJ'H)HO. TOMy, CaM€ BJOCKOHAJICHHA 3aKOHOZ[aB‘-IOI 0a3u y
JAHOMY HANpPSAMKY, CIPHUATHME IPUCKOPSHHIO MPOIECy YCIINIHOI IMITIEMEHTAlii ayTOIMyHHOI BakIWHHA Ha
YKpalHCBKOMY PHUHKY.

Abstract. Developed at the Institute of Experimental Pathology, Oncology and Radiobiology, the antitumor
autoimmune vaccine, made on the basis of antigens from the patient's tumor tissue, is highly effective and, when
used in complex therapy of cancer patients, significantly increases patient survival. The vaccine has a high market
potential both in Ukraine and in the international market of cancer immunotherapy drugs. However, the
commercialization of such innovative developments often faces a number of obstacles: internal, on the part of
managers and/or managers of the institution, and external on the part of the external environment. The main barrier
to the successful commercialization of the autoimmune vaccine at present is the external resistance — the lack of a
standardization procedure for drugs manufactured for each patient individually. Therefore, it is the improvement
of the legal framework in this direction that will accelerate the process of successful implementation of the
autoimmune vaccine on the Ukrainian market.

AHHOTaHI/Iﬂ. Pa3pa60TaHHa${ B I/IHCTI/ITYTG 3KCH€pHM€HTaHI;HOﬁ I1aTOJIOIrMH, OHKOJIOTHHM H paZ[I/IOGI/IOJ'IOFI/II/I
IMMPOTUBOOITYXOJICBAass ayTOMMMYHHAsl BaKLWHA, U3roTaBJIMBACTCSA HAa OCHOBEC AHTHUICHOB C OHYXOHGBOfI TKaHHU
nanueHTa sABJIACTCA BLICOKOB(l)(l)eKTPIBHOﬁ U Ipyu NPpHUMCHCHUU B KOMIIICKCHOM Tepalu OHKOJOTMYCCKUX
OOJBHBIX 3HAYUTEILHO YBCIUMYMBACT BBUKUBACMOCTL IAILIUCHTOB. BaKLII/IHa HMEET BBICOKUN pLIHO‘IHBIﬁ
oTeHIMaJI KakK B YKpaI/IHe, TaK U Ha MCKAYHAPOAHOM PBIHKC MNPCIapaToB ¢ MMMYHOTCPAIINU PaKa. OHHaKO,
KOMMEpIHaIn3anua TaKNX HWHHOBAUOHHBIX pa3pa60T01< JacTO CTAJIKUBAC€TCA C PAOOM HpeH}ITCTBI/Iﬁl
BHYTPEHHHUX, CO CTOPOHBI YUPEXKICHHA, U BHEIIHUX — CO CTOPOHBI BHEIIHEH Cpebl, B KOTOPOH (PyHKIIMOHUPYET
yapexxaenre. OCHOBHOW Tperpamoi yCHemHOW KOMMEpHHATN3allii ayTOMMMYHHOW BaKIIMHBI B HACTOSIIEE
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BpEM ABJIACTCA UMCHHO BHCIIHCC COMPOTUBJIICHUEC — OTCYTCTBUC NPOLCAYPhI CTaHAAPTU3ALU U1 NIPETIapaTos,
H3roTaBJIMBACMbIX UISI KaKAOTO IMalOUCHTA WHAWBUAYAJIBHO. H03TOMy, HMMCHHO COBCPIICHCTBOBAHUC
SaKOHOHaTGHLHOﬁ 0a3el B JJAHHOM HallpaBJICHUH, 6yz[eT CII0co0CTBOBAThL YCKOpPCHUIO ITpoLecca YCHCLHHOﬁ
HUMILICMCHTalluU ayTOHMMyHHOﬁ BAaKIIMHbI Ha YKPAUHCKOM PBIHKE.

Innovation in medicine is about the process of turning a product idea into a practical plane,
something that can be used, implemented, or it has been achieved and, where possible, should bear
fruit in the form of improving the efficiency of the health care system and the prevention of the most
common diseases.

Innovations in medicine are new ideas, approaches, drugs, or methods of diagnosis or
intervention techniques used in the delivery of medical services (assistance) or in the organization of
processes that are perceived as new or that have unique properties. However, when innovating,
institutions and individuals face challenges such as resistance to innovation. This resistance is due to
the fact that most people by nature are inherent in conservatism and inertia, which significantly
complicate the perception of innovation. Also, the healthcare sector in Ukraine has traditions and
signs of fairly hypertrophied conservatism.

Internal resistance is the reluctance or complete refusal to participate in the innovation process
by the structural and functional units of the institution, managers at different levels, and medical
professionals. This kind of resistance to innovation is both conscious and unconscious.

External resistance. Any leading institution is located in other regions, both public and private,
which are sold and separated in their activities. Suppliers, employees, visitors, management, public
organizations, competitive institutions, and businesses - all of them work in one way or another, using
institutions separately. In the period of innovation, such an impact can often go into pressure and
resistance because strategic innovations inevitably affect the interests of all entities involved in the
institution.

One of the main reasons for the low level of innovative development of medicine is the fragile
development of the system of modern organizational and economic instruments of innovative
development of health care, intended to fulfill a dual role: first, to stimulate the emergence, design,
and implementation of innovative ideas, products, and technologies; second, to shape the market
demand for innovation - management, information, and therapeutic diagnostics.

On the other hand, the poor performance of the system management system has been driven by
the health and imperfection of diagnostic methods that utilize medical services, which provide
irrational structure, and medical care, and may need systems that respond to needs, and apply current
standard standards for medical services.

It should be noted that in the process of development or already developed in Ukraine, there are
many innovative products in the medical field, especially in the field of oncology. However, most of
them cannot overcome the stage from ready-made innovative product to its successful
commercialization.

The greatest achievement of modern oncology is the development and implementation in the
clinical practice of various biological products that contribute to the creation of anti-cancer immunity.
The progress of the world society in this direction is 34% compared to 14% in the main fields of
cancer therapy.

Experts believe that auto-vaccines — the most promising direction of the treatment of cancer
patients. The United States has made significant strides in this area. However, it was the first time
that Ukrainian scientists were able to develop and implement an anti-tumor auto-vaccine that is
accessible to all cancer patients.

Scientists at the RE Kavetsky Institute of Experimental Pathology, Oncology, and
Radiobiology, National Academy of Sciences of Ukraine have developed a modern treatment for
cancer patients - anti-tumor auto-vaccine.

This auto-vaccine is made on the basis of antigens from the tumor tissue of the patient, modified
by cytotoxic lectins (CL) - products of synthesis of the saprophytic culture of B subtilis B-7025.

This method of producing vaccines provides them with high specificity and immunogenicity
due to the presence of modified tumor-associated antigens and microbial adjuvants.
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The use of anti-tumor auto-vaccines in the complex therapy of cancer patients significantly
increases their survival time at individual locations and histological forms of malignant tumors,
normalizes immunological parameters, and improves the quality of life of patients.

Anti-tumor autoimmune vaccine (AAV) is used in the postoperative period to prevent
recurrence and metastasis by increasing the body's anti-tumor resistance, prolonging the life
expectancy and improving the quality of life of cancer patients.

Scientists at RE KIEPOR NASU have worked for over thirty years to create the anti-cancer
agent.

More than five thousand patients have already tested the vaccine. For the most part, the trials
involved people to whom doctors were no longer able to help.

Experts say that the five-year survival rate increases about three times after using an
autoimmune vaccine (in the case of breast cancer - about 17%, with gastric cancer more than 30%).

Medication is not universal, and it is made individually for each patient from the removed
malignant tumor and blood of the patient. First, doctors receive the full spectrum of the antigens of
the patient. These antigens, modify and inject this patient and develop a complete immune response,
he responds to their antigens but modified.

Potential consumers of this innovative product can be all public and private medical institutions
involved in the treatment of oncology. That is, the market for anti-cancer drugs, even in Ukraine
alone, is huge.

Potentially, the commercialization of an autoimmune vaccine is not only a huge step forward
in the treatment (or rather, postoperative recovery and relapse prevention) of various cancers but also
a very cost-effective, high potential product.

The technology of Ukrainian scientists already wanted to buy foreign companies. But provided
the developers renounce their authorship.

The most significant impediment to the successful commercialization of an innovative product
is external resistance, and the medication is not allowed in the pharmaceutical market.

The ministry of health requires certification of the vaccine, the developers say. Although the
department is well aware that it is not possible to do this, instead of speeding up the process, they do
create artificial obstacles. The medication is individual, and the green light will only give him an
improved legal framework.

Practically, it is not possible to certify this vaccine, and therefore the use of these antineoplastic
vaccines is in the world, but no one questions their standardization. The vaccine is standard for the
patient who received this material and for whom it was prepared, not for everyone else.

It is in this direction that the Ministry of Health's assistance is needed to accelerate the process
of commercializing an innovative autoimmune vaccine in the Ukrainian market.
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