ISSN 1562-7241 NEWS OF PHARMACY 4(84)2015

47

OPrAHI3ALIA TA EKOHOMIKA ®APMALLII

Recommended by Doctor of Pharmacy, professor M.M.Slobodyanyuk

UDC 615.014.2:615.453.6:330.322.2

SUBSTANTIATION OF THE SOCIO-MEDICAL
REASONABILITY OF DEVELOPMENT AND
COST-EFFECTIVENESS OF “TIOTARIN” TABLETS

Sv.M.Kovalenko
National University of Pharmacy

Key words: investment; economic efficiency; commercial attractiveness; “Tiotarin” tablets;
socio-medical reasonability

For the first time using a systematic approach a comprehensive model to determine the socio-medical
reasonability, cost-effectiveness and commercial attractiveness of developing a new drug “Tiotarin”
has been proposed. To assess financial results from the introduction of the drug “Tiotarin” into industrial
production the results of the predictive target sales according to the optimistic, most probable and
pessimistic versions of the experts of the Marketing Department of domestic drug manufacturers
have been used taking into account the economic calculation and market conditions. The scientific
and practical approaches, which include marketing, economic, financial research methods and the
method of mathematical modelling, have been proposed. They allow to substantiate the socio-medical
reasonability, cost-effectiveness and commercial attractiveness of a new drug “Tiotarin” based on
the use of variants of modern marketing strategies. Creation of the through marketing programme
for introducing the innovative project as an instrument of the project implementation has been

recommended.

An important indicator of efficiency of the innova-
tive activity of a pharmaceutical company is the sales
volume of a new drug and the share of the market seg-
ment that the drug has. The sales volume characterizes
the reaction of customers and the market on the thera-
peutic effectiveness, compliance with quality and the
drug competitiveness [1, 2, 7, 9].

Together with the level of profitability the sales volu-
me creates the financial coverage and determines the com-
mercial success of the drug, it guarantees the return of
investments and obtaining sufficient business income.

Along with it, even high profitability, but low sales
form insignificant financial assets. It significantly pro-
longs the time of investment return, reduces the poten-
tial and attractiveness of the market segment and the
success of the drug at the market as a whole [3, 7, 9].

When assessing the cost-effectiveness of introduc-
tion of a new drug its prime cost and profitability, ex-
pected volumes of production and sales for the next 3-5
years, as well as the amount, structure, source of invest-
ment, procedure and terms of their use and return are
determined [1, 3, 7].

The situation modelling allows predicting the vari-
ants for passing financial flows and receiving sums of
financial assets, as well as determining financial return
of the project.

The decision making regarding the project is based
on the summarised analysis of the marketing situation

and passing investments in optimistic, pessimistic and
the most probable variants [1, 7, 9].

The search for promising market niches for devel-
opment and introduction of new drugs into production
takes into account a comparative drug efficacy and safe-
ty, the volume of the market segment and its dynamics,
the number of foreign and domestic analogues, the price
range, social significance, economic and commercial rea-
sonability [3, 8, 10-12].

The quality of a drug is determined by the system of
indicators characterizing the efficacy, safety, physical
and economic accessibility, advantages over analogues,
convenience and frequency of use, the rate of onset and
duration of action, etc. [7, 10-12].

The aim of the work is to substantiate the socio-me-
dical reasonability of development and cost-effective-
ness of the combined tablets “Tiotarin”.

Materials and Methods

As the study subject a new combined drug for cor-
rection metabolic disorders in diabetes mellitus — “Tio-
tarin” tablets was used [4, 6].

In this paper the marketing, economic, financial re-
search methods were used for substantiation of the so-
cio-medical reasonability, cost-effectiveness and com-
mercial attractiveness of a new drug “Tiotarin”.

Results and Discussion

With the help of the SWOT analysis the in-depth
study of the peculiarities of “Tiotarin” tablets when us-
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Table 1
The main indicators of business operations according to the combined drug “Tiotarin” project

Characteristics 1 year 2 years 3 years 4 years 5 years Total, UAH
The target sales, thous. packs,
in particular:
optimistic 12.0 25.0 66.0 91.0 120.0 314.0
most probable 6.50 18.0 34.0 52.0 83.0 193.5
pessimistic 3.0 12.0 21.0 36.0 62.0 134.0
Production prime cost, UAH/pack 45.0 45.0 45.0 45.0 45.0 225.0
The manufacturer’s price, UAH/pack 123.0 123.0 123.0 120.0 118.0 607.0
Discount, % 30 25 20 15 15
Profit, UAH, in particular:
optimistic 128 850 371600 573 800 740 350 946 000 2760 600
most probable 85900 232 250 305 550 435 500 688 000 1747 200
pessimistic 68 720 139350 174 600 340 485 516 000 1203520

ing in the treatment process was conducted. Based on
this analysis it has been found that the combined drug
studied has good properties as a medicine by the phar-
macotherapeutic characteristics, possesses a number of
promising abilities in improving of the drug accessibility
and affordability, medical advisability of expanding the
use in the treatment process and increase in the share of
the commodity segment.

The economic indicators of the innovative drug “Tio-
tarin” with thioctic acid and taurin in the form of tab-
lets were studied when developing and introducing to
the market. Using the economic analysis the prime cost
of the composition of the tablets proposed was determi-
ned, namely evaluation of all components of the basic
substances and excipients, as well as materials, wages,
accruals, cost of sales and administrative expenses. It has
been found that the production cost for the drug “Tio-
tarin” will be 35.58%, total expenditures — 36.67% of
the product’s cost. In addition, the production profitabi-
lity will be 130.66%, and the complete profitability —
126.88%; it indicates a good production yield of the com-
bined drug proposed [5].

It should be noted that since the beginning of pro-
duction and sales of the drug the orientation of invest-
ments varies from expenditure on research and deve-
lopment and state examination and registration to mar-
keting communications (the work of medical representa-
tives, advertising, information, etc.), production supplies
and controlled accounts receivable. At the same time
the income from the sale of the drug, which is constant-
ly growing, begins.

An important factor for the drug manufacturer is the
dynamics of its sale, revenue and earnings as a compo-
nent of the economic and financial efficiency. The factor of
a stable market and economic success of the new drug
is fast replenishment of the largest number of pharma-
cies of Ukraine with this new drug and the information
about it to target audiences.

To assess financial results from the drug introduc-
tion into industrial production the results of the predic-
tive target sales according to the optimistic, most probable

and pessimistic versions of the experts of Marketing De-
partment of domestic drug manufacturers were used.

When determining the predictive target sales the ex-
perts in marketing and commodity market of “ASTRA-
FARM”, LLC (Vyshneve, Ukraine) proceeded from the
predictive number of patients with this profile and the
amount of the drug for treatment, drugs-analogues as
competitors, as well as the factor of conservatism and
preferences of physicians, pharmacists and patients at
the first stage of the product life cycle.

The appearance of a domestic combined, qualitative
and cheaper drug will provide competitive advantage
to the manufacturer, and it will be primarily attributable
to the higher economic affordability for the population.

Within the first year of the presence of a new drug at
the market the potential consumers are mainly familiar
with the manufacturer and his new product and deter-
mine if this product meets the expected criteria of qua-
lity, efficiency and affordability.

Within the second year, consumers already have a
perception regarding the drug proposed by this manu-
facturer, therefore, with their positive attitude its sales
volume will increase.

The third year will be characterized by increased
sales due to the growth in the number of repeated pur-
chases by consumers of the drug because they already
know this drug from their own experience and the ap-
pearance of new buyers who have previously only heard
about the new drug, but never used it.

According to the economic calculation and market
conditions the contract price of the manufacturer can be
in the amount of 123 UAH per pack of the combined
drug; it corresponds to its positioning at the level of
average market prices of the current year.

To encourage distribution it is recommended to use
discounts from the price of the manufacturer in the amount
of 30% (the first year of the market entry), 25% (the
second year) with subsequent reduction to 15%. Fixed
costs for the product are identified in the amount of 95
thous. UAH/year. The optimal annual sales of the drug
according to the marketing research are predicted only
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Table 2
The main indicators of investments in the development and introduction
of the combined drug “Tiotarin” in the manufacture
Name Investment, thous. UAH
1stage | 2stage | 1year | 2years | 3years | 4years | 5years | Total
1. Development of the drug and
registration dossier, state examination 8.90 104.90 113.80
and registration, in particular:
1.1. Preparatory work 8.90 8.90
1.2. Research work 5.50 5.50
1.3. Evaluation and registration 99.00 99.40
2. Direct investment in productionand | 5455 | 380,00 | 270.00 | 150.00 850.00
promotion, in particular:
2.1.n fixed assets - -
2.2. In marketing communications 50.00 | 250.00 | 150.00 | 60.00 510.00
2.3. In manufacturing inventory - 130.00 | 120.00 | 90.00 340.00
3. Receivables 110.00 | 80.00 | 75.00 265.00
from 6.5 (the first year) to the possible 83.0 (the fifth 10 000 000,00
year) thous. packs (Table 1). 9 000 000,00
The assessment of the financial results of commer- 8 000 000,00 K
cial introduction of “Tiotarin” tablets was carried out ’
by modelling the monetary investment financial flows 7:000 000,00 .
of the project. The calculation of the cash flows was 6 000 000,00 -
made taking into account changes in the value of mon- + 5000000,00 ’ /
ey in time as a discount, tendencies of changes in the < 41000 000.00 ’ /
cost of production, the peculiarities of substitution of ' , 7
the fixed costs, the value added tax, profit tax, etc. To 3000 000,00 A—
stimulate the promotion and sales of the new drug the 2000 000,00 -
special discounts were determined [1, 7, 9]. 1000 000,00 / -~
The first and second stage of development is associ- s
ated with the development costs, the state examination 000 t——mmtmmes ‘ ‘ ‘ ‘

with clinical trials and registration of the drug “Tiota-
rin”. The results of modelling (Fig. 1) show that return
of the investments for the combined drug “Tiotarin” is
predicted beginning from 1 year and 5 months (the op-
timistic version) and up to 2 year and 6 months (the
pessimistic version) from the start of the commercial
production and commercial use.

The most likely variant is the return of funds within
2 years and 1 month from the beginning of its commer-
cial sales. In such a case, the period of the mandatory
development, the state examination and registration of
the drug (prior the commercial time) should be taken
into consideration, and it will increase the period of in-
vestment over 4 years.

Thus, the comprehensive economic, marketing and
financial analyses conducted show an insufficiently at-
tractive investment situation as for the new drug, first
of all, concerning the speed of payback of the capital
invested in the project at the expense of the low market
sale of the drug “Tiotarin” within the first three years.

At the same time high demands of the quality for
conducting development and normative documents, sig-
nificant research intensity under special control of the
state branch authorities not only considerably increase
the need of the amount of investment, but also prolong
their return. In the market conditions the amount of in-

1000 000106 stage 2 stage 1year 2years 3 years 4 years 5 years

- . - Optimistic  — — Most probable Pessimistic

Fig. 1. The model of financial investment flows of the “Tiotarin”
tablets project.

come and profit from the commercial use of the new
drug will depend on the volume of its sales. Moreover,
it is necessary to achieve the presence of the drug in
most pharmacies with its first production batches simul-
taneously with the active information support of target
audiences — physicians, consumers and pharmacists.

The work of the external service of the manufac-
turer — medical (pharmaceutical) representatives will be
important in activating components of marketing com-
munications. The organization or intensification of ser-
vices in most regions of Ukraine will become a power-
ful factor in the active implementation of the innovative
policy of the enterprise — the manufacturer of a new
drug.

For the active capture of the segment of the market
and substantial increase in the volume of sales of the
new drug “Tiotarin” the Marketing Department of drug
manufacturers recommends to increase the amount of
investment in marketing communications within the first
and second year of its production and create a market-
ing programme of the complex introduction of the drug
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Table 3

The revised main indicators of business operations according to the combined drug “Tiotarin” project

Characteristics 1 year 2 year 3 year 4 year 5 year Total
The target sales, thous. packs,
in particular:
optimistic 74.00 96.00 160.00 210.00
most probable 36.00 62.00 83.00 145,00 186.00
pessimistic 24.00 43.00 60.00 88.00 115.00
Production prime cost, thous. UAH/pack 45.00 45.00 45.00 45.00 45.00 225.00
The manufacturer’s price, UAH/pack 123.00 123.00 123.00 120.00 118.00
Discount, % 30 25 20 15 15
Profit, UAH, in particular:
optimistic 588100 1032850 1230180 2019480 2980350
most probable 496800 | 793470 | 1064800 | 1940600 | 2510480
pessimistic 325760 514620 795720 1200470 1500320
18 000 000.00 Therefore, active implementation of marketing com-
16 000 000,00 munications and work with target audiences will also
- lead to changes in sales volumes.
14 000 000,00 R The predictive target sales in the new conditions of
12 000 000,00 L the marketing strategy are given in Table 3.
R The results of modelling of the indicators (Fig. 2)
10000 000,00 ) show the greater capture of the segment of the market
% 8 000 000,00 s when introducing a new drug to the market and a rapid
o further increase of the sales volume and revenue; it sig-
6000 000,00 7 nificantly enhances both the commercial and the inno-
4000 000,00 .27 vative potential of the drug as a commodity.
» ,/'/ Already during the first three years the potential sale
21000 000,00 s of the drug “Tiotarin” even according to the pessimistic
0,00 e D prediction will be about 130 thous. packs.
1stage 2stage 1year 2years 3years 4years 5years Therefore, innovative attractiveness and commercial
+2000000.00 efficiency of a new combined domestic drug “Tiotarin”
- . - Optimistic —— Mostprobable —— Pessimistc  in the form of tablets, identification of the components

Fig. 2. The model of financial investment flows of the “Tiotarin”
tablets project in the new conditions of the marketing strategy.

to the market, as well as management of marketing stra-
tegies at the stages of the product life cycle with the
programme of the loyalty support of target audiences.

It is possible to save the necessary investments due
to additional research and development of projects of
documents for the registration dossier by the specialists
of the manufacturer based on control of the critical way
and deadlines.

According to the conclusions and recommendations
of specialists in marketing of drug manufacturers we
conducted modelling of variants of additional increase
in the amount of investments and their impact on drug
sales, the amount of financial flows, profit and the pay-
back period.

The main indicators of investments concerning the
drug proposed according to the variant of increase in
the amount of investments in marketing communica-
tions are given in Table 2.

aimed at enhancing the marketing communications, in-
cluding also the involvement of the external service of
the company, on the target audience are confirmed by
the refinement conducted by us in the marketing stra-
tegy of the manufacturer concerning the new combined
drug.
CONCLUSIONS

1. Based on scientific and practical approach pro-
posed the socio-medical reasonability, cost-effective-
ness and commercial attractiveness of a new drug “Tio-
tarin” have been substantiated using variants of modern
marketing strategies.

2. Based on the revised indicators of investments
and predictive sales the models of financial flows for
commercial use of a new drug have been evaluated,
and its active introduction with the rapid capture of the
market, significant sales volumes and revenue has been
confirmed. Creation of the through comprehensive mar-
keting programme for introducing the innovative pro-
ject as an instrument of the project implementation has
been recommended.
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OBIPYHTYBAHHSA COLUIANBbHO-MEAQNYHOI AOUINIbHOCTI PO3POBKU TA EKOHOMIYHOI
E®EKTUBHOCTI TABJNIETOK «TIOTAPIH»

Ce.M.KoeasieHko

Knroyoei crnioea: iHsecmuujii; ekKOHoOMiYHa egbekmugHicmb,; KomepyiltiHa npusabnusicmas;
mabnemku « TiomapiH»; couianbHo-medu4yHa OouirnbHICMb

Bniepuwe 3 8UKOpUCmMaHHSIM CUCMEMHO20 MiOX00y 3arporioHo8aHa KOMII/IeKcHa MoOesIb 3a 8U3HaYEeH-
HAIM couianbHO-MeOUYHOI QoUirIbHOCMI, EKOHOMIYHOI echekmusHOCmI i KOMepyitiHOI npueabnusocmi
PO3POBKU HOBO2O JliKapCbK0o20 npernapamy. [ ouiHKu ¢hiHaHCo8UX pe3yribmamig 8i0 yrposadKeHHSs
y npomucrioge 8UpobHUUMEO npernapamy « TiomapiH» 32i0HO 3 EKOHOMIYHUM PO3paxyHKOM ma PUHKO8OH
KOH FOHKMYpPOK 8UKOpUCMaHI pe3yribmamu rpo2HO3HUX r1aHogux obcseig rpodaxie 3a onmumicmudy-
HUM, Haubinbw 8ipo2iOHUM ma rnecuMiCmu4YHUM 8apiaHmamu ekcriepmig 6i0difly MapKemuHay 8im4u3HsI-
HUX 8UPOBHUKI8 liKig. 3arnpornoHo8aHi HayKoO8O-rpakmMu4Hi nidxodu, sKi 8KIYarMb MapKemuHao-
8i, EKOHOMIYHI, chiHaHco8i Memodu OocCiOXeHb | MeEMOO MameMamu4YHO20 MOO€er8aHHs, armb
Moxnugicme 06rpyHmysamu coujarbHO-MeduYHy O0UinbHICMb, EKOHOMIYHY eheKmuBHICMb ma Ko-
MepUyitiHy npusabnugicmb HOB020 liKapCbKO20 rpernapamy Ha OCHO8I BUKOpUCMaHHS eapiaHmig cy-
YyacHUX MapKemuHa208uUXx cmpameeaill. PekoMeHO08aHO CMBOPEHHST HACKPI3HOI MapKemuH2080i rnpo-
epamu 3 8mifeHHs1 IHHO8ayiliHO20 NpoeKkmy sK iIHCmpyMeHmy to2o akmueHOI peariizauil.

OBOCHOBAHUE COI:II/IAHbHO-MED,I/ILI,VIHCKOVI LENECOOBPA3HOCTU PASPABOTKU

N SKOHOMUYECKOU 3OPEKTUBHOCTU TABNNIETOK «TUOTAPUH»

Ce.H.KoeaneHko

Knroyesnle crioea: uHeecmuyuu,; 3KOHOMUYeCKasi aghgheKmueHOCMb, KOMMepPYecKas
npusnekamenbHOCMb; mabnemku « TuomapuH»; coyuarnbHO-MeduyUHCKas yenecoobpasHocme
Briepebie ¢ ucnonb3o8aHuUemM cucmemMHoz20 rnodxoda rpedrioxXeHa KoOMriieKkcHasi Modersib o orpe-
OerieHUKO coyuanbHO-MeOUUUHCKOU yernecoobpa3Hocmu, SKOHOMUYECKOU 3ghgheKmusHOCMU U KOM-
Mepyeckol rpusrnekameribHocmu paspabomku HOB020 /leKapCmeeHHOe0 npenapama « TuomapuH».
Lns oueHKu ¢huHaHCOoBbIX pe3yibmamos om 8HEOPEHUST 8 MPOMbILWIIEHHOE MPOU3800CME0 rpena-
pama « TuomapuH» coearacHO 3KOHOMUYECKO20 pacyema U pPbIHOYHOU KOHBHOHKMYPbI UCM01b308a-
HbI pe3ynibmamal rpo2HO3HbIX M/1aHo8bIX 06beMo8 nMpodax fnpu oNMUMUCMUYHOM, Haubonee do-
CMOBEPHOM U ecCUMUCMUYECKOM 8apuaHmax 3Kkcriepmos omaoesia MapkemuHaa 0me4ecmeeHHbIX
npousgodumernel nekapcms. [NpednoxeHb! Hay4YHO-Mpakmuyeckue nooxodbl, KOMOpPbIe 8KITHOHaOM
MapKemuHea08ble, 3KOHOMUYECKUE, (huHaHCco8ble MemoObl uccriedosaHull u Memood Mamemamu4yecko-
20 ModenuposaHusi, Komopbie darom 803MOXXHOCMb 060CHO8amMb coyuaribHO-MeOUUUHCKYH uere-
€co0bpa3HOoCMb, IKOHOMUYECKYI0 3QhHEKMUBHOCMb U KOMMEPHYECKYHO MpUeKkamesibHOCMb HO8020
NlekapcmeeHHo20 npenapama « TuomapuH» Ha OCHOB8€e UCIO/Ib308aHUST 8apuUaHmos Co8PEMEHHbIX
MapKemuHao8bix cmpameaull. PekomeH008aHO co30aHUe CK8O3HOU MapKemuHa080U npoepammb|
10 ocywecmerieHU0 UHHOBaUUOHHO20 MPOeKma Kak UHCMpPyMeHma e20 akmueHoU peanu3ayuu.



