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THE PHARMACEUTICAL REFORM IN THE REPUBLIC
OF MOLDOVA DURING THE PERIOD OF INDEPENDENCE

Over the last two decades, the Republic of Moldova has gone through a complex and controversial
way of its development. Determining its vector of development based on the democratic values of Western
culture the legal framework has been practically completely revised and created. The concept of reforming
the pharmaceutical sector in the Republic of Moldova included: liberalization of prices and freedom from
the planned system of economic management while creating the necessary mechanisms for the functioning
of the market economy - creating the banking system, establishing the capital market, introducing the na-
tional currency, creating other institutions, as well as the huge process of creating a new legal framework.

Aim. To analyze the main pharmaceutical reforms carried out in the Republic of Moldova during the
period of independence, highlight their impact on the expected effects and develop recommendations for
improving of the pharmaceutical care.

Materials and methods. As the research tools, analytical and sociological methods (questionnaire)
were used.

Results. The survey involved employees with at least 25 years of work experience who had certain
professional competencies: a higher professional category, published scientific articles or an academic de-
gree, work experience in the coordination and control system, as well as experience as a head of a pharma-
ceutical enterprise/organization. As experts 93 specialists were selected, including pharmacists: 7 Doctors
of Medicine, 5 specialists with the published scientific papers, 78 holders of the higher professional catego-
ry, 3 - former and current officials with experience in the coordination and control system. After the survey,
the experts analyzed the main pharmaceutical reforms taken place in Moldova over 25 years (1990-2015).

Conclusions. It has been shown that the negative impact of pharmaceutical reforms exceeds the posi-
tive impact by 1.46 times. Recommendations have been developed and proposed for: elimination of the
negative consequences of pharmaceutical reforms; the study / the possibility of initiating a number of
pharmaceutical reforms/regulations proposed by the experts who participated in the study.

Key words: pharmaceutical reform; pharmaceutical system; pharmaceutical services; competence; degree
of the reform achievement; drug consumer.
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Jlepacasruii meduurutl i papmayesmuyHuil yHisepcumem im. Hikonae TecmemiyaHy,
M. KuwuHis, Pecny6aika Mosadoga

GAPMALEBTUYHA PE®OPMA B PECNIYBJIIII MOJIZOBA Y IIEPIOJ, HE3AJIEXKHOCTI

3a ocTaHHi ABa AecATUNITTS Pecny6ika MoJizioBa npo¥iiia cKJIaJHUH i cynepeyMBUH LISIX CBOTO
PO3BHUTKY. 3 METOIO BUSHAYE€HHSA BEKTOPY CBOI'0 PO3BUTKY, BUXOAAYM 3 ;e MOKPATUYHUX LIiIHHOCTEH 3axXiZjHOI
KyJIbTYypPH, IPAaKTUYHO MOBHICTIO 6yJia MeperysiHyTa i cTBoOpeHa HOpMaTHUBHO-NpaBoBa 6a3a. KoHuenuis
pedopmu MosioBu nosisirana y Jiibepasisauii i i BijMoBi Bi/j 1J1aHOBOI cCUCTeMH yNpaBJIiHHSA €KOHOMi-
KOI0 i/l 9ac CTBOpPEeHHsI HeoOXiIHMX MeXaHi3MiB /171 pyHKIIOHyBaHHS PUHKOBOI eKOHOMIKH: CTBOPEHHS
6aHKIBCbKOI CUCTEMHU, PUHKY KalliTa/ly, IHIIUX YCTAHOB, yBeleHHS HalliOHAJbHOI Ba/IIOTH, a TAKOX TPHBa-
JIMH NpoLeC CTBOPEHHS HOBOI NPaBOBOI 6asH.

MerTa: aHaJ1i3 ocHOBHUX pedopM, mpoBeieHUX V¥ Pecry6utini MosizjoBa y cdepi dapmariii 3a nepiog He-
3aJIKHOCTI: BUZIJIEHHS IX BIVIUBY Ha 04iKyBaHi edeKTH i po3po6JsieHHsS peKoMeHAaLil 1110/10 MOJIiMIIeH-
Hf cy4yacHoI papMaleBTHYHOI JOIOMOTH.

MaTepia/iM Ta METOAM: K iIHCTPYMEHTH JOC/Ii/PKEHHSI BUKOPUCTOBYBAJIMCS aHAJIITUYHI Ta COLio/IOTiYHi
MeToAU (AaHKETyBaHHS).

Pe3ynbraTH gocCaigKeHHs. B aHkeTyBaHHI 6y/u 3aAisiHi mpaliBHUKK npakTU4YHOI Gpapmaii 3i cra-
»KeM po60TH He MeHIle 25 POKIB, 1110 BOJIOZ{I0Th NEBHUMH MPOoPeCciitHUMU KOMIIETEHLisIMU: MalOTh BUCO-
Ky npodeciiiHy KaTeropito, ony6/iikoBaHi HayKoBi cTaTTi a60 HAYKOBUM CTYMiHb, AOCBiA po6OTH y cUCTEMI
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KOOpJMHalil i KOHTPOJIIO, a TAKOXK /I0CBi/l pOGOTH KepiBHUKOM dpapMarieBTUYHOI0 MiIIPHUEMCTBA / OpraHi3aril.
Ak excniepty o6pano 93 daxiBus, 30kpeMa i papMareBTH, 3 IKUX: 7 JOKTOPiB MeANYHUX HAyK, 5 paxiBIiiB, 1110
ony6JiKyBaJd HayKoBi cTaTTi, 78 MaroTh Bully npodeciiiny kateropit, 3 € KOJUIIHIMHU i Jil04UMU MOCa-
JIOBUMH 0COOaMHU 3 JJOCBiIOM po6OTH B cUCTeMi KoopAuHalLjii i KoHTpoJto. [Tic/iss aHKeTyBaHHS eKCllepTH
MpoaHasli3yBaJIv roJioBHI pedopMmu y ranysi dapmariii, ski Bifoysvcsa B Mosigosi 3a 25 pokis (1990-2015 pp.).

BucHoeku. byso nokasaHo, 1[0 HeraTUBHUU BIJIUB LUX pedOpM MepeBULLYE TO3UTUBHUM B 1,46 pasy.
Po3po6JieHo Ta 3alIpOoNOHOBAHO peKOMeHAalii 111010 yCyHeHHs / yCYHeHHS HeraTUBHUX HaC/liAKiB pe-
dopm y ranysi papmarii; BUBUeHHS / MOKJIMBOCTI iHillifoBaHHA HU3KU dpapMaleBTUYHUX pedpopM / HOp-
MaTUBHUX aKTiB, 3alIPONIOHOBAHUX eKCIlepTaMHy, sIKi 6pasIv y4acTb y JOCTiJKeHH].

Knwoyosi caoea: dapmaneBTHiHa pedopma; papMaleBTHUIHA CUCTeMa; GpapMaLeBTUYHI NOCIYTH;
KOMIIETEHTHICTb; CTYMiHb AOCATHEHHS pedOpMH; CIIOXKMBAY JIiKiB.

C. B. Anay>xu, M. /l. BpyMaPEJ, JI. B. CHUHEH, B. H. CA®TA

TocydapcmeeHHblli MeduyuHckull U hapmayesmuyeckull yHugepcumem

um. Hukonae Tecmemuyany, 2. Kuwures, Pecnybauka Moadosa

DAPMALIEBTUYECKAS PE®OPMA B PECIIYBJIMKE MOJIOBA B IEPHO/J, HE3BABUCUMOCTH

3a nocsnesHue /iBa fecATuaeTus Pecry6rka MoJsiioBa npolia CJI0XHbIH U TPOTUBOPEUYUBLIN Ny Th
cBoero pa3BuTHsl. C LieJIblo OIpe/ie/IeHUsl BEKTOPA CBOEro pPa3BUTHUS, UCXO/S U3 IeMOKPATUYEeCKUX LieH-
HOCTeH 3anaZiHON KyJIbTYpPBbI, IPAaKTHYECKH MOJHOCTBIO GblyIa TIepecMOTpeHa U co3ZjlaHa HOPMaTHBHO-
npaBoBasl 6a3a. KoHuemnuus pedpopmsl Pecniybivku MoJsijoBa BK/IOYasa Jubepaausaliyio LieH U 0TKa3 OT
IIJIAHOBOM CUCTEMBbI YIIPaBJIeHUs] 3KOHOMUKOHN NPY CO3/JaHUH HEOOXO0AUMbIX MEXaHU3MOB /1151 QYHKIHO-
HHUPOBAHUSA PbIHOYHOW 3KOHOMHUKM: CO3/laHHe GAaHKOBCKOM CHCTEMBI, PbIHKA KallKUTala U APYTUX yYpex-
JIeHUH, BBe/IeHHe HallMOHA/IbHOM BaJIIOTHI, @ TAKXKe JIJINTEJIbHbBIN MPOIECC CO3/JaHUsI HOBOU IPaBOBOM 6a3kbl.

Iles1b: aHa/IM3 OCHOBHBIX pedopM, NPoBeZeHHbIX B MoJjoBe B 06/1acTH dapMalMy 3a IEPUOJ, He3a-
BHCHUMOCTH; Bbl/leJIeHHE UX BIUAHUA Ha oxkujaeMble 3¢ deKThl M paspaboTka peKOMeHJaluH 1o yiyulie-
HUIO papMaleBTHYeCKON MOMOIIH.

Marepuajibl M METO/JbI: MHCTPYMEHTAMH HCCJIEZJ0BAaHUSA ObLJIM aHAJUTHYECKHE U COLIMO0JIOTHYECKHE
MeTOo/ibl (AHKETHPOBaHUE).

Pe3ynbraTsl Mccie0BaHuA. B npoliecce aHKeTHPOBaHUSA ObLIN 33/1eiCTBOBaHbI COTPYAHUKH CO CTa-
»eM paboThbl He MeHee 25 JieT, 06J1aiatole onpeieleHHbIMU NPodeCcCUOHaIbHBIMY KOMIETEHIUSIMU:
MMelolire BbICOKYI0 NpodecCHOHaNIbHYI0 KaTeropHIo, olly6/IMKOBaHHbIe HAy4YHbIE CTATbU HUJIH YYEHYIO
CTeleHb, ONBIT PaboThl B CUCTEMe KOOPAUHALIUY M KOHTPOJIS, @ TAKXKe OINbIT paboThl pyKoBOAUTeeM dap-
MaleBTUYEeCKOI0 PeANpUsaTHs / opraHu3alnuy. B kayecTBe 3KcnepToB BbI6paHo 93 crenuaancTa, B TOM
yuce GpapManeBToB: 7 JOKTOPOB MeJULMHCKUX HAYK, 5 ClIe[{HaIMCTOB, ONy6JIUKOBABIIMX HAyYHbIE CTa-
TbH, 78 o6s1aiaTeselt Briciiell npodeccHoHaIbHON KaTeropyH, 3 IBIAIOTCS ObIBIIUMHU U JIeHCTBYOIUMHU
JIOJKHOCTHBIMH JIMIIAMH C ONIBITOM PaboThI B CUCTEME KOOPAUHALMY U KOHTPOJIA. [loc/ie aHKeTHPOBAHUS
3KCIepThbl POAHAJU3UPOBAJIH IJIaBHbIe pepopMbl B 06s1acTH PpapMary, KOTopble Mpou3oIIu B Mosjo-
Be 3a 25 jieT (1990-2015 rr.).

BbIBOABI. Bbly10 T0KAa3aHO, YTO OTPULIATE/BHOE BIUSHUE ITUX peOPM MPEBBILIAET 0JI0XKHUTETBHOE
B 1,46 pa3a. Pazpa6oTaHbl 1 peJIoXKeHbl pEKOMEeH/JAlM1 [0 YCTPaHEHHUI0 / YCTPAHEHUIO HeraTUBHBIX
nocJeIcCTBUM pedpopM B o6J1acTu papMalMy; U3yYeHUI0 / BO3MOXKHOCTH UHUIMUPOBAaHUA psAa apMa-
LIeBTUYeCKUX pedOopM / HOPMATHUBHBIX aKTOB, IIPe/JI0XKEHHBIX IKCIIEPTAMH, y4aCTBOBABLIMMHU B HCCJIe-
JIOBaHHUH.

Kawuessle ci0ea: dapmaneBTrudeckas pedpopMa; papmalneBTHUecKas cHcTeMa; papMalieBTHYeCKUe
YCJIyTH; KOMIETEHTHOCTb; CTENEHb JOCTHKEHUS pedOPMbI; NOTPEOUTEb JIEKAPCTB.

Over the last two decades, the Republic of
Moldova has gone through a complex and con-
troversial way of its development. Becoming
a sovereign state, the “democratic” centralism
was soon abandoned; the administrative ma-
nagement system of the “coordinated” econo-
my was destroyed.

Determining its vector of development ba-
sed on the democratic values of Western cul-
ture the legal framework has been practically
completely revised and created.

In the context of the economic transition,
the reforms had to be implemented in accord-
ance with the following principles: liberaliza-
tion, privatization and creation of institutions
and mechanisms of the market economy.

The concept of reforming the pharmaceutical
sector in the Republic of Moldova included: libe-
ralization of prices and freedom from the plan-
ned system of economic management while crea-
ting the necessary mechanisms for the functio-
ning of the market economy - creating the ban-
king system, establishing the capital market, in-
troducing the national currency, creating other
institutions, as well as the huge process of crea-
ting a new legal framework. By reviving private
property, there was a massive privatization of
state property, which constituted the essential
foundation for the starting of reforms in the na-
tional economy and the society as a whole.

The pharmaceutical system, as well as the
entire health system, is a subject for several
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reforms, which can be classified into four groups

[1] depending on the factor that has conditioned

them:

¢ changes in medicine and healthcare;

e the results of scientific research;

¢ changes in the social and economic life of
the country;

¢ recommendations or requirements of in-
ternational institutions.

Throughout the years, the process of re-
forming of the pharmaceutical system of the
Republic of Moldova has faced and continues
to face many problems: obstacles, barriers, op-
position, nonconformities, etc. However, some
positive, successes, small victories have been
achieved.

Some analyses have been carried out and
identified various specific problems hindering
the effective development of the pharmaceuti-
cal reform [2-5], but a comprehensive analysis
that would highlight the situation regarding
the evolution of the pharmaceutical reform in
the Republic of Moldova has not yet been
done.

The aim of this study was to analyze the
main pharmaceutical reforms carried out in
the Republic of Moldova during the period of
independence, highlight their impact on the
expected effects and develop recommendations
for improving of the pharmaceutical care.

Material and methods. Considering that
the study is oriented towards the appreciation
of the pharmaceutical reform during the peri-
od of independence of the Republic of Moldo-
va we propose to argue a variant of the ques-
tionnaire method, which would correspond to
the designated purpose. Thus, it is logical to
involve in the process of questioning the ex-
perts, who have work experience for at least
25 years, i.e. the professional activity in the
pharmaceutical domain during the entire pe-
riod of reforming of the pharmaceutical sys-
tem under the conditions of independence.
The requirement for the selected experts con-
cerned the level of professional competence:
a higher professional category, published sci-
entific articles or an academic degree. Addi-
tionally, the priority was given to the experts
with work experience in the coordination
and control system, as well as experience as
a head of a pharmaceutical enterprise/or-
ganization. Applying the above requirements,

93 pharmacy professionals were selected as
experts, including:

¢ Doctors of Medicine and Pharmacy - 7;

¢ specialists with the published scientific pa-

pers - 5;
¢ holders of the higher professional catego-

ry - 78;
¢ former and current officials with experi-

ence in the coordination and control sys-

tem - 3.

Expert questionnaires filled out by 93 phar-
macists experts served as the research material.
100 questionnaires were distributed, 7 were
canceled for various reasons (incomplete, in-
adequately completed, unclear).

The questionnaire consisted of 3 sections.
The first section listed 10 reforms of the phar-
maceutical system:

a) privatization of pharmacies and liqui-
dation of the state pharmaceutical sector;

b) the permission to create a community
pharmacy for people without a pharmacy qua-
lification;

c) awarehouse permit for a pharmacy chain;

d) the transfer of licensing of the pharma-
ceutical activities under the jurisdiction of MS
RM to the Licensing Chamber;

e) application of accreditation of pharma-
ceutical companies;

f) reorganization of NIF into AM (AMDM);

g) provision of basic pharmaceutical ser-
vices;

h) application of the CTD format in the pro-
cess of drug authorization;

i) changing the pricing system for medi-
cines;

j) implementation of good practice rules
(GMP, GDP).

In the second section of the questionnaire
the experts assessed the level of implementa-
tion of these pharmaceuticals reforms using the
following scale: A - achieved; P - in the pro-
cess of implementation; H — come to a halt;
NA - not achieved.

After completing the last section we assessed
the impact of all pharmaceutical reforms by
applying the following qualifications: S - suc-
cessful; M - moderate; Z - zero; D - destructive;
PI - in the process of implementation; NC -
not the case.

Results and discussion. The first 6 reforms
included in the questionnaire to assess their
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Not achieved,

3.23 % Achieved, 2.15 %

Come to a halt,
35.48 %

In the process
of implementation,
59.14 %

Achieved, 4.3 %

Come to a halt,

In the process
of implementation,
73.12 %

Fig. 1. The introduction of basic pharmaceutical
services in community pharmacies

degree of their implementation were identi-
fied by all experts as “achieved”: privatization
of pharmacies and liquidation of the state phar-
maceutical sector; the permission to create
a community pharmacy for people without a
pharmacy qualification; a warehouse permit
for a pharmacy chain; the transfer of licens-
ing of the pharmaceutical activities under the
jurisdiction of MS RM to the Licensing Cham-
ber; application of accreditation of pharma-
ceutical companies; reorganization of NIF into
AM (AMDM).

The introduction of basic pharmaceutical
services regulated by the Order of the Ministry
of Health of the Republic of Moldova No. 489
dated 15.07.2010 [6] was evaluated different-
ly (Fig. 1): 55 experts (59.14 %) considered
that this reform was in the process of imple-
mentation, 33 (35.48 %) noted that the reform
was at the “come to a halt” stage, meaning the
complexity of the implementation of basic
pharmaceutical services (BPS). However; 3 spe-
cialists (3.23 %) considered that BPS as a phar-
maceutical reform was not achieved, and 2 ex-
perts (2.15 %) rated it as a goal achieved.

Application of the CTD format in the pro-
cess of drug authorization regulated by the Or-
der of the Ministry of Health of the Republic of
Moldova No. 739 dated 23.07.12 [7] accumu-
lated 2 evaluation criteria (Fig. 2): achieved -
36 experts (38.71 %) and in the process of im-
plementation - 57 experts (61.29 %).

The reform in the pricing system for medi-
cines is of particular interest. It is noted that
over 25 years the pricing of medicines in the Re-
public of Moldova has changed and been com-
pleted 16 times: Resolution of the Parliament
(RP) 1072/27.12.1996; Government Deci-
sion (GD) 603/02.07.1997; 533/11.06.1999;
1282/19.11.2001; 85/25.06.2006; 491 /14.06.2010;

Fig. 2. Changing the pricing system
for medicines

525/22.06.2006; 720/10.08.2010; 1115/06.12.2010;
259/21.12.2010; 63/04.02.2011; Law 60/01.04.2011;
GD 32/12.01.2012; 403/13.06.2012; 868/19.11.2012;
Law 150/30.07.2015 [7-20].

The experts assessed 3 criteria the degree
of achievement of the reform in the pricing sys-
tem for medicines (Fig. 2).

The majority of experts (73.12 %) consid-
ered that the reform of the pricing system for
medicines was in the process of implementa-
tion. 22.58 % of the experts thought that this
reform was at the “come to a halt” stage, while
4.3 % of the experts still believed that it had
been achieved.

The last proposed reform was the imple-
mentation of good practice rules (GMP and GDP)
in the pharmaceutical activity (Fig. 3).

Regarding this parameter, the opinions of
expert pharmacists were divided into three eva-
luation criteria: most of them considered that
the introduction of the GMP and GDP rules was
in the process of implementation (79.57 %),
16 experts believed that this reform was at
the “come to a halt” stage (17.20 %), and only
3 experts (3.23 %) considered that the pro-
cess of reforming the pharmaceutical system
through the implementation of these rules
(GMP and GDP) had been already achieved.

Achieved, 3.23 %

Come to a halt,

Fig. 3. Implementation of good practice
rules (GMP, GDP)
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Table 1
THE IMPACT OF THE PHARMACEUTICAL REFORMS ON DRUG CONSUMERS
Pharmaceutical Reforms The assessment of indicators (%)
S M Z D Pl NC
a) Privatization of pharmaqes and liquidation 5054 4946
of the state pharmaceutical sector
b) The permission to create a community pharmacy
. . . 100
for people without a pharmacy qualification
¢) A warehouse permit for a pharmacy chain 1.09 | 22.58 76.34
d) The transfer of licensing of the pharmaceutical
activities under the jurisdiction of MS RM to the 6.45 93.55
Licensing Chamber
e) Appllcat!on of accreditation of pharmaceutical 2003 | 129 | 5807
companies
f) Reorganization of INF into AM (AMDM) 74.19 25.81
g) Provision of basic pharmaceutical services 70.97 | 29.03
h) Appllcgtiop of the CTD format in the process of drug 322 96.78
authorization
i) Changing the pricing system for medicines 7849 | 16.13 5.38
j) Implementation of good practice rules (GMP, GDP) 32.26 | 34.41 33.33

Note: S — successful; M - moderate; Z - zero; D — destructive; Pl — in the process of implementation; NC — not the case.

Further, there was the analysis of the im-

pact of pharmaceutical reforms on:

e drug consumers (Tab. 1);

¢ the quality of the Pharmaceutical act (Tab. 2);
e the activities of pharmaceutical companies

(Tab. 3);
¢ the efficiency of the entire pharmaceutical

system (Tab. 3).

The data presented in Tab. 1 show the fol-
lowing assessments of the impact of pharma-
ceutical reforms on drug consumers:

e Reformsb), c) and d) had a serious destruc-
tive effect;

e Reforms a) and i) had a partial destructive
effect;

¢ Reforms (a) and (g) had a positive effect;

¢ Reforms c), e) and g) were evaluated as par-
tially effective actions;

¢ Reforms e), f) and i) were mostly assessed
as zero actions.

The results of the analysis of expert opin-
ions regarding the impact of pharmaceutical
reforms on the quality of the Pharmaceutical
act (the concept of “Pharmaceutical act” in-
cludes specific types of pharmaceutical activi-
ties related to the supply of medicines, their

storage and sale, the communication with the
patient and other professional activities of a
pharmacist) are presented in Tab. 2. The data
in Tab. demonstrate that 4 out of 10 reforms
were destructive in relation to the quality of
the Pharmaceutical act. All experts indicated
that 2 reforms (b) and (c) had a destructive
effect, the reform (a) was indicated as destruc-
tive by 15.05 %, while the reform (d) was in-
dicated as destructive by 26.43 %.

The “effective” impact was mentioned for
the other 4 reforms: j), f), g) and e). The value
of the indicators ranged from 3.22 % to 77.42 %.
The most frequent assessment used by experts
to estimate the impact of the reforms on the
pharmaceutical act was “moderate” (7 reforms
out of 10).

Expert opinions on the impact of pharmaceu-
tical reforms on the activities of pharmaceutical
enterprises (Tab. 3) ranged from 3.23 % to 82.8 %.
6 out of 10 reforms (a), b), ¢), f), g), and j)) had
an effective impact (from 32.26 % to 82.80 %)
on the activities of pharmaceutical companies.
However, the experts also mentioned “de-
structive” assessment in 7 out of 10 reforms,
but the value of the destructive action was

OpzaHizayiiini ma coyianbHo-ekoHOMIUHI 3acadu ghapmayesmuyuHoi disrbHocmi
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Table 2
THE IMPACT OF THE PHARMACEUTICAL REFORMS ON THE QUALITY
OF THE PHARMACEUTICAL ACT
Pharmaceutical Reforms The assessment of indicators (%)
S M Z D Pl NC

a) Privatization of pharmac_les and liquidation 495 15.05

of the state pharmaceutical sector
b) The permission to create a community pharmacy

h 2 100

for people without a pharmacy qualification
¢) A warehouse permit for a pharmacy chain 100
d) The transfer of licensing of the pharmaceutical

activities under the jurisdiction of MS RM to the 79.57 26.43

Licensing Chamber
e) Appllcat!on of accreditation of pharmaceutical 322 | 8925 | 753

companies
f) Reorganization of INF into AM (AMDM) 52.69 | 47.31
g) Provision of basic pharmaceutical services 38.71 | 36.56 | 24.73
h) Application of the CTD format in the process of drug

o 17.2 82.8

authorization
i) Changing the pricing system for medicines 43.01 56.99
j) Implementation of good practice rules (GMP, GDP) 7742 | 22.58

Note: S - successful; M — moderate; Z - zero; D - destructive; Pl — in the process of implementation; NC — not the case.

Table 3
THE IMPACT OF THE PHARMACEUTICAL REFORMS ON THE ACTIVITIES
OF PHARMACEUTICAL COMPANIES
Pharmaceutical Reforms The assessment of indicators (%)
S M z D PI NC
a) Privatization of pharmac_ies and liquidation 7957 | 2043
of the state pharmaceutical sector
b) The permission to create a community pharmacy
h g 82.8 12.2
for people without a pharmacy qualification
¢) A warehouse permit for a pharmacy chain 37.63 | 32.26 30.11

d) The transfer of licensing of the pharmaceutical
activities under the jurisdiction of MS RM to the 37.63 | 35.48 | 21.51 538
Licensing Chamber

e) Application of accreditation of pharmaceutical 2473 | 5914 | 16.13

companies
f) Reorganization of INF into AM (AMDM) 30.11 | 32.26 | 10.75 | 26.88
g) Provision of basic pharmaceutical services 73.12 | 26.88

h) Application of the CTD format in the process of drug

authorization 55.91 3.23 | 40.86
i) Changing the pricing system for medicines 72.04 27.56
j) Implementation of good practice rules (GMP, GDP) 55.91 3.23 | 40.86

Note: S - successful; M — moderate; Z — zero; D - destructive; Pl — in the process of implementation; NC — not the case.
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Table 4
THE IMPACT ON THE EFFICIENCY OF THE ENTIRE PHARMACEUTICAL SYSTEM
Pharmaceutical Reforms The assessment of indicators (%)
S M Z D Pl NC
a) Privatization of pharmaaes and liquidation of the 80.65 19.35
state pharmaceutical sector
b) The permission to create a community pharmacy for
. e 100
people without a pharmacy qualification
¢) A warehouse permit for a pharmacy chain 18.6 914
d) The transfer of licensing of the pharmaceutical
activities under the jurisdiction of MS RM to the 100
Licensing Chamber
e) Applicat'ion of accreditation of pharmaceutical 129 | 1936 | 67.74
companies
f) Reorganization of INF into AM (AMDM) 37.73 | 40.86 | 21.51
g) Provision of basic pharmaceutical services 6.45 | 64.52 | 29.03
h) Applicgtio_n of the CTD format in the process of drug 7527 | a3 2043
authorization
i) Changing the pricing system for medicines 51.61 | 48.39
j) Implementation of good practice rules (GMP, GDP) 78.49 21.51

Note: S — successful; M — moderate; Z - zero; D — destructive; Pl — in the process of implementation; NC — not the case.

much smaller than the value of the effective
action, ranging from 3.23 % and 30.11 %.
The “zero” effect was for reforms (e) - 59.14 %j;
d) - 37.63 %; f) - 30.1 % and i) - 27.6 %.
In 7 cases a “moderate” estimate was used,
it varied between 52.69 % (reform (h)) and
20.43 % (reform (a)).

The last assessment of experts concerned
the impact of pharmaceutical reforms on the
effectiveness of the entire pharmaceutical sys-
tem (Tab. 4), having a generalizing nature and
requiring a careful interpretation. The “effec-
tive” estimate was mentioned 6 times, while
“destructive” and “zero” - 5 times, “moderate”
- 4 times and “in the process of implementa-
tion” 2 times.

Taking into account the survey results the “ef-
fective” estimate scored 163 points (17.47 %),
“destructive” - 359 points (38.39 %), “zero” -
171 points (18.28 %), “moderate” - 200 points
(21.38 %), “in the process of implementation”
- 42 points (4.48 %).

In order to compare the positive nature of the
pharmaceutical reform with the negative one
as a whole, it was conventionally considered:
o ‘“effective” + “moderate” - positive;

e ‘“destructive” + “zero” - negative nature.

Thus, the positive nature of the reforms
scored 363 points, while the negative nature -
530 points, meaning that the negative nature
of the pharmaceutical reforms over the period
analyzed exceeded the positive nature of these
reforms by 1.46 times.

Based on the results of the questionnaire
analysis (item 2 of the questionnaire), as well
as the expert proposals (item 3 of the ques-
tionnaire), the following recommendations were
formulated:

1. To elaborate / correct the pharmaceuti-
cal reforms with negative effects (destructive
and zero):

e to restore the pharmaceutical coordina-
tion and control system at the interdis-
trict/ district level;

¢ torestore the state pharmaceutical network
by reorganizing the pharmacies of the Cen-
ters of Family Physicians;

e to stop the practice of creating a commu-
nity pharmacy for people without a phar-
macy qualification;

¢ to establish a legal norm prohibiting the
creation of networks of community phar-
macies or limiting the number of pharma-
cies in a network;

OpzaHizayiiini ma coyianbHo-ekoHOMIUHI 3acadu ghapmayesmuyuHoi disrbHocmi
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e to transfer the licensing procedure of phar-
maceutical activities subordinated to the Li-
censing Chamber of the Ministry of Health
and the Agency of Medicine and Medical De-
vices with the involvement of the Association
of Pharmacists of the Republic of Moldova;

e to prevent future changes in the pricing
system for medicines without an analysis
of the regulatory impact evidence-based
on scientific reasoning.

2. To study the possibility of initiating the
following pharmaceutical reforms/regula-
tions proposed by the experts participating in
the survey:

e to reform the activities of the Association
of Pharmacists of the Republic of Moldova,
giving it the rights and responsibilities
regarding the coordination and control of
compliance with ethical and deontological
standards and the professional level of
pharmacists;

e to develop and implement rules of good
practice (GMP, GDP);

References

e to establish a “mandatory minimum range
of medicines and other medical products”
for community pharmacies and pharmacy
stores.

Conclusions and prospects of further
research

1. The main pharmaceutical reforms taken
place in the Republic of Moldova over 25 years
(1990-2015) have been analyzed by the ex-
perts.

2. It has been shown that the negative im-
pact of the pharmaceutical reforms exceeds
the positive impact by 1.46 times.

3. Recommendations have been developed
and proposed for:

e elimination of the negative consequences
of the pharmaceutical reforms;

e the study of the possibility of initiating a
number of the pharmaceutical reforms/
regulations proposed by the experts who
participated in the survey.
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