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2. Inentudixkariiro GpaxTopiB pU3MKY, 0 YMHATH BIUIMB HA PO3POOKY JIKapChKUX 3ac00iB, 3a
JIOTIOMOTO10 JTiarpamu IcikaBu.

3. KinbkicHy omiHKy (akTopiB pu3HKy 3a nornomororo Merony FMEA-ananisy.

4. PamxyBaHHS PHU3UKIB MPOIECY PO3POOKH JIIKAPCHKOTO 3ac00y 3a JIOMOMOTOI0 JiarpaMu
[Tapero.

5. Po3po0Oky 3axo/1iB i3 3aro0iranHs Ta KOpUryBaHHs (PaKTOpiB BIUIHMBY.

TakuM 4MHOM, TIEPIITUM €TAINlOM 3arajibHOT OI[IHKY PU3HKIB Ma€ OyTH BUSHAUCHHS KPUTUIHHIX
MMOKA3HUKIB SKOCTI JIIKAPCHKOTO 3aco0y.

Ha npyromy erami mocmipkeHHS TpoBoauiacs iaeHTudikaiis (HakTopiB pU3HKY TPOIECY
PO3pOOKH 32 IOTIOMOTOI0 METOJIMKH «MO3KOBOTO IITYPMY», B SIKOMY Opajia y4acTbh rpyma ¢axibIliB 3
BIIZILTY pO3p000K (hapMarieBTUYHOTO MiAMPHUEMCTBA.

HactymHuM  eTtarmoM  JOCHIIDKEHb  CTaJl0  OIIIHIOBAaHHSA  XapakTepy  MNOTEHI[HHHUX
HEBIIMOBIIHOCTEH Yy MpoIieci po3poOKH Ta PaH)KyBaHHs iX BIJIMOBIIHO A0 BCTaHOBICHHX 10-Th
OanpHUX KA.

Ha ocHoBi 1tux nanux Oyso modymoBano niarpamy [lapeTo.

Hamu Oyno BusnaueHo 6 3 12 dakropiB (mpubnauzno 78 %), MOB’SI3aHUX 3 KPUTUIHHUMHU
BIIACTHBOCTSIMH 1 XapaKTEPUCTUKAMHU MPOJIYKTY, SKi y Tporieci papMareBTHIHOI pO3POOKHA MOXKYTh
MPU3BOJHUTH JI0 OZCPKAHHS HESKICHOTO, Hee(hEeKTUBHOTO JIIKAPCHKOTO 3ac00Yy.

Jist xpuTH4HUX (HaKTOPIB BIUIMBY HaMHU 3aIIPOMIOHOBAHO KOMILJIEKC 3aXOMIB 13 3aM00iraHHs
iX HacTaHHs 3 €JIEMEHTaMH JI0JIATKOBOTO KOHTPOJIKO CIa0KHX MICIb BIIPH PO3pPOOI JTIKAPChKUX
3ac00iB Ta mepemnik Mii, siki HeoOXiAHO 3AIMCHUTH, KOJIM TOJIisA BiOynacs, aine pylHiBHI HACTIAKU
MOJKJIMBO 3MCHIITUTH.

BucHoBKkH. 3a pe3ynbraTaMyd aHaIi3y BCTAHOBJIICHO KOJIO HAWOUIBIN BXKIMBUX (DakTOpiB
BILTUBY, 110 MOTJIH O IPU3BECTH JI0 OACPKAHHSI HESIKICHOTO JIIKAPCHKOTO 3ac00y.

3acTocoBaHMI HaMU MiAXiJ A0 BU3HAYCHHS Ta OIIHKH PHU3HKIB MpPH pO3poOIli JTIKAPCHKUX
3aco0iB Ha 0a3i ¢papMaIeBTUYHOTO MIITPUEMCTBA JaB MOKIIMBICTh IIBUAKO 1 TOUHO BCTAHOBUTH BCI
3arpo3i1uBi (hakTopH, Ta Bi3yai3yBaTu iX y BUTJIAI Jlarpam Ta TaOJInIb.

Ha ocHOBI ofiep>kaHuX pe3yabTaTiB HAMH 3alPONOHOBAHO KOMIUIEKC 3aX0/IiB /i1l 3SMEHILICHHS
BIUIMBY 1A€HTU(IKOBAaHUX PHU3MKIB Ta BIANOBIAHO 3MEHILEHHS BUTpPAT HAa YCYHEHHsS HeOakaHMX
HACJIIKIB.
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Introduction. The explosive growth in the creation of innovations in medicine and pharmacy,

especially in the treatment of non-infectious diseases, is beneficial for patients. However, the access
and financing of innovative medicines is a serious problem around the world in the light of the
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Cexuis 14
«YTIPABJIIHHSI EKOHOMIKU TA 3ABE3INEUEHHS IKOCTI Y ®APMAILIII»

COVID-19 pandemic, the global economic crisis, an aging population, and an increase in the number
of non-infectious diseases.

Aim. The aim of the work is to analyze and systematize scientific and practical approaches to
promoting access to innovative medicines.

Materials and methods. The research was conducted using scientometric databases on the
Internet, data from WHO, WIPO, WTO.

Results and discussion. Access to essential medicines and health services is part of the
process for everyone to realize their right to the highest attainable standard of health and part of the
United Nations Sustainable Development Goals. Innovations in medicine and pharmacy differ from
innovations in other areas due to the ethical aspect of medical research, strict regulatory framework,
legal liability, high cost of R&D and high probability of failure.

WHO bases its work on the “principles of access” to essential medicines, which include four
criteria: rational selection and use of medicines, affordable price, sustainable financing and the
reliability of health and supply systems.

The challenges of achieving fair pricing and patient access to innovative medicines are among
the greatest challenges for healthcare systems around the world. Thus, the approval in 2021 of
Aduhelm (aducanumab) for the treatment of Alzheimer’s disease by Biogen has become one of the
most controversial decisions of the FDA in recent years. The medicine is approved by the FDA for
an accelerated procedure for a wide application, although the company conducted research only on
patients with early stage of the disease. Currently, the price for an annual course of the drug is $
56,000. ICER estimates that a course of aducanumab treatment should cost no more than $ 8,300 per
year.

Strategies that can help governments control spending in the health care system include:
strategies for the use of generic drugs; price regulation; health technology assessments to determine
cost-effectiveness of new products; reduction of taxes and markups; efficient procurement
mechanisms; regulatory supervision.

Existing WTO agreements allow for variability and “flexibility” to achieve health goals within
the intellectual property system. National laws usually also permit the issuance of “compulsory
licenses” to a third party or for use by a government without the consent of the patent holder. Another
limitation of intellectual property rights under the TRIPS Agreement is the exhaustion of rights.

It should be noted that intellectual property rights alone cannot provide a sufficient incentive
to promote R&D on innovative medicines for the treatment of socially threatening diseases.

One of the main concepts in the search for innovative models of innovation is the idea of
“breaking the link” between the price of the final product and the cost of R&D.

The analysis of theoretical works shows that the principle of “disconnection” includes the
following approaches: subsidies for research, which provide primary funding for researchers; tax
benefits for R&D, prize payments (the amount of money paid to a company that has successfully
developed a new product and determined in advance by the award committee), preliminary
commitments for future purchases, priority consideration by regulators, patent pools. In patent pools,
at least two patent owners agree to pool their patent rights for specific technologies and to grant each
other and third parties the rights to use their patents on the basis of a license.

The development of public-private partnerships also plays a significant role in conducting
R&D in the creation of innovative medicines for the treatment of socially threatening diseases. This
helps to pool intellectual resources and share the risks associated with a high degree of uncertainty
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about the results of innovation; allows expanding financial resources, promotes optimization of
budgetary expenses. The variety of forms and models of public-private partnership is due to the great
world practice of its application.

The strategy of “evergreening patents” in order to block the production of generics produced
by competitors should be noted. In fact, most innovations are incremental in nature, as technological
progress is usually a series of gradual steps rather than sharp leaps. Patent offices must carefully
assess whether incremental inventions meet patentability requirements.

The consequences of the COVID-19 pandemic for the global pharmaceutical industry include,
on the one hand, such trends as a shift in demand, a revision of the portfolio of the largest research
divisions, a change in the principles of research and development, increased competition among
regulators from different countries, on the other hand, an increase in the role of open innovation.

Conclusions. Thus, balancing the need to stimulate the development of innovative medicines
and ensuring the access of treatment will be key to adapting to future changes in the global distribution
of diseases.
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