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SOME ASPECTS OF ACTIVITY EVALUATION OF INTERNAL
AUDITORS OF A PHARMACEUTICAL COMPANIES QUALITY
MANAGEMENT SYSTEMS

An effective quality management system is a prerequisite for the effective and successful opera-
tion of any modern enterprise, including pharmaceutical companies. It is generally accepted that in
such systems, the internal audit process is an important and integral part. The importance of internal
audits for the diagnosis and timely adjustment of the pharmaceutical quality system is emphasized in
all existing regulations from the proper practices of medicines (in particular, in the GMP and GDP)
and in the national licensing conditions for the conduct of economic activities on the production, whole-
sale and retail sale of medicines. As for all other processes of the pharmaceutical quality system, the
effectiveness of internal audits directly depends on the competence of the involved specialists. The level
of auditors’ training and their personal qualities acquire special significance for auditing activities.

The aim of the study was to develop approaches to assessing the activity of auditors, to determine
the criteria for selecting candidates for auditors, and to determine the criteria for the audit process of
the pharmaceutical companies” quality management system.

Results.The article substantiates the importance and proposed approaches to assessing the per-
formance of internal auditors of quality management systems of pharmaceutical companies. A list of
indicators and a description of the methodology for assessing the performance of internal auditors, as
well as for assessing the effectiveness of the internal audit process, has been developed.

Conclusions.The proposed evaluation approaches provide an opportunity to measure the effec-
tiveness of internal audits, identify trends in its changes, and apply corrective or preventive actions to
improve the audit process.
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B. O. JIEBEquHEID, T. B. KAPAMABPOBA

I[EHI{I ACIIEKTH OIIHKHU JIAJBbHOCTI BHYTPINIHIX AYINUTOPIB CUCTEM
VIIPABJITHHA AKICTIO ®PAPMAINEBTUYHMUX IIJIIIPUEMCTB

JlieBa crcTeMa yIIpaByIiHHsI SKICTIO € HEOOXI/JHOI YMOBOI Pe3yIbTATUBHOI Ta yCIIIIIHOL Ais/Ib-
HOCTI 6y/b-5IKOTO Cy4acHOTO MiJIIPUEMCTBA, Y TOMY IMCII MiIPUEMCTB (papMaLieBTUYHOTO IPOdisIo.
I[TpuitHATO BBaXKaTH, IO B TAKMX CUCTEMaX MPOIIeC BHYTPIIIHBOTO ayIUTY € BOXXINBOIO i HEBiJf EMHOIO
CKJIa[i0BOI0. Ba)XIMBiCTh BHYTPILIHIX ayANUTIB /1 SIaTHOCTMKM I CBOEYACHOTO KOPUTYBAHHS dap-
MaleBTUYHOI CUCTeMU AKOCTi MiIKPECTIOETHCA Y BCIX YMHHUX HACTAHOBAX 3 Ha/TEeXHUX IMPAKTUK
JiKapchbKuX 3aco0iB (30kpeMa, y HacTaHoBax 3 GMP ta GDP), a TakoXX y HallioHa/IbHUX JIilleH31THIX
YMOBAX IPOBA/PKEHH FOCIOAAPCHKOI AiS/IBHOCTI 3 BUPOOHUIITBA, OIITOBOI i po3zpibHOI peaisaril
JKapChKMX 3ac06iB. SIK i m1st BCixX iHIMX mporjeciB ¢papManeBTUIHOI CUCTEMI SIKOCTI, epeKTUBHICTh
BHYTPIIIHIX ayAuUTIB HAIPSIMY 3a/I€XKUTD Bifj KOMIIETEHTHOCTI 3a4i1HUX (axiBI{iB, IpU LbOMY IS
AyUTOPCHKOIL ISIBHOCTI piBeHb MiATOTOBKY KafpiB, a TAKOXK IX 0COOMCTICHI SKOCTI HAOYBaOTh 0COOMN-
BOTO 3HAYEHHA.

Meroro JOCTiKeHHA cTanu po3pobKa HMiXOfiB K0 OLiHIOBaHHA iA/NbHOCTI ayfUTOPiB, BU3HA-
YeHHs KpUTePiiB BifOOPy KAaHANMAATIB B ayJUTOPU Ta BUSHAYEHHsI KPUTEPIiB Pe3y/IbTaTUBHOCTI IIPO-
LleCy ayUTy CUCTeM! YIPaB/iHHI AKICTIO (papMal[eBTIYHUX MiAITPUEMCTB.

PesynbraTi. ¥ cTaTTi 06IpyHTOBYETHCS BOXK/IUBICTD T IIPOMOHYIOTHCS MiXOAN O OLIiHIOBAH-
HA JisUIPHOCTI BHYTPILIHIX ayfUTOPIB CUCTEM YIIPaBIiHHA SAKICTIO papMalieBTUYHNUX HiIPIEMCTB.
Po3po6reHo neperik MOKa3HUKIB Ta OIMCAHO METOAVIKY OL[iHIOBaHHA Jis/IbHOCTI BHYTPIIIHIX aynu-
TOPIB I OL[iHIOBAHHSA PE3yNbTaTUBHOCTI IPOLECY BHYTPIIIHbOIO ayJuUTY.

BucHoBKM. 3anporoHOBHA METOAVIKA OLIiHIOBAaHHSA HAJJa€ MOXK/IMBICTh BUMiPHO XapaKTepusy-
BaTy Pe3yNbTaTUBHICTh BHYTPIlIHIX ayINTiB, BUSHAYATY T€H/I€HIIil i 3MiH, BXXMBaTI KOPUT'YBajIbHi
41 3aTI00DKHI Al 7151 BIOCKOHA/IGHHS TIPOLIECY ayauUTy.

Kniouoei cnoséa: BHYTpIlLIHIN ayINUT; ayfUTOP; CUCTeMa YIIPaBIiHHA AKicTIO; papMaleBTUYHA
crcteMa Axocti; ISO 9001; papmalneBTIYHe HiAIIPUEMCTBO; OLIIHKA Pe3y/IbTaTBHOCTI
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B. A. JIesenuHEn, T. B. KAPAMABPOBA

HEKOTOPBIE ACTIEKTBI OIIEHKH JEITEJIBHOCTA BHYTPEHHUX AYJIUTOPOB
CHUCTEM MEHEJ[’KMEHTA KAYECTBA ®APMAIIEBTUYECKUX HPEIITPUATUI

SddekTuBHAS CrCTeMa YIIPABIEeHNsI KAYECTBOM SIB/ISIETCST HEOOXOIMMBIM YCIOBMEM Pe3y/IbTa-
TUBHOI1 I YCIIELIHOM AesITeIBHOCTH JIF0O0T0 COBPEMEHHOTO TIPEIIPUSATIAS, B TOM YNC/Ie IPeAIPUSTHUI
¢dapmarneBTiaeckoro npodus. [IprHATO CYMTATDh, YTO B TAKUX CUCTEMAX MPOLECC BHYTPEHHETO
ayinTa ABIAETCA BAXXHOI M HEOTbEeMJIEMOI COCTaBAw Iell. BaXHOCTb BHYTPEHHUX ayqUTOB A
IVMATHOCTUKI Vi CBOEBPEMEHHOTO KOPPEeKTUPOBaHuA dapMalleBTIYeCKOl CUCTEMBI KadeCTBa IOf-
YepKMBAETCA BO BCEX EMICTBYIOIMX YCTAaHOBKAX HaJJeXKaNX IPaKTHUK JIEKApCTBEHHBIX CPEICTB
(B wacTHOCTH, B pyKoBogcTBax 10 GMP 1 GDP), a TakKe B HallMOHA/IbHBIX /IMI[CH3MOHHBIX YCIOBUAX
OCYILECTB/IEHNSA XO3AMCTBEHHO JeATENbHOCTY 110 IPOU3BOJCTBY, ONITOBOI ¥ PO3HIUYHON peannsa-
LU JIEKapCTBEHHBIX CpefcTB. Kak u /st Bcex OCTanbHBIX MIPOLECCOB GapMarieBTUYeCKON CHCTEMBbI
KauecTBa, 3¢ (PeKTUBHOCTh BHYTPEHHMX ayAUTOB HANIPSIMYIO 3aBUCUT OT KOMIIETEHTHOCTH 3afieli-
CTBOBAHHBIX CIIELIMA/INCTOB, IIPYU 3TOM JJIs1 ayFUTOPCKOIL IeATeTbHOCTY YPOBEHb IIO/ITOTOBKM KaJpOB,

[12]

a TaKXKe UX TMIHOCTHbIE Ka4eCTBa IpnobpeTanT 0coboe 3HaYEHNeE.

ITenbIo 1ccnenoBaHyA cTala pa3paboTKa MOAXOMIOB K OLIeHKe IeATe/IbHOCTH ayJUTOPOB, OIlpe-
IeeHre KpuTepueB 0T6Opa KaHANUATOB B ayANTOPSI, OLpefie/ieHIie KPUTEPIEB Pe3y/IbTaTHBHOCTI
Ipoliecca ayfuTa CUCTEMBI yIIPaBIeHNsI KaueCTBOM (apMalieBTUIeCKIX PEeRIPUsTHIL.

Pesynpratsl. B cTatbe 060CHOBBIBAETCS BXKHOCTD U IIPEfIAraloTCsl MOAXOABI K OL[eHKe fies-
TEIIbHOCTY BHYTPEHHUX ayUTOPOB CUCTEM YIIPaB/IeHNs KaueCTBOM (papMarieBTUYEeCKIX IIPENIPI-
stuit. PazpaboraH repedeHs MoKasaTese 1 OIMCaHa METOAMKA OLIEHKIL A€sITe/IbHOCTI BHYTPEHHNX
ayAUTOPOB I OLeHKM 9(p(PeKTUBHOCTH IIpOIlecca BHYTPEHHETO ayuTa.

BsiBoasl. [IpemmoxxeHHas METOAMKA OL[EHKM TaeT BO3SMOXKHOCTb M3MEPUMO XapaKTEPU30BaTh
Pe3yIbTAaTUBHOCTD BHYTPEHHETO ayANTa, ONPENe/ISITh TeHeHIINM €T0 M3MEeHEeHWIT, IPUHIMATh KOp-
PEKTUPYIOLIVe UK IPeRYIPeXIaloLIie NeiCTBI /sl COBEPLIEHCTBOBAHMS IIpoliecca ayAuTa.

Knioueevle cnoéa: BHyTpeHHUIT ayIuT; ayANTOP; CHCTEMa YIIPaB/IeHNA KauecTBOM; (apMaries-
THYecKas crucTeMa KadecTsa; ISO 9001; papmareBTideckoe MpennpuATIie; OLleHKa pe3y/IbTaTUBHOCTH

STATEMENT OF THE PROBLEM

The competence of Quality Management Sys-
tems (QMS) auditors, in general, and of the Phar-
maceutical Quality Systems (PQS), in particular,
consists of certain personal qualities and relevant
professional knowledge and skills. The international
standard ISO 19011 emphasizes the importance of
identification, verification and constant develop-
ment of auditors’ competence. This is also the expe-
rience of companies where internal audits carried
out [1, 2]. Meanwhile, in Ukraine no higher edu-
cation institution trains such professionals, either
for pharmaceutical field in the health care scope,
or other sectors. Even though the occupational job
title “Quality Systems Auditor” is provided under
the National Classification of Ukraine “Occupational
Classification” DK 003:2010 (occupation code num-
ber 2411.2).

Some universities offer training in an educa-
tional-professional program on the “Quality, Stan-
dardization and Certification” (“QSC”), which co-
vers subject matters related to organizing the QMS
auditing process. For example, at the National Uni-
versity of Pharmacy (Kharkiv, Ukraine), within the
specialty “Management”, the educational-profes-
sional program “QSC” is carried out, and the sub-
ject “Quality Management Systems audit” is taught.
However, the current demand for such professio-
nals in pharmaceutical industry is far beyond the
capacity of educational institutions. In view of this,

companies often provide training and certification
for auditors themselves or invite outside experts for
skills workshops and other forms of training. It ac-
counts for lack of standardized approaches to the train-
ing of auditors and regular methods for competen-
ce assessment, which in its turn results in significantly
different levels of professionalism of these audits [2].

An audit activity is extremely important for
ensure the proper functioning of a pharmaceutical
companies (PhC) [3]. At the same time, approaches
to the development of training programs and ways
of their implementation, methods applied for dia-
gnosing skills and knowledge, identification and
evaluation of the essential personal qualities of audi-
tors, and their motivation - all these points require
scientific rationale, exact planning and monitoring.

It should be emphasized that besides the inter-
nal audit (IA), which is essential for the business
development, this activity is envisaged as compul-
sory from the perspective of the requirements of
the current licensing conditions in Ukraine for ma-
nufacturing, wholesale and retail of the medicinal
products (MP) and appropriate good practices for
the MP of the Ministry of Health (in particular,
Good Manufacturing Practice (GMP) and Good
Distribution Practice (GDP) (Decree of Ukraine
No. 929, 2016) [4]. All current standards concerning
management systems, such as a ISO 9001, ISO 14001,
ISO 22000, ISO 13485, etc., also include requirements
for statutory the IA [2, 5].
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Thus, issues relating to selection, training, pe-
riodic certification, regular improvement of com-
petence and motivation of the QMS (PQS) auditors
are relevant and important both for national and in-
ternational pharmaceutical companies, and for com-
panies and organizations of other fields, as well [6].

According to the results of the normative in-
formation sources analysis and sociological research
conducted by us allowed stating a significant lack
of information in the following areas:

o specific requirements for the competence of the
staff engaged in the QMS PhC auditing;

o description of the best for the internal auditor
personal psychological profile, and methods for
its identification and measuring;

o methods and tools for diagnosing knowledge
and skills of the PhC QMS auditors [5].
Nowdays each company is forced to develop

in-house all the requisite guidance materials and

apply them at the own discretion. However, due
to the imperfection of the applicable approaches
and methods of training and certification of the
auditors, many enterprises show inadequate pro-
fessionalism in auditing, which leads to the low ef-
ficiency of the conducted audits. It often results
from failed, unreasonably selected candidates for

auditors [2, 5].

The international standard ISO 9004:2018 “Qua-
lity management - Quality of an organization -
Guidance to achieve sustained success” reveals the
comprehensive role of IA. So, article10.5 ‘Internal
audit’ of this standard says that: “Internal audits are
an effective tool for determining the levels of con-
formity of the organization’s management system
to its selected criteria. They provide valuable infor-
mation for understanding, analysing and improv-
ing the organization’s performance. Internal audits
should assess the implementation, effectiveness and
efficiency of the organization’s management sys-
tems. This can include auditing against more than
one management system standard, as well as ad-
dressing specific requirements relating to interest-
ed parties, products, services, processes or specific
issues.

To be effective, internal audits should be con-
ducted in a consistent manner, by competent people,
in accordance with the organization’s audit plan-
ning. Audits should be conducted by people who
are not involved in the activity being examined, in
order to give an independent view on what is being
performed.

Internal auditing is an effective tool for iden-
tifying problems, nonconformities, risks and op-
portunities, as well as for monitoring progress on
resolving previously identified problems and non-
conformities. Internal auditing can also be focused
on the identification of good practices and on im-
provement opportunities.

The outputs of internal audits provide a useful
source of information for:

a) addressing problems, nonconformities and
risks;

b) identifying opportunities;

¢) promoting good practices within the orga-
nization;

d) increasing understanding of the interactions
between processes.

Internal audit reporting usually contains infor-
mation on conformity to the given criteria, noncon-
formities and improvement opportunities. Audit re-
porting is an essential input for management review.
Top management should establish a process for re-
viewing all internal audit results in order to identify
trends that can require organization-wide corrective
actions and opportunities for improvement” [7].

We think that the goals and objectives of inter-
nal audits recommended by the standard, as well
as the use of findings from audits, should be for-
mulated taking into account the above-mentioned
provisions of the ISO 9004: 2018.

ANALYSIS OF RECENT RESEARCHES
AND PUBLICATIONS

O. V. Ivanova, L. L. Dushevin, J. Name$anska
proposed generalized methods for assessing QMS
auditors [8-10]. The questions of competence of the
workers of the pharmaceutical sphere were inves-
tigated by L. V. Galiy [11]. V. I. Gorodetska defined
the professional competences of experts in quality
assurance in pharmacy [12].

Based on the results of sociological research
and analysis of the others work, we have determi-
ned that often to assess the performance audit is
used an indicators, which can not be considered
neither complete nor correct [5, 8]. These indica-
tors often include the following:

o full implementation of the program of audits
(for a year or another period of time);

o number of identified nonconformities (estima-
ted for each audit);

o correct determination of the audit criteria;

« errors in the audit documents performance;

o correct phrasing of the conclusions (in parti-
cular, relevance of the wording of the comments,
nonconformities and recommendations for im-
provement);

o correctness (professionalism) of auditor beha-
vior during the auditing;

o number of violations of the audit plan, etc.
The above mentioned and similar findings, al-

though they somehow characterize the auditing pro-

cess, provide no answer to the principal question:

Does the auditing process achieve its goals (in other

words, is it effective)? Of course, for this purpose,

it is necessary to start with formulating objectives
to be achieved, for which the IA is carried out.
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Table

EXAMPLE OF THE EVALUATION FORM FOR INTERNAL AUDITORS

Audit competence profile

Ratings | K, | z

Unit 1. Personal qualities

create an environment of trust

1. Tactfulness, diplomacy. Ability to communicate with different people,

2. Power of observation skills, attention to details 1 2 3 4 5 0,7
3. Concentration, focus on achievement of the audit purposes 1 2 3 4 5 10,7
4. Impartiality: readiness to consider alternative points of view 1 2 3 4 5108
5. Objectivity: conclusions are made on the basis of factual evidence 1 2 3 4 5 109
6. Punctuality. Strict compliance with the established plan of audit 0,6

Unit 2. Awareness of the requirements, compliance with which is checked during audit

management

7. Understanding of the current principles and approaches to quality

1 2 3 4 5 1,0

8. Understanding of the role and conditions of the QMS processes operation | 1 2 3 4 5 | 1,0

of the ISO 9001 standard

9. Correct understanding and ability to interpret the requirements

1 2 3 4 5 1,0

10. Correct understanding and the ability to interpret the requirements
of obligatory regulatory documents related to the scope of the audit

Unit 3. Occupational skills

11. Correct application of risk-oriented thinking 1 2 3 4 5 108
12. Correct and proper record keeping during the audit 1 2 3 4 5 106
13. Correct reporting on the audit results 1 2 3 4 5 108
14. Correct phrasing of recommendations for improvement 1 2 3 4 5 108

Total score

[14]

IDENTIFICATION OF ASPECTS OF THE
PROBLEM UNSOLVED PREVIOUSLY
According to the analysis of literary sources,

the lack of coverage of the issue on the specified
topic was established. In particular, the literature
did not find a methodology for comprehensive as-

sessment of the competence of internal auditors of
the PQS.

OBJECTIVE STATEMENT OF THE ARTICLE

The purpose of the current stage of our re-
search was to develop approaches to assessing the
activity of auditors, and to determine the criteria
for selecting candidates for auditors and to deter-
mine the criteria for the effectiveness of the audit
process of the PhC QMS.

PRESENTATION OF THE MAIN
MATERIAL OF THE RESEARCH

Based on the study of the provisions of the
ISO 19011 and other information, we can conclude
that an evaluation of the competence of candidates
in auditors is advisable to apply several methods
simultaneously, and the assessment procedure to
conduct in at least two stages.

The proposed methodology is expert and has, like
all similar methods, a subjective character. The result
of this methodology is highly dependent on the ex-
pertise of experts. We assume the application of the
methodology only with the presence of a compe-

tent chief auditor (CA, head of the audit team) at
a company.

The expertise of CA must meet the requirements
for auditors of management system certification,
and further desirable to match the qualification re-
quirements for the authorized person in the PhC.

First stage - the initial estimation of candi-
dates, which usually involves the following opera-
tions:

1. Establishing an evaluation criteria. An eva-
luation criteria may be quantitative (such as dura-
tion of work in the relevant specialty, number and
duration of audits performed, number of hours of
profile training, etc.) and qualitative (such as evi-
dence of the personal qualities, knowledge and skills
demonstrated while preparing for an audit ).

2. Identification and documenting the informa-
tion concerning the competence of auditors which
is required to meet the needs of the audit program
(information regarding personal qualities, know-
ledge, skills).

Second stage - the evaluation of the auditors’
work effectiveness.

1. The evaluation of the candidate as a trainee
provides for diverse methods of assessment of cur-
rent capabilities candidate auditors during the wor-
king process and comparing the results of the eva-
luation criteria identified in the first stage. Can be
used indicators such as: reviewing the check-lists,
plans, programs developed by the candidates for
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auditors, interviewing, monitoring their performan-
ce while preparing for auditing, testing them for
audit criteria knowledge, examining the results of
the solved situation challenges etc.

2. The systematic monitoring of the auditors
activities should be established after the formation
of the audit team. To provide comprehensive com-
petence assessment of the auditors, we propose to
use a sociological survey by means of question-
naires. This evaluation may hold as managers of
proven processes / unitsand and CA. CA is respon-
sible for periodic assessment of each auditor dur-
ing the entire audit program performance.

On the base of our own experience, studied
ISO 19011standard and reviewed special publica-
tions, we have developed a key performance pro-
file list that should be used to evaluate auditors.
An example of the questionnaire to evaluate the
auditor’s competence is given in Table.

Steps to perform the auditor’s systematic eva-
luation.

1. CA has to determine the significance coeffi-
cient (K3) for each competence parameter. In Table,
the coefficient K3 values are given as an example:
they must be determined according to the mana-
gement priorities for each audit program and may
vary.

2. CA submits the estimates for the parameters
given in the table with a certain periodicity. It is
best done after each audit.

3. CA evaluates auditors on a scale from 1 to 5,
where 1 is the lowest score, and 5 is the highest

4. Every particular score is multiplied by the
K3, and then the total score is calculated.

5. For each characteristic unit, the auditor needs
to have a score or even exceed the level of the es-
tablished eligibility criterion.
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commendations for their training and certification.
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