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The aim of the study is to investigate topical problems of the professional and personal development of qualified persons
responsible for quality of medicinal products for human use.

Materials and methods. In the period from April 6 to May 10, 2020, an online survey of leading employees in the field of
quality assurance of Russian manufacturers was conducted. 176 people took part in the survey; the return of questionnaires
was about 17.9%.

Results. From the standpoint of D. Super’s theory of professional development, the largest number of respondents was at
the maintenance stage, holding their achieved positions (53.2%). All respondents, regardless of age, were motivated for
professional development. Most often qualified persons had chemical engineering (27.3%) and pharmaceutical education
(22.2%). Most of them had a working experience in 1-2 divisions of the enterprise, and combined the functions of qualified
persons with managerial positions (74.5% and 71.9%, respectively). The majority of the qualified persons (86.4%) indicated
the sufficiency of the available knowledge and the lack of knowledge on certain issues. Knowledge and skills in the quality
risk management, specific GMP issues and statistical methods (59.0%, 49.2 and 44.2%, respectively); communication and in-
terpersonal skills and, in particular, stress management, emotion management and the art of negotiation (49.4%, 41.3% and
40.9%, respectively), were most popular. About 36% of respondents notified the need for the digital economy competencies,
while only 5.1% notified the presence of an electronic batch production record at the enterprise. Finally, only half of the
respondents (50.5%) had a formal training plan for qualified persons.

Conclusion. This pilot study revealed the need for the revision of the Exemplary Additional Professional Training Program
for Qualified Persons and the professional standard, the urgent need for the regulatory body to develop a scheme and
principles for the continuous professional development of qualified persons, and showed the direction of further research
in this area.
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Abbreviations: GMP — Good Manufacturing Practice; RSC — Royal society of chemistry; CPD — Continuing professional deve-
lopment; CE — continuous education; EAPTP QPs — Exemplary Additonal Professional Training Program for Qualified Persons;
Ps — Pharmaceuticals; QCD — Quality Control Division; QAD — Quality Assurance Division; QP — qualified person; PQS — Phar-
maceutical Quality System.
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Lienb. M3yyeHune akTyaibHbIX Npobaem npodeccMoHabHO-TMYHOCTHOIO Pa3BUTUA YNOJHOMOYEHHbIX JINL, MO KAYecTBy Mpo-
13BOAMUTE/NIEN NIEKAPCTBEHHbIX CPeACTB AN MeAULIMHCKOro MPUMEHEHUA.

Martepuanbl u metogpbl. B nepuog c 6 anpensa no 10 mas 2020 roga 6bin NpoBeAeH OHMANH-ONPOC BeAYLLMX COTPYAHUKOB
B 06/1acT obecneyeHns KayecTBa POCCUICKUX MPoOU3BoaUTeNei. YyacTme B onpoce NpuHAno 176 yenosek, BO3BPAT aHKET
coctasun okono 17,9%.

Pe3ynbratbl. C No3uLmMii Teopumn o npodeccmoHanbHOM pa3suTum . Cotonepa Hanbosbluee KoNMYecTBO PecnoHAEHTOB Ha-
XOAMNOCb Ha 3Tane NoAAEePKaHNA, COXPAHEHUS AOCTUTHYTbIX NO3ULLMIA (53,2%). Bce pecnoHAeHTbl BHE 3aBUCMMOCTM OT BO3-
pacta MOTUBMPOBaHbI Ha NpodeccMoHanbHoe pa3BuTHe. Hanbosiee 4acTo YNONHOMOYEHHbIX ML, UMENU XMMUKO-TEXHO/IO-
rmyeckoe (27,3%) n papmareBTnieckoe obpasoBaHue (22,2%). BonbWMHCTBO MMeU onbIT paboTbl B 1-2 nogpasaeneHmax
npeanpuATUA, a Tak»Ke CoBMELLLaM QYHKLMM YNONHOMOYEHHbIX INL, C PYKOBOAALLMMM no3uumamm (74,5% n 71,9%, cooTseT-
CTBEHHO). BONbLIMHCTBO YNONHOMOYEHHbIX /KL, (86,4%) yKa3ann AOCTAaTOYHOCTb MMEIOLLMXCA 3HAHUIM M HEXBATKY 3HAHMI NO
oTaenbHbIM BonpocamM. Hanbonee BocTpeboBaHHbIMM OKa3a/IUCh 3HAHUA M YMEHUA NO YNPaBNEHUIO PUCKaMU A/1A Ka4ecTBa,
cneumouyeckme sonpocbl GMP u ctatuctnyeckne metoapl (59,0%, 49,2% v 44,2%, COOTBETCTBEHHO); KOMMYHUKATUBHbIE U
MEXK/IMYHOCTHbIE YMEHUA 1, B YaCTHOCTM, YNPaBAEHME CTPECCOM, YNPaBAeHMEe SMOLMAMU U UCKYCCTBO neperoBopos (49,4%,
41,3% 1 40,9%, cooTBeTCTBEHHO). OK0/10 36% PEecnoHAEHTOB OTMETUAN NOTPEBHOCTN B KOMMETEHUUAX LLMPPOBOI SKOHOMM-
KW, U NPU 3TOM TO/IbKO 5,1% OTMETUAN Hannume Ha NpeanpUATUN SIEKTPOHHOIO A0Cbe HA ceputo. M HaKoHeL,, BCero nuLlb y
NoN0BUHbI pecnoHAeHToB (50,5%) nmenca popmanbHbIi NaaH 06y4eHMA YNOAHOMOYEHHbIX /UL,

3aKkntoueHue. [laHHOe NUIOTHOE UCCef0BaHME BbIABUIO HEOOXOAMMOCTb NepecmoTpa NPUMEpPHOM AONOSHUTENBbHOM NPO-
deccroHanbHOM NPOrpaMmbl NOBbILEHWA KBaINDUKALMM YNOJTHOMOYEHHbIX /L, U NPOdEeCCMOHaNbHOro CTaHAAPTa, OCTPYO
HEeobXoAMMOCTb Pa3pPaboTKN PerynaTopHbIM OPraHOM CXeMbl Y MPUHLMMOB HEMPEPbIBHOMO NPOdEcCMOHaNIbHOIO Pa3BUTUA
YNONHOMOYEHHbIX /INLL, @ TaK¥Ke NOKa3a/0 HanpaB/ieHWe AalbHeNWnX nccaeoBaHui B 3To 0biacTu.

KntoueBble cnoBa: ynosIHOMOYEHHOE 1ML NO KayecTBy; papmaLieBTMUECKOe NpeanpuaTme; npodeccmoHanbHoe pa3BUTHE;
JleKapCTBEHHbIE CPeACTBa; JOMNONHUTENbHOE NpodeccMoHanbHoe 0byyeHmne

Cnucok coKkpaueHmii: GMP — Hagnerkawaa nponssoacTBeHHasa npakTuka; RSC — KoposieBckoe xnmmyeckoe obuecteo Benun-
KobpuTaHuu; CPD — HenpepbiBHOe npodeccnoHanbHoe passutue; CE — HenpepbiBHOe obpa3osanue; AN Y/1 — MNpumepHas
[O0MNONHUTENIbHAA NpodeccMoHaibHas NPOrpaMma NOBbILWEHUA KBaANMPUKALMKM YNOAHOMOYEHHbIX auu,; JIC — JlekapcTBeH-
Hble cpeactBa; OKK — OTaen KoHTpona KayectBa; OOK — OTaen obecneyeHuns Kayectsa; Y/1 — YNOAHOMOYEHHOE MLO MO

KauectBy; PCK — PapmaLieBTMUECKAA CMCTEMA KayecTBa.

INTRODUCTION

The personnel professional development, espe-
cially that of key employees, is considered the most
important element of the enterprise management and
one of the conditions for the success of their activities
[1-9]. Depending on the theoretical approaches to the
study of this process, different definitions are used.
From the point of view of psychologists, “professional
development is a change in the psyche in the process
of mastering and performing vocational, educational,
labor and professional activities” [1]. From the stand-
point of acmeology, this is “the process of actualizing
the potential of an individual and achieving the high-
est forms of professionalism” [7]. Many research-
ers emphasize the idea that the basis of professional
development is self-development as “the process of
transforming one’s own life into an object of practical
transformation in connection with the requirements of
a professional activity, leading to creative self-realiza-
tion in the profession” [10], self-directed learning and
self-esteem [11, 12].

From the standpoint of sociology, professional devel-
opment can be described as a process of socialization of
an individual with the meaning of their organization ac-
tivities, the need for respect and consideration of opin-
ions when making decisions [13]. The Royal Society of
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Chemistry of Great Britain (RSC) defines continuous pro-
fessional development of a chemist as the responsibility
of individuals to systematically maintain, improve and
expand knowledge and skills to ensure professional com-
petence throughout their working life (career). The Irish
Pharmaceutical Society, in its Professional Development
Models report, emphasizes that continuing professional
development (CPD) is a self-directed process that allows
professionals to develop and deepen a wide range of
knowledge, skills and motivations consistent with their
current and future work activities. The need to separate
continuing professional development (CPD) and contin-
uous education (CE) is also highlighted. Under CE, it is
suggested to consider structured educational experience
(planned training) and practical activities in the postgrad-
uate period in order to improve and expand knowledge,
skills and competencies. As a self-governing process, CDP
involves the specialists’ determination of their education-
al and other needs, an assessment of the achievement of
current goals and objectives of their development. CE is
one of the components of professional development?,

! The Royal Society of Chemistry — Continuing Professional Develop-
ment. Available from: https://www.rsc.org/cpd/

2 Pharmaceutical Society of Ireland Review of International CPD Mod-
els. Final report. — PSI, Dublin Ireland, 2010. Available from: ttps://
www.thepsi.ie/Libraries/Education/PSI_International_Review_of_
CPD_Models.sflb.ashx.
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The research of the professional development prob-
lems is aimed at finding approaches and methods to im-
prove the management of an organization, in particular,
the management of personnel and their professional
training, both internal (corporate) and external; psy-
chological and personal aspects, a staff motivation. The
problems of national schemes for attestation (accredita-
tion) of specialists in regulated professions (medical and
pharmaceutical specialists, aviation specialists, teachers
and lecturers, etc.) and their effectiveness for ensuring
the life and safety of the population are also investigat-
ed.

For a drug manufacturer, professional development
of the personnel, in particular, a qualified person (QP),
as well for other regulated professions, this is also a pre-
requisite for carrying out production activities. Thus, in
the Rules of Good Manufacturing Practice (GMP) which
are in force in the Russian Federation and in the Eurasian
Economic Union (EAEU) states parties, Appendix 16 ex-
plicitly states: “Qualified persons must maintain their
qualifications up to date in the light of scientific and
technological progress and take into account changes
in the management system quality related to products,
the compliance of which with the established require-
ments is confirmed by an qualified person”. In EU GMP,
there are similar requirements®. Therefore, professional
development issues are not only the responsibility of
an qualified person, but should be also included in the
scope of the pharmaceutical quality system of the enter-
prise. The considered professional group in our country
is characterized by a structural development, when the
most competent employee is selected to perform these
functions [5].

Requirements for the qualified person’s qualifica-
tions have been established by regulatory legal acts,
since this person is personally responsible for the re-
lease of a series of medicinal products into civilian
circulation and is often forced to make up difficult
decisions in the conditions of uncertainty. Thus, the
legislation determines that “the following specialists
are allowed for certification: the ones who have at
least 3 years of experience in the field of production,
or quality assurance, or quality control of medicines
and completed higher education in one of the follow-
ing areas — chemical, chemical-technological, chem-
ical pharmaceutical, biological, biotechnological,

3 [1] Order of the Ministry of Industry and Trade of Russia of June 14,
2013 No. 916 (as amended on December 18, 2015) "On the approval
of the Good Manufacturing Practice Rules" (Registered at the Russian
Ministry of Justice on September 10, 2013 No. 29938). [2] Rules of
Good Manufacturing Practice of the Eurasian Economic Union, ap-
proved by the Decision of the Council of the Eurasian Economic Com-
mission dated 03.11.2016 No. 77. [3] EudralLex — Volume 4 — Good
Manufacturing Practice (GMP) guidelines.
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microbiological, pharmaceutical, medical”. Qualified
persons must also undergo training in 12 chemical,
biomedical and pharmaceutical disciplines, or when
receiving higher education, or as a part of addition-
al professional training*. Similar requirements are
established in all the countries of the Eurasian Eco-
nomic Union® and are available in all the countries
of the European Union®. The main labor actions of
qualified persons when confirming the compliance
of each batch of a medicinal product and releas-
ing the batch into civil circulation, are indicated in
GMP’. The description of the labor functions, knowl-
edge and skills of the qualified person can be found
in the professional standard “Expert on manufactur-
ing pharmacy in the field of Pharmaceutical Quality
Assurance”. It was approved by the Order of the Mi-
nistry of Labor of Russia dated 05.22.2017 No0.429n
(Labor function B / 05.7 Evaluation of the batch pro-
duction record of a medicinal product with registra-
tion of a decision on release into circulation)®. There
is an exemplary additional professional training
program of advanced vocational training for quali-
fied persons, approved by the Ministry of Health of
Russia®. Thus, the state participates in the formation
of the personnel potential of the pharmaceutical in-
dustry, although, as in other industries, according to
experts, it is not very effective [14].

4[1]. Order of the Ministry of Health of the Russian Federation "On Ap-
proval of the List of Documents Submitted by a Certified Qualified Per-
son of a Manufacturer of Medicines of a Member State of the Eurasian
Economic Union, Stages of the Procedure and Procedure for Making
Decisions on Certification of Qualified Persons of Manufacturers of
Medicinal Products for Medical Use in accordance funds approved by
the decision of the Council of the Eurasian Economic Commission of
November 3, 2016 No. 73 "On the procedure for certification of qual-
ified persons of drug manufacturers." No. 73 "On the Procedure for
Attestation of Qualified Persons of Medicinal Products Manufacturers.
[3] Federal Law "On the Circulation of Medicines" dated 12.04.2010
No. 61-FZ.

5 Agreement on uniform principles and rules for the circulation of med-
icines within the Eurasian Economic Union dated December 23, 2014.
6 Directive 2001/83/EC of the European Parliament and of the Coun-
cil of 6 November 2001 on the Community code relating to medicinal
products for human use.

7 [1] Order of the Ministry of Industry and Trade of Russia of June 14,
2013 No. 916 (as amended on December 18, 2015) "On the approval
of the Good Manufacturing Practice Rules" (Registered at the Russian
Ministry of Justice on September 10, 2013 No. 29938). [2] Rules of
Good Manufacturing Practice of the Eurasian Economic Union, ap-
proved by the Decision of the Council of the Eurasian Economic Com-
mission dated 03.11.2016 No. 77. [3] EudralLex — Volume 4 — Good
Manufacturing Practice (GMP) guidelines.

8 Order of the Ministry of Labor of Russia dated May 22, 2017 No. 429n
"On the approval of the professional standard" Specialist in industrial
pharmacy in the field of quality assurance of medicines "(Registered
with the Ministry of Justice of Russia on July 20, 2017 No. 47480).

° Order of the Ministry of Health of Russia dated January 22, 2014 No.
37-n "On the approval of exemplary additional professional pharma-
ceutical education programs" (Appendix No. 2) (Registered with the
Ministry of Justice of Russia on April 18, 2014 No. 3203).
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Despite rather a long period (almost 8 years) of the
formation of the professional group in Russia consid-
ered in this article, and the importance of the qualified
persons’ professional development for the health of the
population, no publications on the professional develop-
ment of qualified persons of Russian drug manufactur-
ers and related issues, had been found. Therefore, THE
AIM of the described pilot study was to investigate the
current situation in this area.

MATERIALS AND METHODS

The study of relevant problems of qualified per-
sons’ professional and personal development was car-
ried out by a questionnaire method. A broad educa-
tional need was investigated both in the professional
knowledge and skills described above, which belong
to the category of “hard-skills”, and universal compe-
tences (over-professional skills, skills of the 21° centu-
ry, etc., soft-skills) that qualified persons should have
as highly qualified specialists [15-17]. In this study,
the structure of universal competencies given in the
“Target Model of Competencies 2025”, was used?®.

The questionnaire included 42 questions related
to various aspects of this professional group’s work in
our country, as well as problems of professional devel-
opment, socio-demographic and professional factors
influencing it. Depending on the position from which
professional development is considered, various fac-
tors affecting it are distinguished. They are external
(regulatory requirements and recommendations),
internal (work with personnel in the organization,
financial and procedural opportunities, etc.). Very
importantan factors are personal (professional poten-
tial, motivation, personal goal-setting, etc.); socio-de-
mographic (gender, age, social status, education) and
psychophysiological (psychophysiological potential,
goal commitment, a sense of mastery, interpersonal
interaction); social and professional (the content of
the profession, ways of performing professional tasks,
professional experience) and socio-economic (the
level of wages, the demand for certain professional
knowledge and skills, “professional success”, etc.)
[2-4, 8, 18-20].

When developing the questionnaire, the provisions
of regulatory legal acts related to the qualified persons’
professional development, were taken into account??, 27
people with knowledge of qualified persons’ work took
part in checking the readability and clarity of the ques-
tionnaire.

The survey was conducted online by Sechenov Uni-

1 Butenko V, Polunin K, Kotov I, Sycheva E, et al. Russia 2025: from
personnel to talents. The Boston Consulting Group, 2017: 70 p. Russian
1 The Royal Society of Chemistry — Continuing Professional Develop-
ment. Available from: https://www.rsc.org/cpd/

Tom 9, Buinyck 5, 2021

versity in cooperation with the National Chamber of
Pharmacy from April 10 to April 30, 2020. The question-
naires were sent by email to potential respondents (982
people, 48 constituent entities of the Russian Federa-
tion, more than 300 enterprises). 176 people took part
in the survey; respectively, the return of questionnaires
was about 17.9%. All respondents are acting qualified
persons or have performed functions of qualified per-
sons in the past (96% and 4%, respectively). Most of the
respondents are female (86.2%), have been working
at pharmaceutical enterprises for more than 10 years
(72.6%).

RESULTS AND DISCUSSION

The resulting sample includes employees of vari-
ous sizes enterprises, producing various dosage forms
(Fig. 1).

According to the modified theory of D. Super, the
respondents are at different stages of professional de-
velopment [3, 5, 21]:

1) at the stage of stabilization, consolidation and
promotion — 26.6%;

2) at the stage of maintaining, keeping the achieved
positions — 53.2%;

3) at the stage of declining professional and social
activities — 20.2%.

It should be notified that no unwillingness to study
and develop professionally in the age groups in the
range of 40-60 years, which should have been expected
from the literature, have been revealed [2, 3]. On the
contrary, all respondents, regardless of age, are motivat-
ed for professional development.

The distribution of qualified persons by vocation-
al education is shown in Fig. 2. The most common are
chemical engineering (27.3%) and pharmaceutical edu-
cation (22.2%).

Slightly more than a third of survey participants
(37.5%) have work experience in only one department:
quality control department (QC), quality assurance de-
partment (QA) or a production unit; 36.9% have experi-
ence in two divisions (the combinations of the aforesaid
plus a regulatory division), the rest have experience in
three or more divisions; 71.6% of the respondents are
heads of enterprise structural divisions or occupy even
higher administrative positions. These data make pos-
sible to conclude that a combination of horizontal (a
change in the professional and functional activity areas)
and vertical (advancement in the organizational and
managerial hierarchy) directions, is characteristic for the
professional and official development of qualified per-
sons [5].

When asked about the sufficiency of knowledge
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Figure 1 — General characteristics of qualified persons who took part in the survey
Note: a) distribution of respondents by enterprise size; b) dosage forms produced by the enterprises where the respondents work

3,4%,Other

15,9%, Chemical

27,3%, Chemical-
Technological

14,8%, Biological

16,5%,
Biotechnological

22,2%,
Pharmaceutical

Figure2 — Distribution of respondents by vocational education

Physiology

Pharmaceutical chemistry
Pharmaceutical technology
Pharmacology
Pharmacognosy

Toxicology

Medical physics

Organic chemistry

General and inorganic chemistry
Microbiology

Biological chemistry
Analytical chemistry

_ 18,5% | |
_ 60,7%

#’ 100,0%

_ 32,0%

_ 15,2% :

_ 31 5%

_ 216 9% |
_ 62,4%
_ 53 9% :
_ 708%
_ 27,5%
_ 73 6%

Figure 3 — Use of knowledge of compulsory subjects in qualified persons’ practical activities
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Pharmaceutical quality system and / or ISO QMS

Pharmacovigilance

Quiality Risk Management

Technology for production of other drugs (except
those that are put on the market)

Technology for production of drugs that
are put on the market

Statistics

Specific GMP Issues
Good practices

Drug control methods
Validation

Quality audits

I 27,0%
I 32,7%
IR 58,6%
I 16,1%

I 18,4%
I 44,2%
I 49,4%
I 28,2%

I 17,8%
I 37,3%
I 29,3%

Figure 4 — Qualified persons’ need for training in various professional competencies (hard skills)

Foreign languages

Target setting and planning

Emotions management

Stress management

Project management

Personnel Management

Time management

Situational management and leadership
Systematic thinking

Self-presentation

Conducting presentations, making reports
Search and analysis of information
Oratory

Networking

Mentoring, coaching

Negotiation art

Business writing

Delegating

Conducting meetings

1 37,3%
EE—— 18 6%
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E—— 10,0%
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I 35 5%
I 22.,7%

—— 8,0%

—— 8,0%
I £0,9%
—— 02,7%
I—— )3 8%
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Figure 5 — Qualified persons’ need for training in various universal competencies (soft skills)
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Pharmaceutical technology

Pharmaceutical Microbiology

Analytical equipment and tools

Regulatory practice / science

Pharmacovigilance

Storage and delivery of products, raw materials
Manufacturing of medical devices and primary packaging

Communication technologies

Pharmaceutical substances: technology, equipment,
processes

Various aspects of GMP

Project management

Pharmaceutical engineering

Computerized systems and their validation

Process Analytical Technologies

I 61,4%
. 63,6%
I 86,4%
I 52,3%

I 43,3%
I 77,3%
S 100,0%
T e8,6%
. 90,9%
B 9,1%

I 90,9%
a1,
I aa,1%
IR 100,0%

Figurer 6 — Topics not presented in qualified persons’ external and internal training programmes in 2018-2021
Note: according to reports on professional activities in Term 1, 2021

to perform the functions of qualified persons, only
9% of the respondents answered unequivocally in the
affirmative. This group included people with different
kinds of education, but mainly with biotechnological
and chemical-technological ones (50.0% and 31.2%,
respectively), at different stages of professional devel-
opment, but with an equally long experience of work
at pharmaceutical enterprises (100% — more than 10
years). Even fewer respondents (4.5%) indicated that
their education is insufficient to perform the discussed
functions. This group was also dominated by persons
with chemical-technological education (62.5%), which
is explained by a great number of qualified persons
with this kind of education in the obtained sample, as
well as by a great number of profiles (directions) of
educational programs in chemical technology, many
of which do not include study of industrial pharmacy
problems. Only 14.6 percent of the respondents indi-
cated that their knowledge is sufficient to perform the
functions of qualified persons, but at the same time,
they still notified the presence of an educational need
for both professional and universal competencies. The
data obtained practically coincide with the data of the
survey carried out in 2012: 71.2% of employers and
100% of the surveyed specialists in the pharmaceuti-
cal industry noted the need to acquire new knowledge
in order to fulfill their official duties [22]. In general,
these data show, on the one hand, the effectiveness
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of the regulatory requirement for qualified persons’
mandatory professional development once every 5
years®? (their knowledge is updated and there are no
significant gaps in the current knowledge). On the oth-
er hand, the obtained data show the need to optimize
the content of the above-mentioned additional profes-
sional programs and, indirectly, the fact that enterpris-
es do not allocate sufficient resources for the profes-
sional development of qualified persons.

The data on the use of knowledge on the disciplines
compulsory for studying by qualified persons in profes-
sional practice, are shown in Fig. 3. Noteworthy is rather
a small number of qualified persons using knowledge of
pharmacology (32.0%); the largest percentage of them
are persons with pharmaceutical education (40.4%).
These results can be explained, first, by the time peri-
od when the survey was conducted (2020): the require-
ments for the compulsory study of pharmacology and
other disciplines described above, by qualified persons,
although established in 2016, came into effect on the
territory of our country only in 2021. Second, these re-
sults can be explained by the absence of this and other
biomedical disciplines in engineering and natural sci-
ence educational programs.

To answer the question about the required profes-

2 Resolution of the Government of the Russian Federation of
06.07.2012 No. 686 “On approval of the Regulation on licensing the
production of medicines”.
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sional (hard skills) and universal (soft skills) competen-
cies, the respondents were offered an open list of knowl-
edge and skills with the ability to indicate additional
competencies that had not been included in the ques-
tionnaire. The data obtained are shown in Fig. 4 and 5.
The most popular were knowledge and skills in qual-
ity risk management (58.6%), which is explained by their
almost widespread use in GMP-regulated organizations.
It should be notified that these results coincide with the
data of the authers’ 2020 survey on the industry prac-
tice of quality risk management in the Russian pharma-
ceutical industry, in which 59.0% of the respondents
emphasized the lack of specialists with competence in
quality risk management [23]. Quite a lot of respondents
also notified the need to study specific GMP issues (the
narrow issues highlighted in the annexes of the rules
and various guidelines) and statistical methods (49.2%
and 44.2%, respectively). The authors were unable to
determine any significant correlations in the identified
educational needs with socio-demographic and profes-
sional factors. This need was not influenced by qualified
persons’ vocational education, age and work experience
in the pharmaceutical industry, the nature of products
and the size of the enterprise, the number of qualified
persons at the enterprise, the position held and work
experience in various divisions of the enterprise (QCD,
QAD, etc.). The least popular were knowledge and skills
in the field of drug production technology and pharma-
copoeial analysis (18.4 and 17.8%, respectively). In the
group that indicated the presence of such an education-
al need, there was a fairly large number of respondents
with education in the field of natural sciences (38.0%),
which, in the authors’ opinion, is explained by the ab-
sence of pharmaceutical technology and pharmaco-
poeial analysis in educational programs in biology and
chemistry. The authors did not find any correlation with
other socio-demographic and professional factors. The
identified educational needs of qualified persons with
the Exemplary Additonal Professional Training Program
for Qualified Persons'®* (EAPTP QPs) — manufacturers of
medicines for medical use, were compared. The mod-
ules “Pharmaceutical development and production of
dosage forms”, “Pharmaceutical analysis and quality
control of medicines”, “Development and production of
pharmaceutical substances” turned out to be the least
demanded or the most studied out of 10 modules of the
program (less than 20% of respondents). Taking into ac-
count the current requirements for the compulsory mas-
tering of 12 biomedical and pharmaceutical disciplines,
the EAPTP QPs modules related to these issues should
be shortened or eliminated. At the same time, the ex-
pansion and deepening of the content of such modules
as “Quality Management System of a Pharmaceutical En-

3 Order of the Ministry of Health of Russia dated January 22, 2014 No.
37-n "On the approval of exemplary additional professional pharma-
ceutical education programs" (Appendix No. 2) (Registered with the
Ministry of Justice of Russia on April 18, 2014 No. 3203).
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terprise”, “Statistical Methods Used in a Pharmaceutical
Enterprise” are definitely required. It is also necessary
to include a module on the basics of pharmacovigilance
in EAPTP QPs, and to highlight the issues of validation in
an independent module at a pharmaceutical enterprise.
Since the survey was conducted among the acting Quali-
fied Persons, it may be necessary to have two Exemplary
Additonal Professional Training Programs of Qualified
Persons at different levels (beginners’ and advanced).

The most demanded professional knowledge and
skills identified during the questionnaire, are also indi-
cated in the list of knowledge and skills necessary to per-
form labor function B / 05.7. It is entitled as “Evaluation
of the batch production record of a medicinal product
with registration of a decision on release into circula-
tion)': a pharmaceutical quality system, quality audits,
quality risk management, methods of statistical quality
management, mathematical statistics used in assessing
the results of tests and validation performed, principles
of validation of technological processes and analytical
methods, qualifications of premises and equipment, en-
gineering systems. At the same time, only 26.1% of re-
spondents carefully studied this professional standard,
and other 38.6% have just looked it through.

Thus, the identified educational needs of qualified
persons in terms of professional knowledge and skills
indicate the shortcomings of the Exemplary Additon-
al Professional Training Program for Qualified Persons,
the need for an even closer connection between the
EAPTP QPs and the corresponding professional stan-
dard, as well as the insufficient skills of qualified persons
and drug manufacturers to assess their educational and
other needs, and plan professional development using
professional standards. It can be also argued that the
impact of professional standards on the content of ad-
vanced professional education, professional programs,
including the ones for qualified persons, is not the same
as expected by the regulatory body in the field of educa-
tion®. According to the regulation on federal state con-
trol (supervision)'®, the work of the organizations carry-
ing out activities in the field of advanced professional
education (APE), is not a subject of a federal state con-
trol (supervision) and is carried out by the constituent
entities of the Russian Federation within the framework
of licensing control. Herewith, that does not include the

* Order of the Ministry of Health of Russia dated January 22, 2014 No.
37-n “On the approval of exemplary additional professional pharma-
ceutical education programs” (Appendix No. 2) (Registered with the
Ministry of Justice of Russia on April 18, 2014 No. 3203).

> Order of the Ministry of Labor of Russia dated May 22, 2017 No. 429n
“On the approval of the professional standard” Specialist in industrial
pharmacy in the field of quality assurance of medicines” (Registered
with the Ministry of Justice of Russia on July 20, 2017 No. 47480).

6 [1] Letter of the Ministry of Education and Science of Russia dated
09.10.2003 No. 06-737 “On additional professional education”, [2]
Methodological recommendations for the development of basic
professional educational programs and additional professional
programs, taking into account the relevant professional standards,
approved by the Minister of Education and Science D.V. Livanov
01/22/2015 No. DL-1 / O5vn.
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assessment of the content of APE programs. Therefore,
the assessment of educational programs is solely the re-
sponsibility of qualified persons and a pharmaceutical
enterprise (for example, on compliance with GMP, pro-
fessional standards and the Exemplary Additonal Profes-
sional Training Program for Qualified Persons, identified
educational needs of qualified persons). Unfortunately,
there was no significant improvement in the situation
with APE in the field of industrial pharmacy in compar-
ison with the authors’ assessment carried out in 2012
[24].

In general, the most demanded universal competen-
cies among qualified persons were communicative and
interpersonal skills from the group of socio-behavioral
skills, and, in particular, stress management and emo-
tions management (49.4% and 41.3%, respectively).
These data can be explained by qualified persons’ work-
ing conditions, including relations with other structural
divisions of the enterprise: almost two or three respon-
dents from this group (67.3%) reported the presence of
conflict situations in the performance of their profes-
sional functions (in the entire sample obtained there
are less than 58% of them). This, in our opinion, explains
the demand for the art of negotiations (40.9%). It should
be notified that these skills are also specified in the dis-
cussed professional standard, but are absent from the
Exemplary Additonal Professional Training Program for
Quialified Persons.

The average demand (about 20-22% of respon-
dents’ answers) for managerial competencies (con-
ducting meetings, delegating, business writing, etc.)
practically coincided with the number of respondents
combining the functions of qualified persons with the
functions of the top administrative head (29.2%). Al-
though, in general, the number of respondents in mana-
gerial positions (the head of a department, laboratory or
production site and higher positions) was 71.5%, which
can be explained by both the presence of a hidden ed-
ucational need of qualified persons and the absence of
the employer’s need to develop managerial skills among
middle managers. Moreover, there is no correlation be-
tween the educational need for managerial competen-
cies and the size of a pharmaceutical company.

It was also impossible to identify socio-demographic
and professional factors that determined a small num-
ber of respondents who indicated the need for training
in mentoring (coaching) and networking (8% each). Most
of the qualified persons who took part in the survey are,
probably, not involved in the system of internal personnel
training, or are not sufficiently informed about the com-
position of these competencies, and the lack of the need
for networking training is associated with a high degree
of closeness of Russian enterprises, the lack of qualified
persons’ culture of collaboration in the domestic pharma-
ceutical industry. On the other hand, the data obtained
correlate with the results of the carried out survey of em-
ployers and pharmaceutical industry professionals in 2012
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[22]. Then the competences in teaching and educational
activities, including mentoring, were listed among the
most popular (6 points out of 10 possible), and, perhaps,
their demand by employers led to the following result:
for example, such training at the majority of enterprises
is included in corporate educational programs. Rather a
small number of respondents (35.5%), who indicated the
presence of educational needs for the search and analysis
of information, was also unexpected. On the one hand,
it can indicate a fairly high level of digital literacy among
qualified persons (in 2012, this competence was among
the most demanded — 7.2 points out of 10 possible). On
the other hand, it can be caused by the absence of a real
need of employers for these competencies of their em-
ployees due to the low speed of digital transformation
of the Russian pharmaceutical industry. For example,
only 5.1% of respondents indicated that the evaluation
of the batch production record is electronically main-
tained at the enterprise. There is also no state attention
to the formation of digital economy competencies among
graduates of educational programs in chemical technol-
ogy, pharmacy, biology, medicine: within the framework
of the Federal Target Program “Personnel for the Digital
Economy” it is believed that only graduates of chemistry
and biotechnology programs develop two or more such
competencies’’. The authors believe that more substan-
tive and in-depth research is required to unambiguously
assess the situation and understand the factors influenc-
ing the development of the competencies of the Federal
Target Program in digital economy.

A practice analysis of planning qualified persons’
professional development at Russian pharmaceutical
enterprises showed that only half of the respondents
(50.5%) have a formal training plan for qualified persons’,
while only 34% of them undergo formal internal certifi-
cation, which indicates employers’ lack of attention to
the problems of qualified persons’ professional devel-
opment. To analyze the contents of plans, topics, forms
and modes of teaching qualified persons, 60 reports on
professional activities reviewed by the Expert Group of
the Sechenov University Attestation Commission for the
certification of qualified person — manufacturers of med-
icines for medical use of the Ministry of Health of Rus-
sia (hereinafter the “Expert Group”), were studied. All
the reports were submitted to the Expert Group in the
first half of 2021 and, according to the new template,
included training data for the reporting period (i.e., for
the last 3 years)®. In half of the reports, there was no
mention of the past internal training (53.3%), which was
confirmed by the data of the carried out survey. In 72.9%

7 Decree of the Government of the Russian Federation of June 25,
2021 No. 997 “On approval of the Regulation on federal state control
(supervision) in the field of education.”

% Order of the Ministry of Economic Development of Russia dated
January 24, 2020 No. 41 “On Approval of Methods for Calculating
Indicators of the Federal Project” Personnel for the Digital Economy
“of the National Program” Digital Economy of the Russian Federation “
and more core competencies of digital competencies).
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of reports, internal training related to the implementa-
tion of the EAEU GMP Rules at the enterprise. Of the 32
people who indicated the presence of internal training,
only half (16 people) indicated that they underwent it
annually. All the qualified persons who applied for cer-
tification in the Expert Group (hereinafter referred to as
“applicants”) underwent external training, and 80% — in
addition to the advanced training program developed by
the Exemplary Additonal Professional Training Program
for Qualified Persons, studied at educational webinars
on certain issues of GMP Rules, registration of medicines
in the EAEU, validation and qualifications at a pharma-
ceutical enterprise. About one third of the applicants
underwent external training not more frequently than
5 years, 20% — from 3 to 5 years, and the rest — almost
every year. The data on the topics of internal and ex-
ternal training are shown in Fig. 6. Most often, Supple-
mentary Programmes for Qualified Persons were trained
in various aspects of the GMP Rules, more than half of
these Programmes studied pharmacovigilance (56.7%,
almost equally in internal and external training), regula-
tory practice / science (47.7%). There was practically no
training in process analytical technologies, the produc-
tion of medical devices and primary packaging, the tech-
nology for the production of pharmaceutical substances,
project management, and others (Fig. 6). No correlation
either with the size of the pharmaceutical company and
the types of products manufactured, or with socio-de-
mographic and professional factors, has been found. In
general, according to the reports on the professional ac-
tivity of the qualified persons, the results of the analysis
of training coincided with the trends identified during
the survey.

Currently, EAEU GMP Appendix 16'° aimed at har-
monizing it with the similar GMPEC text, is being re-
vised. In the current EU version of this annex, there is
a requirement that qualified persons should prove their
continuous learning in relation to the type of product,
technological processes, technical innovations and GMP
changes (the term “continuing” is used in the EAEU
draft). The volume of continuing education required,
and the type of training acceptable by the regulator, and
the type of training evidence, have not been clearly de-
fined. At the same time, in other documents related to
qualified persons, for example, in the UK, recommenda-
tions on how to ensure the fulfillment of the require-
ments under consideration, can be found.

Professional development activities are a condition
for qualified persons’ annual renewal of the member-
ship in a trade union (a prerequisite for qualified per-
sons’ certification in the UK). The members of the soci-
ety send a short report on professional activities to the
secretariat. They reflect the maintenance of 12 profes-
sional competencies defined by this society, and 5 types

** Orlov VA. An overview of the main innovations in the new version of
Appendix No. 16 to GMP rules — "Requirements for confirmation by an
qualified person of the conformity of a series of products for the pur-
pose of its release". Available from: https://gilsinp.ru/?wpfb_dI=369
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of educational activities determined by the Science
Council of Great Britain® and are randomly checked (the
qualified persons’ certification was examined in detail in
this country [24]). This approach was also used in the
template for the annual report of qualified persons’ RSC
on continuing professional development: the Supple-
mentary Programme is recommended to correlate the
following types of professional development with pro-
fessional activities and performance of office duties, and
attach the relevant evidence:

— on-the-job training (performing the functions of a
staff internship / student internship manager, develop-
ing training proposals, writing reports);

— professional activities (participation in a profes-
sional society, mentoring);

— formal training (writing scientific and popular
scientific articles / documents, additional professional
training);

— self-study (reading magazines, reviewing books
and articles);

— other (intellectual volunteering, social activities).

The following examples are indicated as evidence in
the template: certificates and testimonies, training ma-
terials, reports, a list of studied publications, reviews.

The UK Qualified Persons’ Code of Practice has an
entire professional development?! section that details
the GMP and professional society requirements dis-
cussed above. Additionally, recommendations are given
on the procedure for fulfilling the GMP requirements
on preliminary training in case of significant changes in
qualified persons’ labor functions. For example, these
can be: changing / expanding the range of medicinal
forms released into circulation); when moving to a new
place of work and when returning to the activities of
qualified persons’ after a break: the presence of a train-
ing plan approved by the management, which indicates
the identified gaps in knowledge and skills and the re-
quired training with a time schedule.

As the foregoing example shows, the choice of form(s)
and matter(s) of professional development falls on quali-
fied persons themselves. On the other hand, the presence
of qualified persons’ professional development is a GMP
requirement, and, accordingly, is included in the complex
of actions of a pharmaceutical company to comply with
all established requirements. Therefore, in the authors’
opinion, the presence of clear criteria for assessing the
adequacy of professional development, established by
the regulatory body in the field of assessing the compli-
ance of an enterprise with GMP requirements, by analogy
with the regulation and organization in our country and

20 The Science Council Continuing Professional Development. Stan-
dards for Registrants. Available from: https://sciencecouncil.org/web/
wp-content/uploads/2021/01/Updated-CPD-Standards-for-Regis-
trants.pdf

2 Qualified Person involved in the manufacture of pharmaceuticals.
QP Code of Practice. Available from:https://www.rsc.org/globalas-
sets/09-careers/personal-professional-development/practising-scien-
tists/qpr/qp-code-of-practice-2018.pdf
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in the world of continuous medical and pharmaceutical
education [25, 26], would have had a significant positive
impact on the current situation.

This pilot study did not set the task of identifying
the industry practice of organizing internal personnel
training, including the methods used in it, which are
widely considered in the literature, and assessing their
effectiveness [3,4, 12, 27-29]. The study did not inves-
tigate the main barriers that hinder qualified persons’
professional development, such as lack of time and
heavy workload, lack of technical or financial possibil-
ities or doubts about the effectiveness of this process,
misunderstanding of the continuous professional de-
velopment concept [30, 31]. All these problems require
a further study.

CONCLUSION

Professional development is the responsibility of
qualified persons themselves, as well as the responsi-
bility of the pharmaceutical company. The guidelines
for planning professional development are the re-
quirements of the legislation of the country in which
qualified persons operate, and other requirements on
which their admission to professional activities de-
pends. The professional and official development of
qualified persons in our country is characterized by
a combination of horizontal (change in the profes-

sional and functional areas of activities) and vertical
(advancement in the organizational and managerial
hierarchy) directions.

The analysis of the open training needs identified in
the course of the study, showed that a revision of the
Exemplary Additonal Professional Training Program ap-
proved by the Ministry of Health of Russia in 2014, is
required to improve qualified persons’ qualifications of
medicines for medical use manufacturers, an update of
the professional standard in order to take into account
the 2025 (or similar) competency model, and also the
competencies of the digital economy.

The identified problems indicate the urgent
need for the regulatory authorities to develop
schemes and principles for the professional develop-
ment qualified persons. These will ensure the com-
pliance of individuals and enterprises with the new
requirements for this professional group, which are
planned to be introduced into Appendix 16 of the
Rules of Good Manufacturing Practice of the EAEU,
including criteria for CPD of qualified persons, forms
and mechanisms for confirming and obtaining the
required evidence.

All the foregoing indicates that the problems of
qualified persons’ professional development are very
relevant and require further research, including those
identified in this article.
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