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ACRONYMS  

AG Attorney General

AIDC Automatic Identification and Data Capture

BBNF Blue Book National Registry

BOMRA Botswana Medicines Regulatory Authority

CMS Central Medical Stores

DHIS District Health Information System

GHSC-PSM Global Health Supply Chain-Procurement and 
Supply Management

GLN Global Location Number

GOB Government of Botswana

GTIN Global Trade Identification Number

HIM Health Information Mediator

HS Code Harmonized Commodity Description  
and Coding System Code

KPI Key Performance Indicator

IR Intermediate Result

M&E Monitoring And Evaluation

MoHW Ministry of Health & Wellness

MRSA Medicines and Related Substances Act

NAPPI National Pharmaceutical Product Index

SADC Southern African Development Community

SF Substandard and Falsified

SKU Stock Keeping Unit

SO Strategic Objective

SOPs Standard Operating Procedures

ToR Terms of Reference

TWG Technical Working Group



TRACEABILITY VISION AND STRATEGY 5

FOREWORD

Medical products, including medical devices, play an indispensable role in 
the promotion and provision of reliable diagnostic, preventative, curative, and 
rehabilitative quality health services for the nation. Batswana need to be assured 
that the supply chain can consistently deliver safe, efficacious medical products 
of good quality. One of the ways of ensuring this is through the implementation 
of a traceability system to allow for visibility of the entire supply chain from 
manufacturing to the hospital/pharmacy. 

This National Pharmaceutical Traceability Vision and Strategy, provides a 
framework for improving patient safety and supply chain efficiency, as well as 
reducing reimbursement or payment fraud. It is envisioned that, once the strategy 
is implemented, visibility of medical products within the commodity pipeline will 
improve leading to the reduction of substandard and falsified products, as well as 
enhanced knowledge about the product’s quality status. 
The Ministry of Health and Wellness acknowledges the technical assistance, 
commitment, and invaluable inputs of the multiple stakeholders; government 
departments, parastatals, healthcare professional bodies, international development 
agencies and representatives of the private sector in developing this strategy. 
Indeed, we can say that this strategy belongs to all of us. 

Finally, the ministry also recognizes that it will take concerted efforts by all 
stakeholders, including consumers, to ensure that this pharmaceutical traceability 
strategy is fully implemented and achieves the desired impact. The government 
of Botswana, through the Ministry of Health and Wellness, commits to avail the 
necessary resources and build structural capacity as necessary, to facilitate the 
implementation of this strategy.

____________________________________
Grace Muzila
Permanent Secretary, Ministry of Health and Wellness
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EXECUTIVE SUMMARY
The Botswana National Pharmaceutical Traceability Vision and Strategy was developed 
in support of the Ministry of Health & Wellness (MoHW) 2017–2023 strategy. This strategy 
defines the vision “to promote and provide integrated, holistic and sustainable, preventative, 
curative and rehabilitative quality health service to the nation” and identifies “pillars of 
excellence,” including one to improve supply chain management through developing, 
reviewing, and implementing supply chain processes to enable availability of required 
products and supplies for health services delivery. 

In support of this mission, the Botswana Medicines Regulatory Authority (BOMRA) in 
collaboration with the MoHW began to assess how global standards in health care can 
improve pharmaceutical traceability and data visibility in the supply chain. In February 2020, 
in collaboration with the MoHW, Central Medical Stores, and supporting partners, BOMRA 
hosted an awareness workshop to launch the pharmaceutical traceability initiative. The 
workshop aimed to build awareness among stakeholder groups and develop champions 
for a traceability initiative moving forward. 

In December 2020, BOMRA hosted a collaborative workshop with multi-sector stakeholders 
to initiate development of the Botswana National Pharmaceutical Traceability Vision and 
Strategy by providing guidance on adopting global standards. The multi-disciplinary team 
with members across the public and private sectors established this strategy and high-
level roadmap for implementing global standards in Botswana with the goal of “increased 
supply chain visibility and integrity to ensure access to authentic pharmaceutical products 
using global standards for traceability.”

The following strategic objectives were defined as needed to advance toward this goal:

Strategic Objective 1: A coordinated approach to deploying the technology, processes, and 
organizational capacities required to enable visibility and traceability

Strategic Objective 2: Optimized regulatory framework to enable verification, traceability, 
and pharmacovigilance of quality pharmaceutical products through legitimate and secured 
supply channels

Strategic Objective 3: Increased supply chain operational efficiencies through the adoption 
of global standards for product and location identification, data capture, and data sharing 

Strategic Objective 4: Healthcare providers enabled to provide safe and good-quality 
pharmaceutical products to clients

Strategic Objective 5: Integrated real-time information and communication technologies 
that support end-to-end data visibility and pharmaceutical traceability

The Botswana National Pharmaceutical Traceability Vision and Strategy was developed 
using a results-based approach as a planning system. This approach enables stakeholders 
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to discuss and establish strategic objectives that will enable activities to be linked to 
intermediate outcomes and results that directly relate to the country’s vision for traceability. 
The vision and strategy document recognizes that adopting standards to enable traceability 
is a multi-year endeavour that requires broad stakeholder engagement. As such, it defines 
priorities and decisions that must be made to advance the strategic objectives that have 
been identified. The document does not represent a detailed or costed implementation 
plan for the illustrative activities and outputs described, which must be informed by 
further market analysis and refinement of implementation scope. It includes a high-level 
roadmap with illustrative activities to be implemented beginning in 2021. These timelines 
will be refined through the course of implementation, including as a result of preliminary 
risk analyses, assessments of market readiness, and the selection of a traceability model. It 
assumes that implementation will be initiated in 2021, but recognizes that this timing may 
be impacted by the ongoing COVID-19 pandemic.

EXECUTIVE SUMMARY (Continued)
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This vision and strategy are supported by regulatory objectives of the Botswana Medicines 
Regulatory Authority (BOMRA) to improve:

• Patient safety 

• Supply chain efficiency

• Payment monitoring

In support of the MoHW pillars of excellence, the Government of Botswana (GOB) hosted 
a collaborative workshop in December 2020 to launch the pharmaceutical traceability 
initiative. The workshop was attended by public- and private-sector stakeholders involved 
in the pharmaceutical sector in Botswana. The broad group of stakeholders representing 
the MoHW, BOMRA, Southern African Development Community (SADC), Botswana Unified 
Revenue Service, professional associations, and development partners worked collectively 
to develop a results framework for the traceability initiative. 

As prioritized by the multi-sector stakeholders, implementation of pharmaceutical 
traceability policies, processes, and systems in Botswana aims to create an environment 
that: 

• Increases visibility of product status (e.g., expired, recalled)

• Decreases the presence of substandard, falsified (SF), and unregistered products that 
are obtained by the patient/end user

• Provides visibility into where the product is within the supply chain

INTRODUCTION 
The Government of Botswana (GOB), as reflected in its Integrated Health Services Plan, seeks 
to provide an enabling environment whereby all the people living in Botswana have the 
opportunity to achieve and maintain the highest level of health and well-being. The Ministry 
of Health & Wellness (MoHW) 2017–2023 strategy defines the mission “to promote and 
provide integrated, holistic and sustainable, preventative, curative and rehabilitative quality 
health service to the nation.” It further identifies strategic focus areas, identified as “pillars 
of excellence,” including a pillar on “Operational Excellence.” This pillar states, “Through 
improved management of infrastructure, resources, risk, processes and technology, will 
improve our operational excellence.”

The MoHW Strategy includes specific objectives to: 

• Improve business processes
• Improve supply chain management
• Improve health information management
• Improve use of technology
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To achieve these outcomes, there will be collaboration across government agencies and the 
private sector to achieve these strategic objectives. 

• Strategic Objective 1: A coordinated approach to deploying the technology, processes, 
and organizational capacities required to enable visibility and traceability

• Strategic Objective 2: Optimized regulatory framework to enable verification, 
traceability, and pharmacovigilance of quality pharmaceutical products through 
legitimate and secured supply channels

• Strategic Objective 3: Increased supply chain operational efficiencies through the 
adoption of global standards for product and location identification, data capture, and 
data sharing 

• Strategic Objective 4: Healthcare providers enabled to provide safe and good-quality 
pharmaceutical products to clients

• Strategic Objective 5: Integrated real-time information and communication 
technologies that support end-to-end data visibility and pharmaceutical traceability

This document outlines a vision, strategic objectives, and expected intermediate results 
(IRs) established during the pharmaceutical traceability workshop. The strategy document 
leverages GS1 standards for identification, data capture, data sharing, and use to support 
Botswana’s vision for pharmaceutical traceability implementation. 

The Botswana National Pharmaceutical Traceability Vision and Strategy document 
represents a starting point for the MoHW/Central Medical Stores (CMS), BOMRA, and other 
stakeholders to jointly organize and operationalize the foundational work that needs to be 
done to support traceability implementation, recognizing that it will be a “living document” 
that is updated over time, as the long-term objectives and requirements are further defined 
and refined. The vision and strategy document includes a results framework and high-level 
roadmap to guide preliminary work and support prioritization. While it includes limited 
illustrative activities, it does not represent a comprehensive or costed implementation plan 
that will be required for owners and contributors to achieve the strategic objectives defined 
in the results framework. It is largely focused, in its current state, on interventions that can 
be funded and implemented within the public sector, although the framework can be 
leveraged by the private sector in support of advancing toward the same goals. While the 
illustrative activities defined are narrowly scoped to focus on the use of global standards, 
these should not be implemented in isolation, but rather integrated with, and dependent 
on, other initiatives within the health sector.
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APPROACH

Overview

Achieving the identified strategic objectives in the Botswana supply network will require 
long-term investment, foundational initiatives that will create an enabling environment, 
and cross-sectoral collaboration and leadership to implement the people, process, and 
technology that are required, as depicted in Figure 1. The approach outlined focuses on 
prioritizing the governance and policy interventions needed to establish the foundational 
building blocks for achieving the long-term traceability vision while implementing targeted 
high-impact initiatives and pilots in parallel that are envisioned to yield more immediate 
results while building toward traceability objectives.

Implementation Scope

Under the guidance of the to-be-established traceability governance body, a number of 
strategic decisions will be made to refine implementation scope and further define people, 
process, and technology requirements. These largely implementation scope decisions, 
which must be further informed through market analysis and stakeholder consultation, are 
detailed throughout the document and include, but are not limited to:

Products and locations to which global standards-based identifiers will be applied. 
The strategy is currently scoped to human pharmaceutical products. Which specific 
pharmaceutical products will be subject to or exempted from traceability regulation will 
be informed through market analysis. Also, the strategy may be expanded in the future to 
include other medical products, including medical devices.  

Selection of supply chain processes to implement barcode scanning and supporting 
systems for automatic trade item identification and data capture 

Determination of which requirements and initiatives will apply to the private sector, public 
sector, or both  

TRACK AND TRACE

TRADE ITEM IDENTIFICATION & BARCODE LABELLING

GOVERNANCE AND POLICY

SUPPLIER MASTER DATA REPORTING
& AUTOMATIC IDENTIFICATION DATA CAPTURE

EVENT DATA REPORT POINT OF DISPENSE 
VERIFICATION

PEOPLE TECHNOLOGY

PROCESS
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Traceability systems generally take on one of three models: verification, track-and-trace, or 
both.  

A verification model refers to checking at a single point in the supply chain to ensure that 
the identification data held in the barcode is assigned by the manufacturer of the product.  

A track-and-trace model supports the capture of data from trading partners as the product 
moves through the supply chain, from the manufacturer to the end user. Integral to track-
and- trace is the availability of master, transaction, and event data associated with the 
product at each point of the supply chain in scope.

The traceability model that will be pursued will be decided upon by the traceability 
governance body.

Global Standards Adoption

Without standards, trading partners and systems (e.g., purchasing, inventory management, 
logistics, reporting) each use their own identifiers and data formats. This approach 
breaks the connection between those systems, creating a high-maintenance, error-prone 
environment that adds complexity, inaccuracy, and cost and can be prohibitive for traceability 
implementation. Standards enable systems to be used collectively to enhance the quality 
and amount of data available to support operational processes. These capabilities and the 
associated benefits are why standards are integral to data-driven industries, such as grocery 
and retail, and why the effort to adopt standards and implement them in Botswana’s health 
sector presents such a tremendous opportunity.

GS1 health care standards provide a framework for global and national stakeholders 
interacting with the health sector in Botswana in using the same business language to 
identify products, locations, and legal entities in a common way; capture supply chain data 
through consistent use of standard data carriers (i.e., barcodes); and share a common set of 
data in a common format among trading partners, as summarized in Figure 2.
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Vision and Strategy Theory 
The Traceability Planning Framework is being leveraged to systematically organize the work 
of developing, operationalizing, and executing a vision and strategy for pharmaceutical 
traceability leveraging GS1 standards, in support of improved supply chain security and data 
visibility. 

Figure 3. Traceability Planning Framework

AWARENESS &
ADVOCACY

VISION & 
STRATEGY ARCHITECTURE

POLICY

IMPLEMENTATION
PLAN

Raise awareness of 
global standards and 

traceability, and what it 
takes to implement

Develop a declaration 
of the reason for 
implemanting 

traceability, short-
term and long-term 
objectives and goals, 

and identify what 
stratetic initiatives need 

to be undertaken to 
launch the work.

Data and systems 
models to enable 

implementation of the 
stated vision

Define and develop 
policies that enable 

implementation of the 
stated vision

A management tool 
that details the critical 
steps, milestones, and 

resources to required to 
execute on the strategy

WHY WHAT HOW

Figure 2. Summary of the GS1 System of Standards for Identify, Capture, and Share
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To this end, in 2019 and 2020, key stakeholders in Botswana began to raise awareness and 
advocate for use of GS1 global standards to support national health care objectives. In this 
phase, the “Why” of the framework included participation from major stakeholder groups 
at GS1 Global Healthcare Conferences and a national standards sensitization workshop 
hosted by BOMRA. The workshop covered the foundational elements of GS1 standards, their 
applicability to the Botswana health sector, and their relevance to enabling pharmaceutical 
traceability. Thus, the awareness and advocacy process has been started and will continue 
to be an ongoing effort in building capacity through the implementation phases. 

Implementing standards requires cross-sector engagement. It also requires input from, 
and impacts, stakeholders across different disciplines. The strategy development process 
looked across the following focus areas to identify who needed to be engaged and what 
needed to happen under each of these areas:

• Enabling Environment & Governance

• Regulatory & Policy

• Supply Chain Security Operations

• Systems and Technology

• Service Delivery

Guided by the vision and objectives, and through a process of assessing the current state 
and gaps in the supply chain, this document is the “What” of the framework. It describes 
what the GOB seeks to achieve and is informed by defined strategic objectives (SOs), 
articulated as higher-order changes in supply chain systems expected from implementing 
global standards and advancing capabilities for pharmaceutical traceability. SOs are linked 
to intermediate results, which are a set of discrete results perceived as necessary “stepping 
stones” to bridge the gap between the current state and the desired future state. Each IR is 
supported by one or more outputs that will be achieved through a series of activities.
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RESULTS FRAMEWORK

OUTPUT 1.2.1: Global standards 
and traceability steering 
committee established to guide 
implementation

OUTPUT 1.2.2: 
National pharmaceutical trace-
ability strategy endorsed for health 
care products

OUTPUT 1.3.1: Stakeholder 
engagement and capacity- 
building plan developed

OUTPUT 1.4.1: Monitoring 
and evaluation 
plan developed

OUTPUT 2.1.1: Framework for 
standardized pharma product 
labelling and data exchange 
developed 

OUTPUT 2.1.2: Medicines and 
Related Substance Act (MRSA) 
updated to include labelling and 
data exchange requirements

OUTPUT 2.3.1:  Approved guideline 
for complying with standardized 
identification, labelling, and 
product master data exchange 
of pharmaceutical products 
developed

OUTPUT 2.3.2: Developed and 
approved guideline for complying 
with event and transactional data 
exchange requirements

OUTPUT 2.3.3: Communications 
strategy to disseminate updated 
with instrument and guidelines for 
impacted parties

IR 3.1: Improved 
downstream public-
sector inventory record-keeping 
systems through leveraging 
standardized identifiers and 
labelling

IR 3.2: CMS PULSE barcode 
scanning system leverages 
global standards for automatic 
identification and data capture

OUTPUT 4.1.1: Product identification 
gap analysis developed

OUTPUT 4.1.2: Implementation and 
training strategy developed

OUTPUT 4.2.1: AIDC technology 
at service delivery points deployed

OUTPUT 3.2.1: Current 
state analysis of barcode scanning 
system

OUTPUT 3.2.2: Pilot use of GS1 
barcodes in CMS processes and 
solutions 

OUTPUT 5.1.1: Harmonized public- 
sector product master framework

OUTPUT 5.1.2: Product master data 
governance system established

OUTPUT 5.1.3: Blue Book National 
Registry developed that is inclusive 
of total market of pharmaceutical 
products based on global 
identification standards 

OUTPUT 5.1.4: Blue Book National 
Registry developed that supports 
internal and external integrations.

OUTPUT 5.2.1: Traceability model 
selected

OUTPUT 5.2.2: Existing systems 
configured to enable traceability 
in the supply chain operational 
functions it supports 

OUTPUT 5.2.3: Roadmap 
developed for operational 
system improvements

OUTPUT 5.3.1: System reporting 
requirements 
defined

OUTPUT 5.3.2: Technology 
integrated for sharing information

OUTPUT 5.3.3: National Dashboard 
deployed

Vison: Promote and provide integrated, holistic, and sustainable 
preventative, curative, and rehabilitative quality health service to the 

nation

Goal: Increased supply chain visibility and integrity to ensure 
access to authentic pharmaceutical products using global 

standards for traceability

SO 1: A coordinated approach 
to deploying the technology, 
processes, and organizational 
capacities required to enable 
visibility and traceability

SO 2: Optimized regulatory 
framework to enable verification, 
traceability, and pharmacovigilance 
of quality pharmaceutical products 
through legitimate and secured 
supply channels

SO 3: Increased supply chain 
operational efficiencies through 
the adoption of global standards 
for product and location 
identification, data capture, and 
data sharing

SO 4: Healthcare providers enabled 
to provide safe and good-quality 
pharmaceutical products to clients

SO 5: Integrated real-time 
information and communication 
technologies that support 
end-to-end data visibility and 
pharmaceutical traceability

IR 1.1: Coordination Office 
for Traceability established at 
BOMRA

IR 1.2: Sustained coordination 
for implementing a traceability 
strategy across BOMRA, MoHW, 
border control, and other 
stakeholders
 
IR 1.3: Improved understanding 
of standards and traceability 
by impacted stakeholders  IR 
1.4: Mechanism for monitoring 
and evaluating implementation 
progress and impact 
operationalized 

IR 2.1: Legal framework to 
standardize product identification, 
labelling, data carriers and content, 
and data exchange for pharma 
products in private and public 
sectors 

IR 2.2: Availability of compliance 
mechanism for enforcement of 
requirements

IR 2.3: Stakeholders impacted by 
pharma regulations are aware 
of and understand how to fulfill 
requirements

IR 3.1: Improved 
downstream public-
sector inventory record-keeping 
systems through leveraging 
standardized identifiers and 
labelling

IR 3.2: CMS PULSE barcode 
scanning system leverages 
global standards for automatic 
identification and data capture

IR 4.1: Service providers can use 
globally unique product identifiers

IR 4.2: AIDC enabled at service 
delivery points to verify product 
authenticity

IR 5.1: Harmonized product master 
data to supply chain trading 
partners enacted through the 
BBNR       

IR 5.2: Availability of integrated, 
interoperable systems for 
sharing master, transaction, and 
event data

IR 5.3: Existing systems 
strengthened with connectivity to 
a National Dashboard

OUTPUT 1.1.1: Resources 
identified to lead office

OUTPUT 2.2.1: Strategy developed 
for monitoring compliance to 
requirements and appropriate 
enforcement
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STRATEGIC OBJECTIVE 1:  A COORDINATED APPROACH TO DEPLOYING 
THE TECHNOLOGY, PROCESSES, AND ORGANIZATIONAL CAPACITIES 
REQUIRED TO ENABLE VISIBILITY AND TRACEABILITY

Overview

This strategic objective focuses on developing a sustained governance mechanism that 
can guide implementing and mobilizing the resources required to operationalize the 
traceability strategy. The coordinated approach to deploying the technology, processes, 
and people required to deliver on the traceability vision will be grounded in an MoHW- and 
BOMRA-endorsed version of the National Pharmaceutical Traceability Vision and Strategy. 
The strategy and implementation approach will be refined in coordination with relevant 
stakeholders. 

BOMRA’s mission is to “regulate medicines, medical devices, and cosmetics to promote 
human and animal health.” In alignment with this goal, it was identified that BOMRA would 
aim to establish a Coordination Office for Traceability. The office, as currently envisioned, 
would serve as a centralized mechanism to engage private- and public-sector stakeholders 
in advancing the traceability vision and support developing and operationalizing an 
implementation plan. 

A steering committee will be instituted that, as currently envisioned, will be accountable 
for providing strategic direction and oversight, risk management, and resource acquisition 
and allocation to implement the traceability strategy. The steering committee will prioritize 
outputs that create an enabling environment for increased product status visibility, 
decreased presence of SF products, and increased visibility of product location. 

Key Implementation Decisions 

• Resources for the coordination office for traceability

• Organizations that need to be represented in the steering committee

• Steering committee leadership 

• Whether or not a technical working group (TWG) or equivalent will be required in 
addition to the envisioned BOMRA Coordination Office for Traceability and steering 
committee to serve as a forum for engaging industry and other stakeholders 

• Entities and individuals who need to sign off on outputs under this strategic objective 

Key Dependencies 

• Resources are available to establish a Coordination Office for Traceability within BOMRA

• To identify the key performance indicators (KPIs) and develop the monitoring and 
evaluation plan under Output 1.4.1, key decisions need to be made on implementation 
scope, related to the intermediate results that will be evaluated, under the supporting 
strategic objectives following appropriate market analysis and stakeholder consultation.
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Intermediate Results & Outputs:

IR1.1: Coordination Office for Traceability established at BOMRA

This IR is focused on creating a formalized entity to coordinate implementation, stakeholder 
consultation, and resources. The coordination office as foreseen would be responsible for 
working across stakeholders to drive implementation of activities to achieve the identified 
strategic objectives. It may also serve as the secretariat for the steering committee and liaise 
with the steering committee to mobilize needed human or financial resources to advance 
activities. Furthermore, the office may establish formal relationships with a GS1 Member 
Organization, regional coordinating bodies, consultants, etc. to provide technical assistance 
in implementation. A statement of work will further define the mandate and responsibilities 
of the office.  

Output 1.1.1: Resources identified to lead office 

Resources to lead and operationalize the office will be identified based on the 
requirements as outlined in the statement of work for the office. The resources will 
ideally have a foundational understanding of global standards and traceability and 
demonstrate an ability to engage and work across a diverse set of stakeholder groups.  

IR 1.2: Sustained coordination for implementation of traceability strategy across BOMRA, 
MoHW, border control, and other stakeholders 

A robust governing mechanism will be needed to guide implementation, make strategic 
scope decisions, prioritize initiatives, mobilize support, and make resources available. The 
steering committee may elect to establish additional TWGs to advance specific initiatives and/
or to serve as consultative forums for engaging industry and other impacted stakeholders. 

Output 1.2.1: Global standards and traceability steering committee developed to 
guide implementation 

Terms of Reference (ToR) will be developed to formalize the scope and objectives of 
the steering committee, designate leadership, and define membership, roles and 
responsibilities, and operational norms. The designated committee leadership will 
identify members and convene the steering committee to support further development 
of the strategy for formal endorsement. 

Output 1.2.2: National pharmaceutical traceability strategy endorsed for health 
care products

A National Pharmaceutical Traceability Vision and Strategy that is endorsed by the 
MoHW/CMS, BOMRA, and other stakeholders will enable the formal launch of activities 
that have been identified and the executive sponsorship needed to proceed with 
implementation. Before the strategy is endorsed, it will be reviewed and refined by 
select consultative stakeholder groups.  
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IR 1.3: Improved understanding of standards and traceability by impacted stakeholders 

This IR aims to enable those who impact or are impacted by standards adoption 
implementation to have a fundamental understanding of the standards that they may 
be required to champion or implement. This may include manufacturers, importers, 
distributors, government agencies, supply chain practitioners, healthcare providers, and 
development partners.

Output 1.3.1: Stakeholder engagement and capacity-building plan developed

Stakeholders influencing or impacted by the strategy will be identified, and what 
information at what frequency they require will be documented. A capacity-
building plan will detail the skills required by each stakeholder group with a role 
in implementation and a strategy for developing those skills through identified 
capacity-building approaches. The engagement and capacity-building plan will be 
a living document or documents that must be enhanced at each implementation 
stage as needs and stakeholders change. 

IR 1.4: Mechanism for monitoring and evaluating (M&E) implementation progress and 
impact operationalized

An M&E plan is critical for measuring the extent to which implementation of outputs is 
achieving stated objectives and intermediate results. This mechanism will be used to evaluate 
overall implementation progress and impact. Mechanisms for evaluating these parameters 
for specific IRs and outputs will be developed through the course of implementation as a 
subset to this plan. 

Output 1.4.1: Monitoring and evaluation plan developed

The M&E plan will be developed through a consultative process and will be grounded 
in KPIs that measure performance against each intermediate result. During this 
exercise, research may be done on global benchmarks against each KPI. Once the 
KPIs are established, an M&E plan will be documented detailing who is responsible 
for M&E, the approach for calculating the value for each KPI, and the frequency at 
which these data will be captured.
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Illustrative Roadmap  

Figure 5. Strategic Objective1Illustrative Roadmap

Level & Description Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

SO1: A coordinated approach to deploying the technology, processes, and organizational capacities required to enable visibility 
and traceability

IR1.1: Coordination Office for Traceability established at BOMRA

Output 1.1.1: Resources identified to lead office BOMRA

Activity 1.1.1.1: Develop statement of work for traceability 
coordination office to identify resource requirements

X

IR 1.2: Sustained coordination for implementing traceability strategy across BOMRA, MoHW, border control, and other 
stakeholders

Output 1.2.1: Global standards and traceability steering 
committee established to guide implementation 

BOMRA

Activity 1.2.1.1: Develop steering committee ToR defining 
membership, roles, responsibilities, and operational norms 

X

Activity 1.2.1.2: Identify multi-sectoral steering committee 
members in accordance with ToR and operationalize 
committee

X

Output 1.2.2: National pharmaceutical traceability strategy for 
health care products endorsed

MoHW

Activity 1.2.2.1: Finalize national traceability strategy, inclusive 
of participant feedback, and submit to executive sponsors for 
approval or endorsement

X

IR 1.3: Improved understanding of standards and traceability by 
impacted stakeholders

Output 1.3.1: Stakeholder engagement and capacity-building 
plan.developed 

Coordination Office for Traceability

Activity 1.3.1.1: Conduct landscape analysis to identify target 
stakeholders and skills gaps to achieve IR

X

IR 1.4: Mechanism for monitoring and evaluating implementation progress and impact operationalized 

Output 1.4.1: Monitoring and evaluation plan developed Coordination Office for Traceability

Activity 1.4.1.1: Define KPIs to measure success of 
implementation against stated intermediate results

X

Activity 1.4.1.2: Draft in consultation with relevant 
stakeholders an M&E plan detailing reporting and monitoring 
responsibilities, the approach for calculating the value for each 
KPI, and the frequency at which these data will be captured 
and evaluated.

X

Activity 1.4.1.3: Establish baselines for KPIs and research global 
benchmarks against each KPI to establish benchmarks for 
Botswana.

X



TRACEABILITY VISION AND STRATEGY 19

STRATEGIC OBJECTIVE 2: OPTIMIZED REGULATORY FRAMEWORK TO 
ENABLE VERIFICATION, TRACEABILITY, AND PHARMACOVIGILANCE OF 
QUALITY PHARMACEUTICAL PRODUCTS THROUGH LEGITIMATE AND 
SECURED SUPPLY CHANNELS

Overview

The Medicines and Related Stances Act (MRSA) governs the registration, regulation of 
sale, distribution, importation, exportation, manufacture and dispensing of medicines and 
related substances. In 2020, review of the existing MRSA for amendment began providing an 
opportunity to incorporate as needed language that would enable the appropriate authority 
and scope to implement requirements supporting traceability. This strategic objective aims 
to enable implementation of a statutory instrument that will serve as a mechanism for 
ensuring that provisions are sufficient to govern product identification and labelling for in-
scope products exchanged in the market and that the necessary regulations are in place to 
enable a future-state traceability system. 

While the MRSA may provide the legal framework for authority and enforcement, this SO 
aims to develop detailed guidance for those entities subject to it detailing the regulatory 
objectives, requirements, timelines, and processes that must be adhered to. This will 
require additional research on regional labelling guidelines and global standards and must 
be developed in consultation with key stakeholders (e.g., industry, wholesalers, product 
users). Consideration of the current capacity of industry to comply will be made when 
drafting timelines for industry compliance and may be phased to ensure ample time for 
implementation without risking availability of supply to the market. The sequence of outputs 
as currently detailed in the roadmap assumes that identification, labelling, and master 
data exchange requirements will be defined first and precede requirements for event and 
transactional data exchange as the traceability model and architecture are further defined.

Key Implementation Decisions  

• Determination of which products are in scope for identification and labelling 
requirements 

• Timeline for manufacturers, market authorization holders, and/or other impacted 
entities to adhere to requirements

• Requirements for demonstrating compliance and consequences of non-compliance 

Key Dependencies  

• Market analyses of manufacturer and market authorization holders’ capabilities, third-
party logistics providers, distributors, and other relevant market factors   

• Identification of target supply chain operations under Strategic Objective 4 that will 
leverage the identification and labelling requirements
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Intermediate Results and Outputs 

IR 2.1: Legal framework to standardize product identification, labelling, data carriers 
and content, and data exchange for pharmaceutical products in private and public 
sectors

This IR is focused on implementing a statutory instrument as a mechanism for ensuring 
that provisions are sufficient to govern product identification and labelling for in-scope 
products exchanged in the market and that the necessary regulations are in place to enable 
a future-state traceability system.  

Output 2.1.1: Framework developed for standardized pharma product labelling 
and data exchange 

A framework will be developed that details product and location identification and 
data-sharing requirements that are dependent on regulation. This framework will 
be developed in consultation with stakeholder groups and take into considerations 
regional guidelines for product labelling that have been or are under development 
by SADC.  This will be partially dependent on the traceability model selected 
under Strategic Objective 5 and will form the foundation for detailed guidance to 
suppliers, market authorization holders, and other entities subject to or impacted by 
requirements. 

Output 2.1.2:  MRSA updated to include labelling and data exchange requirements

The MRSA governs the registration, regulation of sale, distribution, importation, 
exportation, manufacture, and dispensing of medicines and related substances. In 
2021, this Act is being amended, offering an opportunity to ensure that sufficient 
provisions are made to address challenges around product identification, labelling, 
and SF medicines to enable the appropriate authority and scope to implement 
regulations supporting verification and traceability in the future. 

IR 2.2: Availability of a compliance mechanism for enforcement of requirements

Once requirements are established, a system must also be developed for how they will be 
enforced and monitored for compliance.

Output 2.2.1: Strategy developed for monitoring compliance to requirements 
and appropriate enforcement 

A strategy will be developed to enable enforcement of requirements that details 
roles and responsibilities for enforcement and punitive mechanisms as appropriate.
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IR 2.3: Stakeholders impacted by pharma regulations are aware of and understand how 
to fulfill requirements

Regulatory authority will provide detailed guidance to those subject to it detailing the 
requirements, timelines, and processes that must be adhered to. Products and locations 
subject to the requirements will be determined, taking into consideration current capacity 
of industry to comply, maturity of systems to collect and store data, and trade practices. 
These and other similar dynamics will inform timelines for industry compliance, which may 
be phased to ensure ample time for implementation without risking availability of supply 
to the market. The sequence of outputs assumes that identification, labelling, and master 
data exchange requirements will be defined first and will precede requirements for event 
and transactional data exchange.

Output 2.3.1: Approved guideline developed for complying with standardized 
identification, labelling, and product master data exchange of pharmaceutical 
products 

The guideline will provide detailed identification and labelling requirements for 
pharmaceuticals imported and manufactured in Botswana specifying rationale and 
expectations for barcoding. The guideline will be detailed to the extent that those 
subject to it understand requirements for each level of packaging: primary, secondary, 
and tertiary.  It will detail to whom and where market authorization holders or other 
entities subject to the requirements must submit identification data. It will also 
specify timelines for adhering to requirements.

Output 2.3.2: Approved guideline developed for complying with event and 
transactional data exchange requirements 

This guideline will provide detailed requirements for market authorization holders 
and other relevant entities for exchanging transactional data (data that changes 
in ordering, payment and other transaction process such as serial and/or lot/batch 
numbers) and event data (information about the physical movement of the products) 
per the to-be-determined traceability model and implementation plan. It will detail 
to whom and where market authorization holders or other entities subject to the 
requirements must submit data in accordance with the business processes defined 
under Strategic Objective 5. 

Output 2.3.3: Communications strategy developed to disseminate updated 
instrument and guidelines to impacted parties

A communication strategy will be developed to ensure that all impacted parties are 
notified of the updated guideline and are aware of the resources available to them in 
support of implementation. It should also specify processes for those subject to the 
requirements to receive support and clarifications.
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Illustrative Roadmap 

Figure 6. Strategic Objective 2 Illustrative Roadmap

Level & Description

 

Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

S02: Optimized regulatory framework to enable verification, traceability, and pharmacovigilance of quality pharmaceutical 
products through legitimate supply channels

IR 2.1: Legal framework to standardize product identification, labelling, data carriers and content, and data exchange for 
pharma products in private and public sectors

Output 2.1.1: Framework developed for standardized 
pharmaceutical product labelling and data exchange 

BOMRA

Activity 2.1.1.1: Document product and location identification 
and data exchange requirements dependent on regulation 
based on verification and traceability objectives and market 
analysis

X

Activity 2.1.1.2: Review SADC Product Labelling Guideline and 
incorporate as appropriate

X

Activity 2.1.1.3: Draft framework in consultation with relevant 
stakeholders 

X

Output 2.1.2:  MRSA updated to include labelling and data 
exchange requirements 

BOMRA with Attorney General (AG) Support

Activity 2.1.2.1: Review MRSA for existing statutory requirement’s 
ability to support framework requirements

X

Activity 2.1.2.2: Draft statutory instrument or amendments in 
collaboration with relevant stakeholders

X

IR 2.2: Availability of compliance mechanism for enforcement of requirements

Output 2.2.1: Strategy developed for monitoring compliance 
with requirements and appropriate enforcement 

BOMRA

Activity 2.2.1.1: Draft compliance monitoring strategy in 
collaboration with relevant stakeholders

X

IR 2.3: Stakeholders impacted by pharma regulations are aware of and understand how to fulfill requirements

Output 2.3.1: Guideline developed and approved for complying 
with standardized identification, labelling, and product master 

data exchange of pharmaceutical products 

BOMRA

Activity 2.3.1.1: Conduct needs assessment to define product 
and/or market authorization holders to which requirements will 
apply 

X

Activity 2.3.1.2: Conduct market analysis to collect baseline data 
on existing capabilities and limitations for in-scope suppliers 

to inform guideline and timelines

X

Activity 2.3.1.3: Draft guideline in consultation with relevant 
stakeholders

X

Activity 2.3.1.4: Develop implementation plan detailing 
approach, resources, and budget required to engage 
industry and monitor compliance 

X

Output 2.3.2: Guideline developed and approved for complying 
with event and transactional data exchange requirements

Coordination Office for Traceability
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Level & Description

 

Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

Activity 2.3.2.1: Conduct market analysis to collect baseline 
data on existing capabilities and limitations for in-scope 
suppliers to inform guideline and timelines for complying 
with event and transactional data exchange requirements

X

Activity 2.3.2.2: Develop guideline in consultation with 
relevant stakeholders

X

Activity 2.3.2.3: Develop implementation plan detailing 
approach, resources, and budget required to engage 
industry and monitor compliance 

X

Output 2.3.3: Communications strategy developed to 
disseminate updated instrument and guidelines for impacted 

parties

Coordination Office for Traceability

Activity 2.3.3.1: Develop communications strategy in 
consultation with relevant stakeholders that defines how 
impacted parties will be notified of requirements and made 
aware of resources and support mechanisms to enable their 
compliance 

X
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STRATEGIC OBJECTIVE 3: INCREASED SUPPLY CHAIN OPERATIONAL 
EFFICIENCIES THROUGH THE ADOPTION OF GLOBAL STANDARDS FOR 
PRODUCT AND LOCATION IDENTIFICATION, DATA CAPTURE, AND DATA 
SHARING

Overview 

In its public supply chain, Botswana has already seen supply chain operational efficiencies 
through adoption of barcode scanning for automatic data capture in its CMS processes. 
This system leverages locally printed barcodes and is supported by a strong master data 
management system. Currently, a number of downstream processes for inventory record-
keeping are Excel- or paper-based. Through the adoption of global standards for product 
identification, capturing information encoded in standards-based barcodes, and enabling 
the exchange of that information automatically between relevant parties, Botswana aims 
to realize efficiencies across supply chain operations supporting the health care system. 
It is recognized that public and private supply chain partners in Botswana likely need to 
develop additional capabilities and make additional investments to achieve the defined 
interim results, including those focused on gaining the benefits of automation through 
barcode scanning. 

The interim results and outputs under this strategic objective aim to provide the required 
enabling environment for enhancing processes across procurement, importation, 
warehousing, inventory management, and distribution. This goal will be achieved through 
1) piloting the adoption of manufacturer-assigned identifiers and manufacturer-applied 
barcodes in select public-sector supply chain processes, including CMS, that can be scaled 
across the supply chain and 2) developing a master data management system that will 
enable product verification. 

Key Implementation Decisions 

Supply chain processes and locations that will be prioritized 

Level of product identification (Batch/Lot or serialization) precision that is required to 
achieve the strategic objective(s)  

Processes, hardware, software, and training requirements

Legacy systems and reporting processes requirements in scope

Intermediate Results and Outputs  

IR 3.1: Improved downstream public-sector inventory record-keeping systems through 
leveraging standardized identifiers and labelling

While simultaneously driving toward implementation of a comprehensive traceability 
system, another key priority in the adoption of global standards for product and location 
identification and data capture is to improve the timeliness, accuracy, and completeness 
of downstream inventory data to enable improved data visibility, such as through the 
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dashboards described under Strategic Objective 5, and decision-making. Currently, a 
number of downstream processes for inventory record-keeping are Excel or paper-based 
resulting in challenges in timeliness and data accuracy. While the digital transformation of 
these activities will be a complementary long-term objective, these activities aim to include 
standards in existing or under-development processes and technology solutions to work 
toward traceability.

Output 3.1.1:  Strategy developed for using global standards for product and 
location identification in downstream supply chain processes

A strategy must be defined for how standards-based product and location identifiers 
will be integrated into downstream supply chain processes and how this can support 
improved data quality. This will require assessing the existing identifiers used in 
processes and developing a conversion strategy as defined in Output 5.1.1.   

Output 3.1.2: Automatic Identification and Data Capture (AIDC) requirements 
and implementation plan developed

Botswana ultimately aims to enable the automatic capture of data at service delivery 
points to enable verification and support processes, such as reimbursement. Before 
looking to automation as an “enhancer,” standardized processes must be defined 
to support change management and avoid redundant or parallel processes being 
implemented simultaneously. This output is highly dependent on associated outputs 
that will support implementing an enabling technology infrastructure. This output 
will be closely aligned with output 4.2.

IR 3.2: CMS Pulse barcode scanning system leverages global standards for automatic 
identification and data capture

CMS has already seen improved efficiencies and increased data quality through its existing 
barcode scanning system and supporting master data management program. This IR 
would build upon this to enable manufacturer-=applied identifiers and barcodes based on 
global standards to be leveraged to enhance processes and build toward end-to-end data 
visibility objectives.

Output 3.2.1: Current-state analysis of barcode scanning system developed

Existing processes, hardware, and software will be reviewed to determine impact of 
adoption of standards-based barcodes on existing processes.  

Output 3.2.2: Pilot use of GS1 barcodes in CMS processes and solutions established

This will evaluate the ability for CMS to leverage manufacturer-applied barcodes 
encoded with a Global Trade Item Number (GTIN). The pilot should produce key 
learnings that can be applied when AIDC is implemented at additional supply chain 
nodes
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Illustrative Roadmap 

Figure 7. Strategic Objective 3 Illustrative Roadmap

Level & Description Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

SO3: Increased supply chain operational efficiencies through the adoption of global standards for product and location 
identification, data capture, and data sharing 

IR 3.1: Improved downstream public-sector inventory record-keeping systems through leveraging standardized identifiers and 
labelling 

Output 3.1.1:  Strategy for using global standards for product and 
location identification in downstream supply chain processes 

BOMRA, MoHW ICT

Activity 3.1.1.1: Document and evaluate current state for product 
and location identification

X

Activity 3.1.1.2: Define scope of supply chain processes and 
locations to pilot and/or transition identifiers

X

Activity 3.1.1.3: Develop strategy, including change management 
strategy, for using GS1 product and location identifiers in existing 
record-keeping and reporting processes and systems

X

Activity 3.1.1.4. Develop a plan to transition to standards-based 
location and product identifiers

X

Output 3.1.2: AIDC requirements and implementation plan MoHW ICT

Activity 3.1.2.1: Assess existing process and system capabilities to 
support AIDC

X

Activity 3.1.2.2: Develop an  implementation and training plan X

Activity 3.1.2.3: Procure any hardware and software required to 
support AIDC

X

IR 3.2: CMS Pulse barcode scanning system leverages global standards for automatic identification and data capture

Output 3.2.1: Current-state analysis of barcode scanning system CMS

Activity 3.2.1.1: Document current capabilities to capture GTINs at 
the trade-item level and at multiple packaging levels

X

Activity 3.2.1.2: Assess the standard operating procedures (SOPs) 
and nomenclature currently being used to create products 
and trade items in Pulse for the ability to capitalize on global 
standards for product identification

X

Output 3.2.2: Pilot use of GS1 barcodes in CMS processes and solutions 
established

CMS

Activity 3.2.2.1: Establish KPIs to be evaluated and associated 
baseline data

X

Activity 3.2.2.2: Pilot the ability to scan the existing GS1 barcodes 
applied by manufacturers at receiving and picking to verify 
receiving of unique logistic units against packing slips through 
the SSCC; automate capture of batch, expiry, and quantity 
information; automate the selection of the CMS SKU for printing 
the new label

X

Activity 3.2.3.3: Evaluate pilot outputs and implement findings as 
appropriate

X
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STRATEGIC OBJECTIVE 4: HEALTHCARE PROVIDERS ENABLED TO 
PROVIDE SAFE AND GOOD-QUALITY PHARMACEUTICAL PRODUCTS TO 
CLIENTS

Overview 

The Botswana government, through the MoHW, has committed itself to achieving quality 
in health care by adopting a strategy for total quality management as a principle in health 
care and has formulated a vision to provide a health service that inspires confidence in 
health care providers to delivery this care. 

Through this traceability strategy, Botswana seeks to leverage the benefits of standards to 
implement authentication initiatives to increase the ability to identify and verify a broader 
set of pharmaceuticals at service delivery points. These activities describe the work to be 
undertaken to leverage global standards for these purposes at the last mile.  

Key Implementation Decisions 

• Priority sites for AIDC rollout

• Technology including necessary hardware and software (or upgrades) required to 
implement AIDC at service delivery points

Key Dependencies 

IR 4.2 is supported by objectives and activities under IR 3.1

Intermediate Results and Outputs

IR 4.1: Service providers can use globally unique product identifiers

For verification of commodities and track and trace from “plant to patient,” a fundamental 
requirement will be service providers’ ability to capture and interpret data on pharmaceuticals 
at the point of dispense. This will include a review and strengthening of existing standard 
operating procedures for product identification and authentication and leveraging AIDC at 
the point of dispense.

Output 4.1.1: Product identification gap analysis

A review will be undertaken of common reporting forms (both paper and systems-
based) to assess where standards-based identification and authentication can 
replace or supplement existing information to provide better data quality in support 
of visibility and traceability. 

Output 4.1.2: Develop implementation and training strategy

Develop an implementation strategy defining the site scope, roles and responsibilities, 
process, technology, and training requirements to enable verification at service 
delivery points. Implementation strategy will include rolling out of policies for 
deploying barcode scanning at the last mile and developing supporting SOPs and 
training for healthcare workers
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IR 4.2:  AIDC enabled at service delivery points to verify product authenticity

Health care providers will be empowered with people, process, and technology capabilities 
that will support increased efficiencies in inventory management and dispensation by 
using AIDC technology that enables automated data capture of the additional minimum 
information required for basic supply chain functions, including batch number and expiry 
date. It is expected that health care providers can more confidently dispense quality (i.e., 
unexpired, unrecalled) to clients. 

Output 4.1.2: AIDC technology at service delivery points deployed

Implementation of people, process, and technology requirements for implementing 
barcoding

Illustrative Roadmap

Figure 8. Strategic Objective 4 Illustrative Roadmap

Level & Description Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

S04: Health care providers enabled to provide safe and good-quality pharmaceutical products to clients

IR 4.1: Service providers can use globally unique product identifiers

Output 4.1.1: Product identification gap analysis developed CMS

Activity 4.1.1.1: Review current-state guidance for inventory 
management and reporting at the site level and 
incorporate SOPs for leveraging AIDC

X

Output 4.1.2: Develop implementation and training strategy CMS

Activity 4.1.2.1: Develop a training curriculum on the 
updated guidance and to enable use of AIDC technology

X

IR 4.2: AIDC enabled at service delivery points to verify product authenticity

Output 4.2.1: AIDC technology at service delivery points 
deployed

MoHW

Activity 4.2.1.1: Develop AIDC phased implementation plan 
at service delivery points initially targeting high volume, 
technically mature locations

X

Activity 4.2.1.2: Roll out AIDC at service delivery points X
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STRATEGIC OBJECTIVE 5: INTEGRATED REAL-TIME INFORMATION AND 
COMMUNICATION TECHNOLOGIES THAT SUPPORT END-TO-END DATA 
VISIBILITY AND PHARMACEUTICAL TRACEABILITY

Overview

Botswana’s health care technology systems largely contribute to attaining the MoHW 
strategic objectives. Botswana, through its e-Health Strategy Book, has identified the 
provision of high-quality health services facilitated by inclusive and robust, integrated 
e-health solutions as a key priority for removing barriers to effective sharing of information 
across the health sector. GS1 standards provide a common language that can be leveraged 
across systems to achieve this goal. 

Botswana’s traceability vision is supported by the implementation of standardized data and 
interoperable systems. This strategy aims to support the exchange of information across the 
supply chain in support of pharmaceutical traceability by enabling these systems to “speak 
the same language” through adopting standards with a focus on standards-based product 
and location identification, data capture,. and data sharing to enable either verification or 
track and trace.

Interim results and outputs are focused on enabling an environment for standards use in the 
supply chain, including standardizing product identification protocols and implementing a 
harmonized and sustainable product master data program in a way that creates a source of 
truth for product data and integration with other health systems. Also, the GOB will select 
a traceability model (verification, track and trace, or both) that will be enacted through an 
interoperable traceability system specific to the Botswana regulatory context and other 
supporting environmental enablers. 

Key Implementation Decisions  

• Scope of Blue Book National Registry (BBNR) expansion

• Governance framework for the BBNR

• Selection of a traceability model as aligned with Botswana traceability goals

• Priority internal and external systems targeted for integration with the traceability 
information systems

• Operating framework for National Dashboard

Intermediate Results and Outputs 

I.R: 5.1: Harmonized product master data available to supply chain trading partners 
enacted through the Blue Book National Registry (BBNR)

In support of integration, the health sector seeks to improve access to a common set of 
product information, product identification numbers, and key descriptive attributes about 
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those products across supply chain trading partners. A BBNR will serve as the source of truth 
for product master data for all supply chain stakeholders, anchored on global standards 
and enabled through a sustained governance structure that creates greater consistency 
and stability in identifying products for verification and supporting traceability and visibility 
objectives. Consideration will be given for expanding BOMRA’s existing BBNR to serve the 
function of a national product catalog (NPC).

A key capability of an NPC is the ability to uniquely define different attributes for families 
of products and trade items in a flexible manner that can grow over time as the processes 
mature.  Also, once established, data sources for this master data could be from any number of 
organizations, such as importers, suppliers, or manufacturers, allowing for integration within 
country systems and global sources of product data.  As such, this IR is closely associated 
with IR 3.2 under which requirements and guidelines that will define the processes by which 
the product identification and associated master data grounded in global standards must 
be provided by market authorization holders, importers, manufacturers, etc.

Output 5.1.1: Harmonized public-sector product master data framework 
established  

This output complements Output 3.1.1. A strategy must be defined for how product 
and location identifiers based on global standards can support legacy identification 
systems and processes, including the Blue Book National Registry.  Across the public 
supply chain in Botswana a number of product identification and coding systems 
are in place that have associated governance structures. These include the Human 
Medicines Register (Blue Book) license number, National Pharmaceutical Product 
Index (NAPPI) code, Harmonized Commodity Description and Coding System (HS) 
code, and CMS stock-keeping unit (SKU) code. 

Following evaluation of the current state and process and technology impact 
assessment, a strategy for maintaining a harmonized product master list will be 
developed. It will serve as a source of truth for product master data across the supply 
chain. The new product data architecture will align, and map, product identifiers 
used in supply chain information systems and validate these against GS1 standards. 
To achieve a “source of truth” for public-sector product master data, existing item 
identifiers and priority attributes being used across the health sector by various 
stakeholders (e.g., CMS, eLMIS, BOMRA) as it relates to the current product information 
flow from procurement to point of dispense will be harmonized. Opportunities and 
barriers to leveraging GS1 standards, including the GTIN and Manufacturer Global 
Location Number (GLN) in current-state data structures and processes, will also be 
documented. 
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Output 5.1.2: Product master data governance system established

A rigorous and formalized governance structure to manage how commodities are 
identified and how associated data about those commodities are sourced, managed, 
validated, and exchanged will be instituted. The established governance structure 
will be comprised of a combination of human resources, processes, and tools that 
will enable GOB to support implementation of a repository to collect, manage, and 
enrich product definitions and codes from across all stakeholders. It will be guided 
by aligned nomenclature, defined roles and responsibilities for managing product 
master data, data quality and security processes for maintaining good-quality 
product master and key performance indicators and measurements to monitor and 
measure effectiveness of governess system to support traceability objectives.

Output 5.1.3: Blue Book National Registry developed that is inclusive of total 
market of pharmaceutical products based on global identification standards

The Blue Book National Registry will be expanded to support product master 
data in enabling product validation as defined under Output 5.1.2 and as aligned 
with GS1 standards.  The BBNR technical  solution will be evaluated to support the 
requirements defined in the data architecture as well as existing landscape and how 
product master data will be used across these systems. National rollout of the BBNR 
to host the harmonized product master list will be supported by SOPs for managing 
the product master list, including but not limited to creating new products, retiring 
obsolete or legacy products, and auditing data quality.

Output 5.1.4: Blue Book National Registry developed that supports internal and 
external integrations

Prioritized health care systems such as CMS’ Pulse system will be assessed for their 
capability to support GS1 standards with the objective of determining an approach to 
integrate with Blue Book National Registry defined under Output 5.1.3. 

The planned Health Information Mediator (HIM) as described in the eHealth Strategy 
of Botswana (2020–2024) will facilitate a more seamless interface among information 
systems between the BBNR solution and prioritized health systems. As the BBNR  
solution will be the primary source of master data in Botswana, the integration is 
important to ensure that any change in “source of truth” data is transmittable to 
prioritized systems. 
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IR 5.2: Availability of integrated, interoperable systems for sharing master, transaction, 
and event data

The GOB will define and select a traceability model that will support the maintenance 
of the flow of data including the master, transaction, and event information related to 
an item in the supply chain. In addition to the traceability model, GOB will identify 
which IT infrastructure model will be implemented to support the established reporting 
requirements.

Output 5.2.1: Traceability model selected

A traceability model (point of dispense verification, track and trace or both) will 
be selected dependent on Botswana key drivers and goals of the traceability 
program, regulatory environment, and impact feasibility. These activities will define 
the scope and requirements for information systems to implement the chosen 
traceability model(s), including supply chain systems requirements, data flows, and 
architectures to support implementation across all trading partners (e.g., public, 
private) in scope. Botswana regulations and policies for the identification, data 
capture, and data sharing of pharmaceutical products and traceability partner 
capabilities to adhere to these regulations may constrain or determine which model 
is selected and implemented. The selection of the traceability model will ultimately 
drive the outputs and activities that will be required. GOB with its partners will work 
to define functional and business requirements for a traceability system based 
on scope of products, events, and trading partner reporting mandates. Based on 
defined requirements, GOB will define, develop, configure, test, and deploy the 
traceability system  architecture that supports Electronic Product Code Information 
Services, or EPCIS, and reporting from relevant trading partner systems.

Output 5.2.2: Existing systems configured to enable traceability in the supply 
chain operational functions it supports 

Priority health systems such as Pulse and District Health Information System 2 
(DHIS2) will be assessed for their ability to support a standards-based common 
structure for master, transactional, and event data. Based on current capabilities, 
GOB will develop functional and business requirements for these target systems to 
meet reporting requirements that support the traceability mandate and technical 
requirements for integration with the identified traceability architecture. The 
integration, leveraging the planned HIM tool, will enable item identification, data 
capture, and data sharing for master, transaction, and event data, and will also allow 
for data accessibility by all trading partners in scope for traceability implementation. 
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Output 5.2.3: Roadmap developed for operational system improvements

To support traceability implementation, a comprehensive traceability implementation 
plan and roadmap will be developed that covers in-scope master, transaction, and 
event data; key components of data governance, including management, access, and 
use; and data security measures to ensure that the systems support achievement of 
the vision.

IR: 5.3: Existing systems strengthened with connectivity to a National Dashboard

Botswana will work to increase visibility in the supply chain through implementing a national 
dashboard that will leverage global standards for product and location identification to 
capture the status of pharmaceutical products in the supply chain, including inventory 
positions, order/requisitioning fulfillment status, and other supply chain activities. The 
dashboard will allow for full visibility of the physical location of inventory, capturing data 
such as balance on hand, on order from a supplier, demand forecasts, distribution order 
processes, and status of fulfillment. Implementation of the national dashboard will be a 
component of national efforts to deploy a National Data Warehouse1  that integrates all 
routine information systems for real-time/near-real-time analytics across the health sector. 

Output 5.3.1: System reporting requirements defined

Work with stakeholders to define functional and business requirements for a national 
dashboard for tracking supply chain metrics at the national level

Output 5.3.2: Technology for sharing information integrated

Work with stakeholders on integrating national dashboard(s) with priority internal 
and external systems. This will define processes and technologies that will be required 
for integrations.

Output 5.3.3: National Dashboard deployed

Design, develop, test, and deploy the national dashboard to track supply chain metrics 
in a single display or interface. The dashboard will enable analytics on inventory levels, 
logistics management, and warehouse operations.
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Illustrative Roadmap 

Figure 8. Strategic Objective 5 Illustrative Roadmap

Level & Description Owner (Output) & Timeline (Activity)

2021–2022 2022–2023 2024+

SO 5: Integrated real-time information and communication technologies that support 
end-to-end data visibility and pharmaceutical traceability.

IR 5.1: Harmonized product master data to supply chain trading partners enacted 
through the BBNR 

Output 5.1.1: Harmonized public-sector product 
master framework established

BOMRA, CMS

Activity 5.1.1.1: Define data sources and flow of 
product master data across systems

X

Activity 5.1.1.2. Develop the overall product 
master data architecture that manages 
multiple hierarchies and supports GS1 
standards and mapping of available data to 
new architecture.

X

Output 5.1.2: Product master data governance 
system established

BOMRA

Activity 5.1.2.1: Establish Data Governance 
Steering Committee and develop ToR with 
clear roles and responsibilities

X

Activity 5.1.2.2: Draft data governance SOPs X

Activity 5.1.2.3: Establish nomenclature, 
coding standards, and data structure and 
protocol

X

Output 5.1.3: Blue Book National Registry 
developed that is inclusive of total market of 
pharmaceutical products based on global 
identification standards 

BOMRA ICT, MoHW ICT

Activity 5.1.3.1: Document requirements, 
specifications, and system capability 
landscape

X

Activity 5.1.3.2: Gather and document 
business and technical requirements for Blue 
Book National Registry 

X



TRACEABILITY VISION AND STRATEGY 36

Level & Description Owner (Output) & Timeline (Activity)

Activity 5.1.3.3: Develop overall system 
architecture and technical design

X

Activity 5.1.3.4: Configure and deploy Blue 
Book National Registry software

X

Output 5.1.4: Blue Book National Registry 
developed that supports internal and external 
integrations

BOMRA ICT, MoHW ICT

Activity 5.1.4.1: Document requirements, 
specifications, and system capability 
landscape for internal and external 
integrations

X

Activity 5.1.4.2: Define processes and 
technologies that will be required for 
integrations

X

Activity 5.1.4.3: Integrate BBNR across supply 
chain systems

X

IR 5.2: Availability of integrated, interoperable systems for sharing master, transaction 
and event data

Output 5.2.1: Traceability model selected BOMRA, MoHW ICT

Activity 5.2.1.1: Evaluate and select traceability 
models (point of dispense verification, track 
and trace) based on impact and feasibility

X

Activity 5.2.1.2: Define functional and business 
requirements for a traceability system based 
on scope of products, events, and trading 
partner reporting mandates.

X

Activity 5.2.1.3: Procurement, configuration, 
testing, and deployment of system 
architecture to enable selected traceability 
model 

X

Output 5.2.2: Existing systems configured 
to enable traceability in the supply chain 
operational functions it supports 

BOMRA, MoHW ICT

Activity 5.2.2.1: Assess capabilities of existing 
systems to support select traceability model

X

Activity 5.2.2.2: Define processes and 
technologies that will be required for 
integrations

X
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Level & Description Owner (Output) & Timeline (Activity)

Activity 5.2.2.3: Support optional integration 
of traceability system with other relevant 
health-sector information systems (e.g., 
Pulse, DHIS2)

X

Output 5.2.3: Roadmap developed for 
operational system improvements

BOMRA, MoHW ICT

Activity 5.2.3.1: Support for developing  
implementation guidelines that detail for 
users how to report and manage traceability 
data

X

IR 5.3: Existing systems strengthened with connectivity to a National Dashboard

Output 5.3.1: System reporting requirements 
defined

BOMRA

Activity 5.3.1.1: Assess capabilities of existing 
systems

X

Activity 5.3.1.2: Share with stakeholders X

Output 5.3.2: Technology integrated for sharing 
information

BOMRA

Activity 5.3.2.1: Define processes and 
technologies that will be required for 
integrations

X

Output 5.3.3: National Dashboard deployed BOMRA

Activity 5.3.3.1: Procurement, configuration, 
testing, and deployment of a national 
dashboard

X
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ANNEX A: AGGREGATED ROADMAP

The roadmap details outputs, output owners, and illustrative activities required to achieve 
those outputs set against a near-, mid-, and long-term timeline that is aligned with the 
Government of Botswana’s April–March fiscal year.

Level & Description Owner (Output) and Timeline (Activity)

2021–2022 2022–2023 2024+

Strategic Objective 1: A coordinated approach to deploying the technology, processes, and organizational capacities required 
to enable visibility and traceability

IR1.1: Coordination Office for Traceability established at BOMRA. 

Output 1.1.1: Resources identified to lead office BOMRA

Activity 1.1.1.1: Develop statement of work for traceability 
coordination office to identify resource requirements

X

IR 1.2: Sustained coordination for implementing traceability 
strategy across BOMRA, MoHW, border control, and other 
stakeholders

X

Output 1.2.1: Global standards and traceability steering 
committee established to guide implementation 

BOMRA

Activity 1.2.1.1: Develop steering committee terms of 
reference defining membership, roles, responsibilities, and 
operational norms 

X

Activity 1.2.1.2: Identify multi-sectoral steering committee 
members in accordance with ToR and operationalize 
committee

X

Output 1.2.2: National pharmaceutical traceability strategy 
endorsed for health care products

MoHW, CMS, BOMRA

Activity 1.2.2.1: Finalize national traceability strategy, 
inclusive of participant feedback, and submit to executive 
sponsors for approval or endorsement

X

IR 1.3: Improved understanding of standards and traceability by impacted stakeholders 

Output 1.3.1: Stakeholder engagement and capacity-building 
plan developed 

Coordination Office for Traceability

Activity 1.3.1.1: Conduct landscape analysis to identify target 
stakeholders and skills gaps to achieve IR

X

IR 1.4: Mechanism for monitoring and evaluating 
implementation progress and impact operationalized 

Output 1.4.1: Monitoring and evaluation plan developed Coordination Office for Traceability

Activity 1.4.1.1: Define KPIs to measure success of 
implementation against stated intermediate results

X

Activity 1.4.1.2: Draft in consultation with relevant 
stakeholders an M&E plan detailing reporting and 
monitoring responsibilities, the approach for calculating 
the value for each KPI, and the frequency at which these 
data will be captured and evaluated.

X
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Level & Description Owner (Output) and Timeline (Activity)

2021–2022 2022–2023 2024+

Activity 1.4.1.3: Establish baselines for KPIs and research 
global benchmarks against each KPI to establish 
benchmarks for Botswana.

X

S02: Optimized regulatory framework to enable verification, traceability, and pharmacovigilance of quality pharmaceutical 
products through legitimate supply channels

IR 2.1: Legal framework to standardize product identification, labelling, data carriers and content, and data exchange for 
pharma products in private and public sectors

Output 2.1.1: Framework developed for standardized 
pharmaceutical product labelling and data exchange 

BOMRA

Activity 2.1.1.1: Document product and location 
identification and data exchange requirements 
dependent on regulation based on verification and 
traceability objectives and market analysis

X

Activity 2.1.1.2: Review SADC Product Labelling Guideline 
and incorporate as appropriate

Activity 2.1.1.3: Draft framework in consultation with 
relevant stakeholders 

X

Output 2.1.2:  MRSA updated to include labelling and data 
exchange requirements 

BOMRA with Attorney General (AG) Support

Activity 2.1.2.1: Review MRSA for existing statutory 
requirement’s ability to support framework requirements

X

Activity 2.1.2.2: Draft statutory instrument or amendments 
in collaboration with relevant stakeholders

X

IR 2.2: Availability of compliance mechanism for enforcement of requirements

Output 2.2.1: Strategy developed for monitoring compliance 
with requirements and appropriate enforcement 

BOMRA

Activity 2.2.1.1: Draft compliance monitoring strategy in 
collaboration with relevant stakeholders

X

IR 2.3: Stakeholders impacted by pharma regulations are aware 
of and understand how to fulfill requirements

Output 2.3.1: Approved guideline developed for complying with 
standardized identification, labelling, and product master data 
exchange of pharmaceutical products

BOMRA

Activity 2.3.1.1: Conduct needs assessment to define 
product and/or market authorization holders that 
requirements will apply to

X

Activity 2.3.1.2: Conduct market analysis to collect baseline 
data on existing capabilities and limitations for in-scope 
suppliers to inform guideline and timelines

X

Activity 2.3.1.3: Draft guideline in consultation with relevant 
stakeholders

X

Activity 2.3.1.4: Develop implementation plan detailing 
approach, resources, and budget required to engage 
industry and monitor compliance 

X

Output 2.3.2: Approved guideline developed for complying with 
event and transactional data exchange requirements 

Coordination Office for Traceability

Activity 2.3.2.1: Conduct market analysis to collect baseline 
data on existing capabilities and limitations for in-scope 
suppliers to inform guideline and timelines

X
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Level & Description Owner (Output) and Timeline (Activity)

2021–2022 2022–2023 2024+

Activity 2.3.2.2: Draft guideline in consultation with relevant 
stakeholders

X

Activity 2.3.2.3: Develop implementation plan detailing 
approach, resources, and budget required to engage 
industry and monitor compliance 

X

Output 2.3.3: Communications strategy developed to 
disseminate updated instrument and guidelines to impacted 
parties

Coordination Office for Traceability

Activity 2.3.3.1: Draft communications strategy in 
consultation with relevant stakeholders that defines how 
impacted parties will be notified of requirements and 
made aware of resources and support mechanisms to 
enable their compliance 

X

SO3: Increased supply chain operational efficiencies through adopting global standards for product and location 
identification, data capture, and data sharing 

IR 3.1: Improved downstream publics-sector inventory record-keeping systems through leveraging standardized identifiers 
and labelling 

Output 3.1.1:  Strategy developed for using global standards for 
product and location identification in downstream supply chain 
processes 

BOMRA, MoHW ICT

Activity 3.1.1.1: Document and evaluate current state for 
product and location identification

X

Activity 3.1.1.2: Define scope of supply chain processes and 
locations to pilot and/or transition identifiers

X

Activity 3.1.1.3: Develop strategy, including change 
management strategy, for using GS1 product and location 
identifiers in existing record- keeping and reporting 
processes and systems

X

Activity 3.1.1.4. Develop a transition plan to standards-based 
location and product identifiers

X

Output 3.1.2: AIDC requirements and implementation plan 
developed

MoHW ICT

Activity 3.1.2.1: Assess existing process and system 
capabilities to support AIDC

X

Activity 3.1.2.2: Develop implementation and training plain X

Activity 3.1.2.3: Procure any hardware and software required 
to support AIDC

X

IR 3.2: CMS Pulse barcode scanning system leverages global standards for automatic identification, and data capture

Output 3.2.1: Current-state analysis of barcode scanning system 
developed

CMS

Activity 3.2.1.1: Document current capabilities to capture 
GTINs at the trade item level and at multiple packaging 
levels

X

Activity 3.2.1.2: Assess the SOPs and nomenclature 
currently being used to create products and trade items 
in Pulse for ability to capitalize on global standards for 
product identification

X

Output 3.2.2: Pilot use of GS1 barcodes in CMS processes and 
solutions established

CMS
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Level & Description Owner (Output) and Timeline (Activity)

2021–2022 2022–2023 2024+

Activity 3.2.2.1: Establish KPIs to be evaluated and 
associated baseline data

X

Activity 3.2.2.2: Pilot the ability to scan the existing GS1 
barcodes applied by manufacturers at receiving and 
picking to verify receiving of unique logistic units against 
packing slips through the SSCC; automate capture of 
batch, expiry, and quantity information; automate the 
selection of the CMS SKU for printing the new label

X

Activity 3.2.2.3: Evaluate pilot outputs and implement 
findings as appropriate

X

S04: Health care providers enabled to provide safe and good-quality pharmaceutical products to clients

IR 4.1: Service providers can use globally unique product identifiers

Output 4.1.1: Product identification gap analysis developed CMS

Activity 4.1.1.1: Review current-state guidance for inventory 
management and reporting at the site level and 
incorporate SOPs for leveraging AIDC

X

Output 4.1.2: Implementation and training strategy developed CMS

Activity 4.1.2.1: Develop a training curriculum on the 
updated guidance to enable use of AIDC technology

X

IR 4.2: AIDC enabled at service delivery points to verify product authenticity

Output 4.2.1: AIDC technology at service delivery points 
deployed

MoHW

Activity 4.2.1.1: Develop AIDC phased implementation plan 
at service delivery points initially targeting high-volume, 
technically mature locations

X

Activity 4.2.1.1: AIDC rollout at service delivery points X
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SO 5: Integrated real-time information and communication technologies that support end-to-end data visibility and 
pharmaceutical traceability

 IR 5.1: Harmonized product master data to supply chain trading partners enacted through the BBNR 

Output 5.1.1: Harmonized public-sector product master framework 
developed

BOMRA, CMS

Activity 5.1.1.1: Define data sources and flow of product master 
data across systems

X

Activity 5.1.1.2. Develop the overall product master data 
architecture that manages multiple hierarchies and supports 
GS1 standards and mapping of available data to new 
architecture

X

Output 5.1.2: Product master data governance system established BOMRA

Activity 5.1.2.1: Establish Data Governance Steering Committee 
and develop ToR with clear roles and responsibilities

X

Activity 5.1.2.2: Draft data governance SOPs X

Activity 1.1.2.3: Establish nomenclature, coding standards, and 
data structure and protocol

X

Output 5.1.3: Blue Book National Registry developed that is. inclusive 
of total market of pharmaceutical products based on global 
identification standards

BOMRA, MoHW ICT

Activity 5.1.3.1: Document requirements, specifications, and 
system capability landscape

X

Activity 5.1.3.2: Gather and document business and technical 
requirements for Blue Book National Registry

X

Activity 5.1.3.3: Develop overall system architecture and technical 
design

X

Activity 5.1.3.4: Configure and deploy Blue Book National Registry 
software

X

Output 5.1.4: National Product Registry developed that supports 
internal and external integrations

BOMRA, MoHW ICT

Activity 5.1.4.1: Document requirements, specifications, 
and system capability landscape for internal and external 
integrations

X

Activity 5.1.4.2: Define processes and technologies that will be 
required for integrations

X

Activity 5.1.4.3: Integrate BBNR  across supply chain systems X

IR 5.2: Availability of integrated, interoperable systems for sharing master, transaction, and event data

Output 5.2.1: Traceability model selected BOMRA, MoHW ICT

Activity 5.2.1.1: Evaluate and select traceability models (point 
of dispense verification, track and trace) based on impact and 
feasibility

X

Activity 5.2.1.2: Define functional and business requirements for 
a traceability system based on scope of products, events, and 
trading partner reporting mandates.

X

Activity 5.2.1.3: Procurement, configuration, testing, and 
deployment of system architecture to enable selected 
traceability model 

X

Output 5.2.2: Existing systems configured to enable traceability in the 
supply chain operational functions it supports 

BOMRA, MoHW ICT
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Activity 5.2.2.1: Assess capabilities of existing systems to support 
select traceability model

X

Activity 5.2.2.2: Define processes and technologies that will be 
required for integrations

X

Activity 5.2.2.3: Support for optional integration of traceability 
system with other relevant health-sector information systems 
(e.g., Pulse, DHIS2)

X

Output 5.2.3: Roadmap developed for operational system 
improvements

BOMRA, MoHW ICT

Activity 5.2.3.1: Support the development of implementation 
guidelines that detail for users how to report and manage 
traceability data

X

IR 5.3: Existing systems strengthened with connectivity to a National Dashboard

Output 5.3.1: System reporting requirements defined BOMRA

Activity 5.3.1.1: Assess capabilities of existing systems X

Activity 5.3.1.2: Share with stakeholders X

Output 5.3.2: Technology integrated for sharing information BOMRA

Activity 5.3.2.1: Define processes and technologies that will be 
required for integrations

X

Output 5.3.3: National Dashboard deployed BOMRA

Activity 5.3.3.1: National Dashboard procured, configured, tested, 
and deployed 

X
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ANNEX B: GLOSSARY

A glossary of key terms is provided below. It is recommended that interested parties consult 
the GS1 General Specification and use references and terms therein whenever available.

TERM DEFINITION

automatic identification and data 
capture (AIDC)

A technology used to automatically capture data. AIDC technologies include 
barcodes, smart cards, biometrics, and radio frequency identification devices.

barcode* A symbol that encodes data into a machine-readable pattern of adjacent, varying 
width, parallel, rectangular dark bars, and pale spaces. 

batch/lot* A number that associates an item with production information that the manufacturer 
considers relevant for traceability of the trade item. The data may refer to the trade 
item itself or to items contained in it.

Data Matrix A standalone, two-dimensional matrix symbology that is made up of square modules 
arranged within a perimeter finder pattern. Data Matrix symbols are read by two-
dimensional imaging scanners or vision systems. 

expiration date The date up until which the drug manufacturer can guarantee that the medicine is 
fully potent and safe to take based on scientifically sound product testing. 

Global Trade Item Number (GTIN) The GS1 identification key used to identify trade items. The key comprises a GS1 
Company Prefix, an item reference, and check digit.

GS1 A neutral, not-for-profit, global organization that develops and maintains the most 
widely used supply chain data standards in the world. 

GS1 Application Identifier The field of two or more digits at the beginning of an element string that uniquely 
defines its format and meaning. 

GS1 Member Organization A member of GS1 who is responsible for administering the GS1 system in its country 
(or assigned area). This task includes, but is not restricted to, ensuring user companies 
make correct use of the GS1 system; have access to education, training, promotion, 
and implementation support; and have an opportunity to play an active role in the 
Global Standards Management Process.

GS1-128 linear barcode A barcode symbology using bars and spaces in one dimension that leverages a 
subset of Code 128, used exclusively for GS1 system data structures.

Health care primary packaging The first level of packaging for the product marked with an AIDC data carrier either 
on the packaging or on a label affixed to the packaging. For non-sterile packaging, 
the first level of packaging can be in direct contact with the product. For sterile 
packaging, the first level of packaging can be any combination of the sterile 
packaging system and may consist of a single item or group of items for a single 
therapy such as a kit. For packaging configurations that include a retail consumer 
trade item, primary packaging is a packaging level below the retail consumer trade 
item.

Health care secondary packaging A level of packaging marked with an AIDC carrier that may contain one or more 
primary packages or a group of primary packages containing a single item. 

human readable interpretation (HRI) Characters, such as letters and numbers, that can be read by persons and are 
encoded in GS1 AIDC data carriers confined to a GS1 standard structure and format. 
The human-readable interpretation is a one-to-one illustration of the data encoded 
in a data carrier. However, start, stop, shift, and function characters, as well as the 
symbol check character, are not shown in the human-readable interpretation.

Logistic unit An item of any composition established for transport and/or storage of 
pharmaceuticals that needs to be managed through the supply chain. It is identified 
with an SSCC.
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pharmaceutical Any substance or mixture of substance: 

•	 Used in diagnosing, treating, mitigating, or preventing human disease, 
disorder, abnormal physical or mental state, or the symptoms thereof   

•	 Used in restoring, correcting, or beneficially modifying organic or mental 
functions in humans 

•	 That is an article other than food, intended to affect the structure or any 
function of the body of humans

•	 That includes articles intended for use as a component of any articles 
specified in clause (a), (b), or (c).     

serial number A numeric or alphanumeric sequence of a maximum of 20 characters, generated by 
a deterministic or a non-deterministic randomization algorithm. A serial number is 
unique to a specific trade item instance.

SSCC The GS1 identification key used to identify logistics units. The key comprises an 
extension digit, GS1 Company Prefix, serial reference, and check digit.

tertiary homogenous pack A tertiary pack that consists entirely of the same trade item with the same batch 
number and expiration date.

tertiary mixed pack A tertiary pack that contains either more than one unique trade item or entirely 
the same trade item with different batch numbers or expiration dates. 

tertiary packaging The highest level of packaging that may include a pallet that contains (one or usually) 
several cases or a case that contains (one or usually) several items in its primary or 
secondary packaging. Tertiary packaging may refer to either a logistic unit or a trade 
item.

tertiary partial pack A homogenous pack of products that is not to be considered a trade item because it 
is less than full.

trade item Any item (product or service) upon which there is a need to retrieve predefined 
information and that may be priced, ordered, or invoiced at any point in any supply 
chain. 

unique identifier A numeric or alphanumeric string captured in a machine-readable data carrier and 
human-readable form on the label of the pharmaceutical package that is associated 
with a single product or product group.


