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Aim. To substantiate the need to develop professional management knowledge essential to conduct
clinical research in Ukraine, as well as develop the paradigm of the professional education program “Clini-
cal Research Management”.

Materials and methods. Scientific and statistical publications, as well as the results of a question-
naire survey designed to interview specialists working for medical and scientific institutions were used as
research materials; the methods of systematization of theoretical and practical materials, content analysis,
generalization of the survey results were applied.

Results. The relevance of the professional education program “Clinical Research Management” has
been substantiated based on scientific literature and recommendations of professional organizations for
conducting clinical studies in healthcare. The questionnaire survey of specialists working for medical and
scientific institutions has shown their participation in planning, organizing, and controlling the clinical
studies. The results of the survey have demonstrated that a significant part of the specialists is involved
directly in the clinical studies at different phases; it actualizes the need for professional knowledge on modern
management. The study has revealed that all categories of specialists interviewed create the demand for an
advanced training or additional education in the field of management. However, medical specialists and re-
searchers are the most interested in gaining new knowledge. Based on the peculiarities of phases of clinical
research the paper develops the main learning outcomes that convey the knowledge, skills, and competen-
cies required to conduct clinical research and assure enhanced quality.

Conclusions. Taking into account the urgent need for training the specialists who should be able to
carry out clinical research in Ukraine the program for training professional clinical research managers has
been offered. After completion, the specialist should be able to organize the clinical trials of new drugs,
ensure effective allocation of limited resources, develop and implement the quality management system
according to the requirements of current standards, carry out audits and manage risks to assure the ap-
propriate quality of clinical research.

Key words: professional education program; clinical studies; educational content; program learning
outcomes.
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HayioHaavHull papmayeemuyHull yHieepcumem

IIAPAIUTMA OCBITHbO-NIPO®ECIHHOI MPOTPAMU « MEHE/IDKMEHT K/ITHIYHHUX
JOCJIII>KEHB»

MeTa: 06IrpyHTyBaTH HeoOXiHICTE popMyBaHHA nNpodeciiHUX 3HAHb 3 MeHePKMEHTY y QaxiBIiiB,
[Ki 3A1MCHIOIOTD KJIHIYHI focailKeHHS B YKpaiHi, a TaKoX HaZlaTu I'PYHTOBHUN OMHUC NapaJUrMH OCBIT-
HbO-TIpodeciiiHol nporpaMu «MeHeKMEHT KJIiHIYHUX L0CTiKEHbY.

Marepiasu Ta MeTOAU: HAYKOBi ¥ cTaTUCTUYHI ny6Jtikaliil, a TAaKOX pe3y/sbTaTH aHKETHOTO ONUTY-
BaHH# daxiBLiB MeIMUHUX | HAYKOBUX 3aKJIa/liB; METOAHU: CUCTEMATHU3aLlisl TEOPETUYHOTO i IPAKTUYHOIO
MaTepiaJly, KOHTeHT-aHaJi3, y3araJbHeHHA pe3y/IbTaTiB ONUTyBaHHH.

Pe3ynbTaTu gocaifkeHb. CyMparyrch Ha HAYKOBY JliTepaTypy Ta peKoMeH/Aalii 1[0/0 NpoBe/eH-
Hf KJIIHIYHUX JOCJi>KeHb, NiITOTOBJeHUX NpodeciiHUMU opraHizanisamMu y chepi oXopoHHU 37,0pOB’s,
OOGI'PyHTOBAHO aKTyaJbHICTh OCBiTHBO-TIpodeciiiHol mporpamMu «MeHePKMEHT KJIiHIYHUX JOCTiKeHb.
34ilicHeHO aHKeTHe ONUTYyBaHHs $axiBI[iB MeJUYHUX | HAYKOBUX 3aKJIaZiB 1[0/I0 IXHbOI y4acTi B MJIaHy-
BaHHI, opraHisariii Ta npotueci KOHTPOJIO KJAiHIYHUX JOCJIiKeHb. Pe3y/ibTaTh ONUTYBaHHS IPOJEMOHCTPY-
BaJIY, 1110 3HaYHa 4acTHHA QaxiBILiB 3a/1y4a€eTbcsl 6e3nocepeHbO [0 NPOBeleHH KIIHIYHUX JOCTiKeHb
Ha pi3HHUX (azax, 1110 aKTyasTi3yBasio MOTPe6y B OTpUMaHHi MpodeciiHUX 3HaHb 3 0CHOB Cy4aCHOTO MEHE[)KMEHTY.
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Y xoai gociKeHHA BCTaHOBJIEHO, 1110 IONUT Ha J04aTKOBY OCBITY 3 MEHeJPKMEHTY YH IiIBUIIeHHA KBa-
nidikanii cTBoproioTh ¢axiBIli BCix onuTaHUX KaTeropii. [IpoTe Hal6iibII 3a1[iKaBJIeHUMHU BUSBUJINCh
Jlikapi-crnenjanicT Ta HayKoBLi. BpaxoByo4u 0co61MBoCTi ¢pas KIiHIYHUX JOCTiIKeHb, y po60Ti chopMmy-
JIbOBAaHO OCHOBHI pe3y/IbTaTH HaBYaHHA, AKI pOSKpUBAIOTb 3HaHH$, YMIHHA, HABUYKH Ta KOMIIETEHTHOC-
Ti, Heo6XiiHI TUM daxiBLAM, AKi NpanTh y chepi KIIHIYHUX AOCTIAKEHD.

BucHOBKHU. BpaxoBytouu icHyto4y noTpe6y B Mir0TOBLI cydyacHUX ¢paxiBuiB, siKi 3/jiHCHIOIOTD KJiHI4-
Hi octipkeHHSA B YKpaiHi, 3alponoHOBaHO MapaAUrMy IporpamMu MiZiIroTOBKU NpodeciiiHuX MeHemKepiB
KJIIHIYHUX JJOCIi/PKeHb, IKi MalOTh OpraHi3oByBaTH NMpOBeieHHS KJIiHIYHOI anpo6anii HOBUX JIiKapChKUX
3aco06iB, 3a6e3neyyBaTH epeKTHUBHe BUKOPHUCTAHHSA HasBHUX pPecypciB, po3po6JsTH ¥ ynpoBaKyBaTH
CHCTEeMy YIpaBJIiHHA AKICTIO IpoLecy KJAIHIYHOTO AOC/iJKeHHS 3TiJHO 3 BUMOTAaMU YUHHUX CTaHAApPTIB,
3/JiCHIOBATH ayAUT AKOCTI Ta yNpaBJiHHA pU3HKaMH 3 MeTol0 pOpMyBaHHS HaJIEXKHOTO PiBHS SIKOCTi
KJIHIYHUX JOCaiAKeHb.

Kawuoesi caoea: ocBiTHbO-TIpodeciiiHa mporpaMa; KIiHIYHI AOC/TiPKeHHS; HAaBYaIbHUH KOHTEHT; IPO-
rpaMHi pe3y/IbTaTh HaBYaHHS.

A. M. CyMEL, E. I[I. MUKOJIEHKO, E. B. KO3bIPEBA

HayuoHasbHbll hapmayesmuyeckull yHugepcumem

TIIAPAZIUT'MA OBPA30BATEJ/IbHO-NIPO®ECCHOHA/IbHON MPOTPAMMbI
«MEHEJ)KMEHT KJIMHUYECKHX UCCJEJOBAHU»

Ileab: 060cHOBATH HEO6XOJUMOCTh GOPMUPOBAHUS TPODECCHOHANBHBIX 3HAHUN 110 MEHEKMEHTY
JUUIsl CIIeIIUaJIMCTOB, KOTOPbIE OCYLIECTBJSIOT KJIMHUYECKUEe UCC/Ie/JOBaHUs B YKparHe, a TAKXKe JIeTalbHO
ONMCATh apaJIurMy 06pa3oBaTeIbHO-NPOPECCHOHANBHON NPOrpaMMbl «MeHePKMEHT KJIUNHUYECKUX UC-
cJIeJJTOBaHUI».

MaTepuaJibl U METOAbI: HAyUYHbIE U NONYJIsIPHble MyOJUKALNH, 2 TAKXKe Pe3yJbTaTbl aHKETHOTO
OImpoca CIelUaJUCTOB MeIUIIMHCKUX U HAYYHbIX YYPEXKAEHUH; METO/Ibl: CUCTEMATHU3aLUs TEOPETUYECKO-
ro ¥ 3KCIIepHMEHTaJIbHOI0 MaTepHuaJsla, KOHTeHT-aHa/Iu3, 060011eHre pe3yJIbTaTOB ONpoca.

Pe3ynbraThl HccsiesoBaHUi. OCHOBBIBAsICh HA HAYYHOU JIMTEPATYpPe U PeKOMEHALMSIX KacaTeJbHO po-
BeJleHUs] KJIMHUYECKHUX UCCIeJ0BaHUMN, TOATOTOBJIEHHBIX MPOQeCcCHOHATBbHBIMUA OPTaHU3AIUSIMU B Cde-
pe 3AipaBooXpaHeH!s1, 060CHOBaHa AKTYaJIbHOCTb 06pa30BaTe/IbHO-TIPO(ECCUHOHATLHOM NporpaMMbl «MeHePKMEHT
KJIMHUYECKUX M CCJIe/J0BaHUI». BBINOIHEH aHKETHBIN OIPOC CMELMaINCTOB MeIUIIMHCKUX U HAYYHBIX YIpesK/ie-
HUH KacaTeJIbHO X y4acTHs B IJITAHUPOBAHUH, OPTaHU3AIMH U IIPOLiecce KOHTPOJIS KIMHUYECKHX UCCIe/l0Ba-
HU. Pe3ysibTaThbl 0poca NPoJAeMOHCTPUPOBAJIH, YTO 3HAYUTEbHAS YaCTh CIEIUATMCTOB IPUBJIEKAETCS
HEeNoCpe/ICTBEHHO K MPOBE/IEHUI0 KJIMHUYECKUX UCCIeJOBAaHUN Ha pa3/IMYHbIX pa3aX, 4TO aKTyaJIUu3u-
pyeT NoTpe6GHOCTh B OJTy4eHUHU TPpodecCHOHaAIbHBIX 3HAHUH 10 0CHOBAM COBPEMEHHOTO MeHe/PKMEHTA.
B xo/ie ucciieJoBaHUM YCTAHOBJIEHO, YTO CIIPOC Ha JIONOJHUTEIbHOE 00pa30BaHMe 10 MEHEHKMEHTY HUJIN
MOBBIILIEHHE KBATUUKALUY CO3/JAI0T CIIELUaIUCThI BCEX KATETOPUH, KOTOPbIE ObLJIN OABEPXKEHBI OIPOCY.
0O1HaKo HarboJIee 3aMHTEPECOBAHHBIMMU SIBJISTIOTHCSI BPAUH-CIEL[UAJICThI U y4eHble-U CCleI0BaTe/ U, YIUTbIBas
0c06eHHOCTH (a3 KIMHHUYECKUX UCCIe/JOBAaHUM, B pa6oTe cPopMyIMPOBaHbI OCHOBHBIE PE3Y/IBTATHI 00Y-
YeHMUs], KOTOpbIe PACKPBIBAIOT 3HAHH S, yMEHHUS, HABbIKH U KOMIIETEHTHOCTH, HE0OX0JUMbI€e TEeM CIIeIU-
aiicTaM, KOTopble paboTaloT B chepe KIMHUIECKUX UCCIe,0BaHUM.

BbIBOABL YUUTbIBAs CYLIECTBYIOLIYI0 MOTPEGHOCTD B MOATOTOBKE COBPEMEHHBIX CIIEI[UATHUCTOB, OCYIECT-
BJISIIOLIMX KJMHUYECKHe UCCe/loBaHUSA B YKparHe, Ipe/iJiokeHa MporpaMMa NoAroToBKHU npodeccuo-
HaJIbHBIX MEHe/PKePOB KJIMHUYECKHX HCCIeZ,0BAaHUH, KOTOPbIE JOKHBI OpraHU30BbIBATh IPOBE/IeHUE
KJIMHUYECKOM anpo6aliiy HOBbIX JIEKAPCTBEHHbBIX CPEJICTB, 00ecrneyrnBaTh 3pPeKTUBHOE UCII0Ib30BaHHE
CYLIEeCTBYIOIINX PECYPCOB, pa3pabaThiBaTh U PeaJIM30BbIBATb CUCTEMY YIIPaBJEHUSI KaueCTBOM BO BCeEX
¢daszax npouecca KIMHAYECKOT0 UCCIe0BAaHUS B COOTBETCTBUH C TPEOOBAHUSAMH CYIIeCTBYIOIIUX CTAH-
JlapTOB, OCYLIECTBJIATD ayJUT KaueCTBa U yIpaBJIeHUs] PUCKaMHU C 1ieJ1bl0 GOPMUPOBaHHUsI HEOOXOAUMOTO
YPOBHS KayecTBa KJIMHUYECKUX UCCIeJ0BaHUH.

Kawuessle cao0ea: o6pasoBaTebHO-IpodeccoHaNbHas MporpaMMa; KJIMHUYeCKUe HCCle/l0BaHus;
y4eOHbIA KOHTEHT; IPOrpaMMHbIE Pe3yJIbTaThbl 06YYEeHU .
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Statement of the problem. Currently, the
pharmaceutical industry in Ukraine is in a leading
position. However, international competition
continues to penetrate the national pharma-
ceutical market. According to experts, about
one third of medicines registered at the do-
mestic market is of Ukrainian production, while
the rest is foreign. Therefore, strengthening the
competitive position of Ukrainian pharmaceu-
tical companies at the market is a very impor-
tant issue. And it is clear that competing in this
sector of the economy can only be due to pro-
duction of quality medicines.

Clinical research is an integral part of the
drug development process, which determines
the quality of drugs and their further control.
Taking this into account it is necessary to note
that the quality of medicines depends on the
soundness of clinical trials. The latter; in turn,
largely depends on the proper level of plan-
ning and organizing clinical research.

Analysis of recent research and publica-
tions. Currently, randomized and controlled
clinic-based studies are the most common plan-
ning tool, in which participants are randomly
divided into groups, i.e. one group is exposed

CoyianvHa meduyuHa i papmayisi: icmopis, cyyacHicms ma nepcnekmugu po3eumky
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to the intervention under research and the
other implements the standard methods [1].
Such “large” clinical studies, which assure suc-
cessful clinical practice, have been compre-
hensively analyzed in scientific literature [1].
Special attention is drawn to the issue how to
manage this important process since many cli-
nical studies have not been completed due to
the lack of expertise [2]. Taking into account
that clinical studies consume significant finan-
cial and human resources, which should be ef-
fectively distributed and utilized, to conduct
arandomized research requires professional
management inherent to any business.

The analysis of 114 clinical multi-center stu-
dies funded by the National Institute for Health
Research (NIHR) [3] showed that 45% of them
failed to achieve 80% of the pre-defined out-
comes. Less than one third of the research was
implemented over the planned span of time and
reached the goals, and more than one third
increased in time and resources. However, the
crucial factor in ensuring the effectiveness of
studies was the recruitment of clinical research
managers who managed all processes and or-
ganized an efficient allocation of resources at
various phases of clinical research [3].

Francis et. al [4] analyzed clinical studies
from the project management (business) per-
spective and concluded that successful research
was based on the “marketing”, “sales” and “cli-
ent-management” strategy. They noted that the
most difficult aspect of conducting randomi-
zed controlled trial was the introduction of ef-
fective management methods and tools used
to run a business successfully. Based on the
experience of noncommercial academic trials
Farrell and Kenyon [5] in their guide on ef-
fective test management indicated that mana-
ging all stages of clinical trials was of para-
mount importance.

Considering the widespread scientific lite-
rature and practical cases on clinical research
[6-10], nevertheless, there is no answer to the
following question: “Do the clinical research
participants create the demand for knowledge
of management?”. As a result, there is still no
professional education program tailor-made for
clinical research specialists to get new know-
ledge of management.

Objective statement of the article. The aim
of the article is to substantiate the need to develop

professional management knowledge essen-
tial to conduct clinical research in Ukraine, as
well as develop the paradigm of the profes-
sional education program “Clinical Research
Management”.

Presentation of the main material of the
research. In March, 2019, an anonymous sur-
vey was conducted among the participants of the
seminar “Good clinical practices” (ICHGCPE6
(R2)) organized by the State Expert Center of
the Ministry of Health of Ukraine and the Na-
tional University of Pharmacy (Kharkiv).
The questionnaire contained eight questions
about the respondents’ position, the company
they worked for, whether they needed to im-
prove their professional basic knowledge of
management, whether they performed func-
tions of management in their professional ac-
tivities, as well as possible forms of obtaining
additional education.

In total, 110 out of 440 seminar participants
from different institutions and organizations
involved in scientific and practical activities in
medicine and pharmacy took part in the survey.
54 % of them were representatives of higher
education institutions and research institutions,
40 % were employees of communal non-profit
enterprises (CNP), and almost 7 % were spe-
cialists from medical centers represented most-
ly by private organizations (Fig. 1). In addition,
the research covered various professional groups
of specialists in the given sector, namely medical
specialists (35 people), researchers (31 people),
heads of different departments (17 people) and
others (20 people).

o=y ] 53.92 %

[7] Higher Education Institution

Communal non-profit enterprises

[M Medical centres

Fig. 1. Distribution of institutions and
organizations participated in the survey

[7]
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Fig. 2. Distribution of respondents
based on their need to obtain additional
knowledge of management

According to the survey, approximately
58 % of respondents during their profession-
al activities were involved in planning and or-
ganizing clinical research to some extent, and
23.6 % performed the assessment and regu-
latory control of the results. Thus, the major-
ity of respondents had the experience in con-
ducting clinical studies and created the need
for professional management knowledge and
skills in planning, organizing and coordinat-
ing such research. Therefore, almost 75 % of
the interviewed experts indicated the need for
additional knowledge of the basic management,
which would provide an opportunity to en-
hance the quality of clinical research, as well
as increase the number of successful research
projects (Fig. 2).

66.97 %

[0 Yes, I need
No need
X 1 don't know

Fig. 3. Distribution of respondents according
to their answer to the following question
“Is there a need for training specialists
in the field of “Clinical Research Management”?

A need for knowledge and managerial skills
cannot be explained only by a managerial po-
sition of the respondents. On the contrary, me-
dical specialists and researchers were among
those respondents who took more interest in
developing their own professional managerial
competencies. These specialists also showed
an interest in additional education or training
to improve their knowledge of management
(Table).

The results of the survey also show a high
interest of different specialists in obtaining ad-
ditional knowledge of clinical research mana-
gement (Fig. 3).

With regard to the results of the research,
the National University of Pharmacy introduces
a new professional education program “Clinical

Table

DISTRIBUTION OF RESPONDENTS BASED ON THEIR NEED FOR ADDITIONAL EDUCATION
(AND/OR ADVANCED TRAINING) IN THE FIELD OF “MANAGEMENT”

[8]

Do you have the need to receive an additional education in the field of “Management”?
[0)
. The total amount of respondents, 75% of responden.ts who _expressed
Options the need for developing their knowledge
who gave the answer
of management and gave the answer
Yes 47 46
No 42 21
Don't know 21 15
Do you have the need for advanced training in the field of “Management”?
Yes 45 44
No 43 21
Don't know 22 17

CoyianvHa meduyuHa i papmayisi: icmopis, cyyacHicms ma nepcnekmugu po3eumky
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Research Management” in the field of “Mana-
gement” (branch of knowledge - 07 “Manage-
ment and Administration”), which is currently
the unique one in Ukraine. Applicants who
meet all the requirements of the program are
supposed to receive the following qualifica-
tions: an educational one “Master of Manage-
ment”, and a professional one - “Public Health
Manager”.

The focus of the program is training spe-
cialists for organizational, managerial and ana-
lytical activities in the field of clinical research.

The goal of the professional education pro-
gram is to train highly qualified professionals
capable of planning, organizing, monitoring cli-
nical research according to ethical standards,
efficiently and effectively managing the finan-
cial, material and information resources, as well
as project team in healthcare institutions, con-
tracting research organizations and pharma-
ceutical companies.

The competitive advantages of the program
are the uniqueness and originality of its edu-
cational component containing management-
oriented disciplines providing fundamental
knowledge for organizing, planning, monitor-
ing the clinical research. The curriculum is en-
riched with the practical part (internship and
fieldwork), which is supposed to be organized
at the sites of the research, including contract
research organizations, clinical research depart-
ments, analytical laboratories, pharmaceutical
enterprises, faculties of education institutions.
Students can have additional credits under the
supervision of mentors from two departments:
the Department of Clinical Pharmacology and
Clinical Pharmacy and the Department of Ma-
nagement and Administration.

Through a flexible curriculum that balan-
ces management and clinical studies profes-
sionals are supposed to develop social com-
munication skills, analytical skills. They should
be able to work with large databases, conduct
statistical and quantitative analysis, manage

References

clinical research, providing systematic exchange
of the practical experience. After completion
of the program graduates should be able to as-
sess the crucial role of randomized controlled
trials and understand the life cycle of clinical
research. The latter includes the development
of detailed project plans, their approval, sta-
tistical analysis, data management, and risk-
based monitoring, as well as implementation
of the action plan.

In addition, graduates should be able to pro-
vide appropriate resources, as well as organi-
ze and perform clinical testing of new drugs,
make conclusions and interpret accurately re-
sults of the studies and implement them in
practice. Graduates are also supposed to be
able to develop and implement the quality ma-
nagement system in accordance with the re-
quirements of current standards, carry out
audits and manage risks to assure the appro-
priate quality of clinical research, monitor the
effectiveness and safety of the drug use by
the population according to their clinical and
pharmaceutical characteristics, etc.

Conclusions and prospects for further
research. Based on scientific literature, survey
results, and recommendations for conducting
clinical research the paper substantiates the re-
levance of training professional clinical research
managers who should be able to organize the
clinical trials of new drugs, ensure effective al-
location of limited resources, develop and im-
plement the quality management system accor-
ding to the requirements of current standards,
carry out audits and manage risks to assure the
appropriate quality of clinical research, etc.

The professional education program “Cli-
nical Research Management” takes into account
the most progressive concepts of education,
best practices of leading countries in provid-
ing educational services, recommendations of
employers and potential students.
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