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Abstract. In the conditions of high regulatory and market uncertainty, export of medicines
to the European Union (EU) requires flexible approaches to project management. This paper
examines the possibility of applying Agile methodology, traditionally used in IT, to a project to
enter the pharmaceutical market in Bulgaria. In this work case-oriented scenario is presented for
the export preparation, where tasks divided into iterations (sprints) with the descriptions of the
key roles and advantages of applying of flexible management. The article demonstrates the
practical value of the Agile approach in the context of constantly changing regulatory
requirements and a high degree of cross-functional cooperation.
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TAUEP JJOPH BOCUTAJIAPUHU UIIJIAB YUKAPUII BYYUUYA AHBAHABUH
TAIIKWAJIOT MUCOJIUJA JIOMUXAJIAPHU BOIIKAPHIIJIA AGILE EHJAIIIYBUJIAH
®OMJATAHUII

Mypodoea Pepy3zaxoH
Y36ekucmon Pecnybaukacu Bazupaap Maxkamacu xy3ypudazu
BbusHec 6a madbupkopauk oauli Makmabu

Annomauyus. Kkopu dapaxcadazu mapmubea coaysuu ea 6030pdazu HOAHUKAUKAAD
wapoumuda dopu socumaaapuru Eepona Ummugoxu (EH)ea skcnopm Kuauw soiiuxaaapuda
60wWKapy8HUH2 MOCAQUIYB8YAH YCyAaapudaH ¢olidasaHuw maaab smuaadu. Yuwoby makoaaoa
aHsaHasull pasuwda IT coxacuda KyanaHunaduean Agile memodosaozusicunu bBosazapus
¢apmayesmuka 603opuza YuKuw Jaotiuxacuza mamoéukx smuwl UMKOHUSIMAApU Kypub Yuku1adu.
Jkchopmea matiépeapauk 6yliuua kKelicca acOCAAH2AH MUCOJ/ KeAmupu/az2av 6yaub, yHoa
sasuganapHuHe umepayusiaapea (cnpuHmsaapaa) 6yAuHUWU, acocull poaiap 8a MOCAAULY84YaH
bowkapysHuHz ag3ariukiapu 6aéH smuieaH. Makoaa pezyaamop masaabaapuHuHe doumull
Yy3eapub 6opuwiu 8a 6yaumaap ypmacuodazu siKUH XaMKOpAuK wapoumuda Agile éndawysuHuHz
amaauti axamusimuHu HaAMoEH amaaou.

Kaaum cysaap: Agile, notiuxa 6owkapysu, umepamcusaap (cnpuHmaap), skcnopm,
dapmamcesmuka, bBoazapus, Eepona dopu eocumanaapu azeHmauzu (EMA), Boazapusi dopu
gocumanaapu aceimauzu (BDA), Scrum, 2ubpud éndawys, maxcysom 6ekao2u, amaautl
maokukom, ymymuti mexHuk Xxyxcxcam (CTD), kackadau sotiuxa 6owKapysu, maxcysaom
MapkKuposkacu, Meséputi masaabaap.
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HCITI0/Ib30BAHHME AGILE-ITIOAX0/JA B YIIPABJIEHUH ITPOEKTAMU HA
MPUMEPE TPAJUIIMOHHON OPTAHU3AIIMM 110 TPOU3BO/ICTBY 'OTOBBIX
JIEKAPCTBEHHBIX CPEACTB

Mypodoea Pepy3axoH
Bouicwas wkosa 6usHeca u npednpuHumameabcmea npu
Kabuneme MuHnucmpos Pecnybauku Y36ekucmaH

AHHOomayus. B ycaosusix 8bicokoll pez2yassmopHOU U pblHOYHOU HeonpedeseHHOCMU
akchopm sekapcmeeHHblx cpedcmes 8 Egponelickull coto3 (EC) mpebyem 2ubKux nodxodog K
ynpasJ/ieHuto npoekmamu. B danHotll pabome paccmampugaemcsi 803MOMCHOCMb NPUMEHEHUS
Agile-memodosozuu, mpaduyuoHHo ucnosavzyemol 6 IT, k npoekmy no 8wvixody Ha
dapmayesmuueckuii pviHOK boszapuu. IlpusedeH  Kelic-OpueHMuUpOBAHHbIU  hpumep
nodzomoeKu 3kcnopma c pasdeseHuem 3aday Ha umepayuu (CnNpuHMbl), ONUCAHUEM KAHUYEBbIX
posaeli u npeumyujecme 2ubkozo ynpassaeHus. Cmambvsi demoHcmpupyem npakmu4veckyr
yeHHocmo Agile-nodxoda 8 yc/108uUsiX NOCMOSIHHO MeHSIIoWUXcsl mpebo8aHull pe2yasamopos u
8bICOKOU cmeneHu compydHuvecmaa hodpasodeseHull.

Kawueswie caoea: Agile, npoekmHoe ynpasseHue, umepayuu (cnpuHmol), skcnopm,
dapmayesmuka, boazapus, Eeponelickoe azeHmcmaeo no siekapcmeeHHbim cpedcmeam (EMA),
bosazapckoe azeHmcmeo no sekapcmeeHHbIM cpedcmeam (BDA), Scrum, 2ubpudHuiii nodxoo,
63Kkn102 npodykma, npakmuueckoe uccsiedosaHue, O6wuti mexHudeckuii dokymeum (CTD),
KackadHoe ynpasieHue npoekmamu, Mapkuposka npodyKkma, HOpMamueHbvle mpe60o8aHusl.

Introduction.

The export of pharmaceutical products to European Union countries, particularly to
Bulgaria, requires strict compliance with regulatory standards set by the European Medicines
Agency (EMA) as well as the national authority — the Bulgarian Drug Agency (BDA). Effective
coordination between the company’s departments — including regulatory, logistics, legal, and
marketing — is especially critical in this process. Traditional Waterfall project management
models do not always allow for timely responses to internal and external changes. In this
context, increasing attention is being given to flexible approaches such as Agile.

The aim of this study is to assess the applicability of the Agile approach in managing a
project for the preparation of a pharmaceutical product export to the Bulgarian market, as well
as to describe its advantages and limitations.

Literature review.

The foundation of the Agile approach was laid in the "Manifesto for Agile Software
Development”, published by Beck K. and co-authors in (2001). This document outlines key
values and principles focused on flexibility, collaboration, iterative work, and rapid delivery of
results. These ideas have formed the basis for numerous Agile methodologies, including Scrum
and Kanban, and are applicable not only in the IT environment but also in other industries
where the ability to quickly adapt to change is essential.

The approach was further developed in the "Agile Practice Guide” (PMI, 2017), which
provides practical recommendations for applying Agile in traditional organizations. Special
attention is given to hybrid models that combine Waterfall and Agile approaches. This is
particularly relevant for the pharmaceutical industry, where projects are strictly regulated but
still require flexibility — for example, when interacting with regulatory authorities, preparing
registration dossiers, or adapting packaging and marketing materials.

The application of Agile methodologies within the pharmaceutical industry is extensively
explored by Shapiro and Safonova (2020). According to the authors, the inherently high
regulatory demands and the requirement for thorough documentation often led
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pharmaceutical projects to follow a predominantly Waterfall-based approach. Nevertheless,
the integration of selected Agile practices is still achievable. For example, the use of sprints to
streamline documentation processes and the implementation of daily stand-up meetings
within cross-functional teams are highlighted as effective strategies to improve workflow
transparency and accelerate communication.

Building on this perspective, Kozlov (2022) discusses how Agile frameworks such as
Scrum and Kanban can be adapted to fit the constraints of highly regulated sectors. He argues
that, despite stringent quality control and validation standards, it is possible to incorporate
Agile tools in a targeted and efficient manner.

What industries use Agile?
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Research methodology.

The case-study method was used to model a project focused on launching pharmaceutical
product into the Bulgarian market. The project is structured using Agile (Scrum) elements:
iterations (sprints), roles (Product Owner, Scrum Master, team), results review, backlog
adaptation. The project stages are divided into sprints of 2-4 weeks, each iteration includes
planning, implementation, demonstration of results and retrospective.

Discussion and results.

During the study, the Agile project management methodology was applied to adapt the
registration dossier to the requirements of the Bulgarian Medicines Agency (BDA). The process
was divided into four main stages, each of which was accompanied by certain tasks and
achievements.

Stage 1: Requirements Analysis

The first stage involves a thorough analysis of the regulatory requirements of the
European Medicines Agency (EMA) and the Bulgarian Medicines Agency (BDA). The main
objective is to compare the current registration dossier (Common Technical Document - CTD)
with the Bulgarian national requirements. A detailed comparison of the structure, content and
format of the dossier is carried out to determine which elements require revision, adaptation
or translation. The result of this stage is a Gap Analysis, based on which a Product Backlog is
formed - a list of all necessary tasks, broken down into priorities and prepared for
implementation within the framework of Agile sprints.

Stage 2: Preparation of the dossier

This stage begins the actual preparation of the registration dossier in accordance with the
BDA requirements. First of all, Module 1 of the CTD is adapted - the administrative and national
module, including forms, applications, translations and legalization of the necessary
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documents. The completeness and relevance of the clinical and pharmaceutical data (modules
2-5) is also checked. Particular attention is paid to the compliance of the dossier with GMP
requirements, the evidence base for efficiency and safety, stability, quality of the substance and
the finished product. In parallel, consultations with local regulatory experts or consultants are
organized. Their participation helps to avoid errors and speed up the process due to the early
detection of possible comments from the regulator.

Stage 3: Adaptation of packaging and logistics

This stage ensures that the packaging, labelling and logistics scheme comply with the
requirements of Bulgarian legislation. It is necessary to organize the translation and adaptation
of the text on the packaging and the instructions for use into Bulgarian in accordance with BDA
regulations. The logistics chain of supplies to the country is also built: from the selection of a
warehouse and logistics partners to compliance with the requirements of Good Distribution
Practice (GDP). Reliable local distributors and/or logistics operators are selected, an audit of
compliance with quality and licensing requirements is carried out.

Stage 4: Finalization and Submission

The final stage involves preparing the complete registration dossier and submitting it to
the Bulgarian Medicines Agency. Submission may be accompanied by administrative support,
provision of additional information or responses to requests from the regulator. In parallel,
marketing and educational materials are developed for the future launch of the product - for
both medical professionals and end users. At the final stage, the market entry strategy is also
formed: the competitive environment, pricing policy, distribution channels and PR activities
are assessed. This ensures a smooth and controlled launch of the product.

Advantages of Using the Agile Approach

The application of the Agile methodology enabled a flexible process and allowed for quick
responses to regulatory comments during document preparation. The transparency of all work
stages contributed to increased team engagement and accountability, which had a positive
impact on both the quality and speed of task execution. As a result, the documentation
preparation timeline was significantly shortened, and the decision-making process was

accelerated.
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Limitations of the Methodology in the Pharmaceutical Sector

However, it should be noted that the high level of formality and strict regulatory
requirements in the pharmaceutical industry limit the application of classical Agile. The need
to produce legally binding and final documentation reduces the degree of iteration and
flexibility in project execution. Moreover, the successful implementation of Agile requires an
experienced and stable team of specialists capable of working effectively in a regulated
environment and quickly adapting to changing requirements.

C T % Complete
P R OJ E OV E R V I E W The status of all top-level tasks. To view the status of nested tasks, click the chart and refresh the
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Conclusion.

The Agile approach can be effectively adapted for managing pharmaceutical export
projects to the Bulgarian market, particularly during the stages of requirements analysis,
documentation preparation, and cross-functional collaboration. Flexible project management
enhances team adaptability, reduces time-related costs, and increases the likelihood of
successful market entry. However, it is important to take into account the limitations imposed
by the regulatory environment of the pharmaceutical industry.
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