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ABSTRACT

The project presents a working solution to ensure that Glitz Pharma has a low-risk method of
implementing a serialization and track-and-trace system, which can help to prevent potential
diversion of prescription medications and counterfeits from manufacturing through to storage in
warehouses, to pharmacies. The project identifies the specific areas of the pharmaceutical supply
chain where unit-level identification, event tracking and authentication may have been
compromised. The project will employ a mixed-methodology strategy utilizing a qualitative case
study to describe the current operating processes at Glitz Pharma; identify areas of risk; reach a
consensus among key stakeholders as to how they verify their products; and develop the
measurement criteria for determining if the proposed new process is successful. The qualitative
methodology will use operational and quality data collected over a two-to-three year timeframe to
measure the success of the proposed new process by assessing the effectiveness of the new process
in identifying counterfeit products, verifying the legitimacy of returned products, expediting the
recall of potentially tainted products, increasing the frequency of distributor and pharmacy
inspections and improving customer service levels. The recommended plan will incorporate
accepted standards for product identification, product aggregation, product event messaging and
integrating the proposed plan with existing systems. In addition to the previously described items,
the plan will include a detailed step-by-step pilot program allowing Glitz Pharma to demonstrate
the feasibility of the proposed plan; to facilitate the transition and implementation of the proposed
plan into its operational environment; and to gain the support of its partners. The ultimate objective
of the project is to develop a roadmap to implement a track- and-trace system for Glitz Pharma
that targets high-risk products and channels of delivery, identifies the parameters for managing
data, and establishes measurable criteria to determine the success of the proposed system upon

implementation.



CHAPTER 1: INTRODUCTION

1.1 Background Overview

1.2 Problem Statement

1.3 Objectives of the Study

1.4 Research Questions

1.5 Scope of Study

1.6 Assumptions

1.7 Budget and Resources

1.8 Project Schedule and Work Breakdown Structure
1.9 Structure of the Report

CHAPTER 2: LITERATURE REVIEW

2.1 Overview of Counterfeit Medicines

2.2 Serialization and Aggregation Concepts
2.3 Traceability Architectures

2.4 Regulatory and Standards Themes

2.5 Organizational Capabilities for Success

2.6 Identifying the Gaps

CHAPTER 3: METHODOLOGY

3.1 Data Collection Method: Structured Interview
3.2 Justification for Single-Interview Approach
3.3 Ethical Considerations

3.4 Limitations

3.5 Project Cost and Time Recap

CHAPTER 4: ANALYSIS

4.1 Respondent Profile and Contextual Significance

4.2 Detailed Analysis of Glitz Pharma's Survey Responses
4.2.1 Glitz Pharma's Risk Perception and Historical Exposure
4.2.2 Glitz Pharma's Current Control Environment and Serialization Maturity
4.2.3.2 Glitz Pharma's Warehouse & Dispatch Controls.

o 0 X AN N n B~

10
12
12
13
13
14
15
17
19
19
20
20
21
21
22
22
22
23

24



4.3 Thematic Synthesis and Alignment with Research Questions

4.4 SWOT Analysis of Glitz Pharma
4.4.1 Strengths
4.4.2 Weaknesses
4.4.3 Opportunities
4.4.4 Threats

4.5 PESTEL Analysis of Glitz Pharma
4.5.1 Political Factors
4.5.2 Economic Factors
4.5.3 Social Factors
4.5.4 Technological Factors
4.5.5 Environmental Factors
4.5.6 Legal Factors

4.6 Limitations of the Analysis

CHAPTER 5: RECOMMENDATIONS FOR SERIALIZATION IMPLEMENTATION AT
GLITZ PHARMA

5.1 Strategic Recommendations: Laying the Foundation for Transformation
5.1.1 Recalibrate Risk Perception Through Internal Vulnerability Assessment
5.1.2 Establish a Cross-Functional Serialization Steering Committee
5.1.3 Develop a Phased, Three-Year Strategic Roadmap

5.2 Operational Recommendations: Strengthening Processes and Partnerships
5.2.1 Launch a Structured Pilot Program for Aggregation
5.2.2 Implement a Tiered Partner Onboarding and Incentive Program
5.2.3 Enhance Training with a Focus on Process Discipline

5.3 Technical and Data Architecture Recommendations
5.3.1 Invest in a Centralized Serialization Data Hub
5.3.2 Develop a Master Data Governance Framework
5.3.3 Deploy a Pharmacy-Level Verification Solution

CHAPTER 6: CONCLUSIONS AND FUTURE RESEARCH DIRECTIONS

28
29
29
30
30
31
31
31
32
32
32
33
33
34

35
35
35
36
37

37
38
38
39
39
39
40
42



6.1 Summary of Research Journey and Key Findings

6.2 Revisiting and Addressing the Research Objectives

6.3 Implications of the Study

6.3.1 Practical Implications for Glitz Pharma and the Industry
6.3.2 Theoretical and Academic Contributions

6.4 Limitations of the Research

6.5 Avenues for Future Research

REFERENCES

Annexure A

Survey for Thesis: Counterfeit Drug Prevention & Serialization Practices
Section A — Respondent & Company Profile

Section B — Perception of Counterfeit & Diversion Risk

Section C — Current Anti-Counterfeit Controls

Section D — Data, Systems & Traceability

Section E — Challenges & Barriers

42
43

44
44
44
45
44
47
49
49
50
51
53
55
57



