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Executive Summary

The transition from a Regulatory Affairs (RA) Generalist role to a Labeling Strategist role represents a significant
career specialization within the life sciences industry. Regulatory Affairs Generalists traditionally manage a broad array of
compliance and submission tasks (e.g. preparing technical dossiers, liaising with authorities, ensuring global regulatory
adherence) (" vww.tealha.com) (P www.companysconnects.com). In contrast, Labeling Strategists focus deeply on the
development, maintenance, and strategy of product labeling—an increasingly critical function as regulations tighten and
globalization grows. Labeling expertise now drives timely communication of safety and usage information to healthcare
providers and patients, and improper labeling can directly impact patient safety and company risk (roughly 19% of FDA
drug recalls in 2012—-2023 were due to labeling/packaging issues (\°! pubmed.nchi.nlim.nih.gov)).

In this report, we provide a thorough review of all aspects of this career path, covering historical background, the evolving
regulatory context, role definitions, required knowledge and skills, and strategies for professional development. We
analyze how modern trends—such as digital labeling (e-labeling), standardized product information, and global regulatory
harmonization—affect the Labeling Strategist role. We also compare the competencies of RA Generalists versus Labeling
Strategists, supported by aggregated data and industry examples. Industry case studies (e.g. response to Canada’s
“Plain Language Labeling” regulations (! rxinsider.com) (! rxinsider.com) and Sanofi's push for “universal labeling” and
iconography (‘° www.indiapharmaoutlook.com) ("' www.indiapharmaoutlook.com)) illustrate real-world implications. Findings
highlight that specialized labeling roles require strong regulatory writing skills, project leadership, and cross-functional
communication, as well as up-to-date expertise on global labeling laws.

The analysis concludes with implications for career planning and future directions. Automation, e-labeling, and digital
standards (e.g. FDA's Structured Product Labeling XML) are reshaping label strategy, creating demand for professionals
who blend scientific knowledge with regulatory insight. Individuals can advance from generalist to specialist by targeted
upskilling (formal courses, certifications, fellowships) and by gaining project experience in labeling. Organizations benefit
from investing in labeling expertise to mitigate risk and accelerate product launch. Overall, this report finds that the career
move to Labeling Strategist is supported by industry needs and offers a path for regulatory professionals to deepen their
impact on product strategy and patient safety (1! jobs takeda.com) (°) www.iconplc.com).

Introduction and Background

Regulatory Affairs (RA) is a pivotal function in the pharmaceutical and healthcare industries, ensuring that products
meet all legal, scientific, and ethical standards before and after they reach the market (*!
www.companysconnects.com). Regulatory professionals work closely with agencies such as the U.S. Food and Drug
Administration (FDA) and the European Medicines Agency (EMA) to secure approvals (e.g. New Drug Applications,
Marketing Authorization Applications) and manage post-approval obligations. Within this broad field, labeling (the
creation and maintenance of product information leaflets, package inserts, and labels) is recognized as a core
component: drug labeling communicates dosage, indications, warnings, and other critical data that safeguard patient
safety (*°) www.companysconnects.com). Well-designed labeling builds compliance and trust while preventing medication
errors.

Regulatory Affairs Generalists typically handle a wide repertoire of tasks, including preparing regulatory submissions,
monitoring changes in law, coordinating with cross-functional teams (e.g. R&D, Quality, Manufacturing), and updating
product documentation for compliance (m www.tealhg.com). Their scope tends to encompass the entire product lifecycle
but with a relatively generalist approach to each aspect. In contrast, a Labeling Strategist role is a specialized, often
more senior position that focuses intensively on labeling content, strategy, and change management across global
markets. Labeling Strategists ensure that the labeling strategy aligns with business goals, evolving scientific data,
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and regulatory requirements for multiple jurisdictions (e.g. US Prescribing Information, EU Summary of Product
Characteristics (SmPC), patient leaflets, etc.) ( ) ( ).

Historically, labeling responsibilities were often distributed among general RA staff or delegated to
manufacturing/ministry-of-health liaison roles. However, over the past two decades the complexity of labeling has
dramatically increased. Regulatory changes (such as the 2003 US FDA Amendments Act that expanded post-market
obligations, or the 2016 EU Falsified Medicines** Directive requiring new label security features) have made labeling
more dynamic. The growth of global clinical trials, and emerging regulatory models (e.g. Health Canada’s Plain Language
Labelling (PLL) for OTC drugs) have further highlighted the strategic importance of labeling. Consequently, companies
now often establish dedicated labeling departments or roles to maintain consistency and agility across products and

regions ( ) ( ).

In this expanded context, modern labeling strategy must reconcile technical accuracy with clarity. For example,
legibility and readability testing of patient leaflets have become standard in EU regulation ( ).
Similarly, ongoing safety updates (e.g. FDA Safety Labeling Change Orders under Section 505(0)(4) of the FD&C Act)
obligate rapid revision of labels in response to new risk data ( ) ( ). Labeling strategists must
adeptly handle these processes and anticipate needed updates. Meanwhile, advancements in technology (such as digital
e-labeling programs) are reshaping how label content is delivered.As companies move toward electronic Product
Information (ePl) and even “universal labeling” with QR codes and icons ( ) (

), a specialist who understands both regulatory principles and digital tools becomes invaluable.

Against this background, the present report examines the career path from Regulatory Affairs Generalist to Labeling
Strategist in extreme depth, answering: What are the distinct skill sets, experiences, and perspectives required? How
have industry needs and regulatory trends shaped this role? What education or training is needed? We draw on
academic, industry, and regulatory sources to provide an evidence-based analysis, including specific data (e.g. recall
statistics ( ), job descriptions ( ) ( ), and market analyses) to
guide professionals considering or advising on this transition.

Regulatory Affairs Generalist vs. Labeling
Strategist: Role Definitions

Regulatory Affairs Generalist (RA Specialist/Manager)

A Regulatory Affairs Generalist (often titled “Regulatory Affairs Specialist”, “Coordinator”, or “Manager” depending on
level) operates broadly across compliance domains. Their day-to-day functions typically encompass:

« Regulatory Submissions and Filings: Preparing technical files (CTD/eCTD dossiers) for marketing authorizations,
and responding to regulatory queries across multiple regions ( ).

« Liaison with Authorities: Acting as the point of contact to agencies (FDA, EMA, etc.), submitting forms and
responding to inspections.

« Regulatory Intelligence: Monitoring changes in relevant laws and guidelines (e.g. ICH guidelines, GMP regulations,
regional labeling legislation) and interpreting these for the company’s products ( ).

« Cross-Functional Collaboration: Working with R&D, Clinical, QA/QA, Manufacturing, and Commercial teams to
ensure product development aligns with regulatory requirements.

- Documentation Management: Maintaining registries of approvals, authorizations, and correspondence; ensuring
documentation is audit-ready.
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« Training and Compliance: Educating internal teams on regulatory policies and managing standard operating
procedures (SOPSs).

These generalists must have solid scientific training (often pharmacy, life sciences, engineering) and strong
organizational skills. According to one career resource, regulatory specialists “serve as the bridge between the company
and regulatory bodies”, crafting strategies to “obtain and maintain necessary approvals, licenses, and certifications” (!!
www.tealhg.com). Typical qualifications include a Bachelor’s degree in a relevant field (Advanced degrees and RA

(18

certification are valued) and several years of industry experience (often 3—6+ years) (*°! pharmuni.com).

The skill set includes comprehensive regulatory knowledge across the product lifecycle, excellent communication for
written submissions and cross-team collaboration, and analytical capabilities to perform risk assessments (for example,
resolving queries on benefit-risk). In smaller companies or early career stages, a generalist often must handle labeling
tasks among many others — drafting package inserts, coordinating translations, and managing vicissitudes of local
labeling compliance as part of their workflow (") www.tealhc.com). This breadth is valuable for understanding the industry,
but it can limit depth in any one domain.

Labeling Strategist

A Labeling Strategist is typically a more senior and focused role within Regulatory Affairs or Global Product Strategy.
This position goes beyond basic label maintenance; it involves strategic planning of all labeling content on a global
product. Labeling Strategists often hold titles like Labeling Specialist/Lead/Manager or Global Labeling Strategist, and
work in larger organizations that require dedicated labeling teams.

Key responsibilities of a Labeling Strategist include (drawn from multiple company job descriptions):

« Strategy and Planning: “Provide advice and counsel on [labeling] impact/requirements during early-stage product
development” (1*°! careers.abbvie.com). In practice, this means joining teams in R&D to ensure the target labels are
achievable with the planned data and clinical endpoints. Labeling Strategists forecast the regulatory labeling pathway
and advise on labeling goals (e.g. narrower vs broader indications).

« Content Development: Drafting and authoring label text. For example, AbbVie expects labeling strategists to
“propose draft labeling text (content)” and “author documents” including urgent label updates (*°! careers.abbvie.com).
This involves translating complex clinical and safety data into clear, compliant label language (e.g. FDA's USPI or EU
SmPC).

« Change Management: Managing global label updates. Practitioners develop and execute plans to incorporate new
safety/efficacy data and regulator feedback into the product's Company Core Data Sheet (CCDS) and local labels
(P! careers.abbvie.com). They coordinate submissions for labeling supplements or variations, and negotiate changes
with authorities.

« Compliance Oversight: Ensuring that all label content meets regulatory requirements. As AbbVie notes, strategists
must “ensure compliance with the EU labeling” and maintain awareness of “all relevant legislation and guidance
relevant to product information/labeling” (**! careers.abbvie.com). This might involve running mock inspections or label
reviews.

« Global Coordination: Labeling strategists often coordinate across regions. For instance, as Takeda's fellowship
program emphasizes, they work with cross-functional teams to implement labeling strategies balancing business
needs with regulatory compliance (©°! jobs takeda.com). Iconplc’s guidance stresses that a global strategy requires a
single source of truth for labels and collaboration with local affiliates (° www.iconple.com).

» Project Management: Excellent project skills are required to “coordinate global labeling sub-functions” and meet
tight timelines for labeling submissions (°°) careers.abbvie.com). They may handle readability testing, translation
workflows, and maintain content in Regulatory Information Management (RIM) systems (I°°! careers.abbvie.com).
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« Stakeholder Communications: Labeling Strategists often act as a liaison not only between the company and
regulators but also internally (e.g. training medical affairs and marketing on label language) and the public (e.qg.

updating patient websites or those “epi” (electronic product information) portals (** careers.abbvie.com)).

Labeling Strategists generally have a similar educational background to generalists (e.g. degree in pharmacy, chemistry,
etc. with many preferring advanced degrees) (! careers.abbvie.com), but extensive experience in labeling or related
areas is expected. One industry listing calls for “8+ years of pharmaceutical industry experience, including 6 years of
labeling experience” (or equivalent) () pharmuni.com). They must be adept at understanding global vs local regulatory
nuances (e.g. EU QRD templates, FDA labeling guidances, similar requirements in Asia/Africa) and synthesizing them
into coherent label strategies.

The table below summarizes core differences between RA Generalists and Labeling Strategists:

Aspect RA Generalist Labeling Strategist
Main Focus Broad regulatory activities (submissions, compliance, etc.) Specialized focus on product labeling content and strategy
1 19 R 26
Working knowledge across product lifecycle and regs (L ] Deep expertise in labeling laws/guidelines, e.g. SmPC/USPI rules (l 1 career S.abbwe.com) (L ]
Regulatory Knowledge
www.tealhg.com) careers.abbvie.com)

) Prenaring il . ance (4] i i i [19] careers.abbvie.com) 27}
Primary reparing filings, cross-functional compliance ( Drafting label text, managing label updates, global coordination ( . . ) (
Responsibilities www.tealhg.com) jobs.takeda.com)

Experience/Education BSc in science/engineering; 1-5 yrs industry; RA certr. BSc/MSc/PharmD; typically >5-8 yrs (with label experience) ([lu] phal‘mu ni.comy

19 o
Regulatory writing with medical/scientific accuracy (l 1 career S.abbwe.com), project leadership,

Skills Regulatory intelligence, submission writing, project mgmt 20
negcmauon(L Jcareers.abbwe.com)
Coordinates broadly (with R&D, Quality, etc.) ([25ﬂ Bridges R&D, Safety (PV), Commercial, and global affiliates specifically around labeling content ([291
Cross-Functional Role 30
www.tealhg.comy careers.abbvie.com, ([° ]vvvvvv.lconp\c.com)
- . [31]
Proficient with RIM systems for label content; understanding of content standards (e.g. HL7 SPL) (
Technical Tools May use RIM/QMS systems
open.fda.gov)
o5
Typically senior/regional RA position or Manager level; sometimes executive in large firms ([23‘
Career Level Junior to mid-level in RA track
careers.abbvie.com)
. . .- 27
Filing NDA/NDA supplements, audit support, reg monitoring Leading label briefings, proposing CCDS updates, responding to labeling queries ([ 1

Examples of Tasks

1 3 :
<[| www.tealhg.com jobs.takeda.com, ([“2] careers.abbvie.com,

Table 1: Comparison of core responsibilities and requirements between Regulatory Affairs Generalists and Labeling

Strategists, synthesized from industry sources (" vww.tealhg.com) (*% careers.abbvie.com) (*% pharmuni.com).

This table illustrates that while there is overlap (both roles require regulatory insight and writing skills), the Labeling
Strategist is oriented towards deep, label-specific expertise and strategic planning. In larger organizations, labeling may
even be its own function reporting to global regulatory or lifecycle management leadership. Smaller companies may not
have formal “label strategist” titles; in those settings, senior RA roles often absorb these duties.

Roles and Responsibilities in Practice

Label Development and Update Process

Labeling Strategists are deeply involved in the development and lifecycle of labeling documents. The typical label
hierarchy includes:
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- Company Core Data Sheet (CCDS)/Basis for Labeling (BfL): The master reference text compiling global Agencys’
agreed content (often maintained by Global Regulatory).

« Local Labels (USPI, SmPC, etc.): Country- or region-specific documents derived from the core.

« Package Inserts and Leaflets: Patient-oriented documentation (e.g. Patient Information Leaflet in EU, Medication
Guide in US).

« Carton and Bottle Labels: Physical pack labels, often with serialized identifiers or QR codes.

« Electronic Product Information (ePl) | Websites: The digital display of labeling information, increasingly adopted
(see below).

In practice, a global labeling strategist ensures the harmonization of these documents. For example, when new safety
data emerges (e.g. results from a post-market study or a risk management conclusion), the strategist drafts how to
incorporate it into the CCDS, then manages local label variations. This can involve authoring Change Supplements for
FDA (Section 505(b)(1) or S-3 reviews), or variations for EMA. As one contract listing notes: “develops and executes a
labeling implementation plan to incorporate new scientific, safety and clinical data, as well as Health Authority
responses/feedback into CCDS, USPI and EU SmPC” (! careers.abbvie.com). Timely updating is critical; regulators
expect swift communication of safety changes.

Label strategies also consider class-related or competitive intelligence. Strategists often analyze competitor labels
(e.g. to benchmark warning language or claim differences) (! careers.abbvie.com). They track labeling “guidance trends”
from FDA and EMA, as well as Health Authority requests, to anticipate impacted products. For instance, if an agency
issues a novel labeling guidance (say on organ toxicities), the labeling strategist and global regulatory lead will craft a

responsive plan across the portfolio (°’! jobs.takeda.com).

Regulatory Interactions and Negotiation

Labeling Strategists frequently engage directly in regulatory interactions. They prepare briefing documents for meetings
and might lead label discussions. For example, an AbbVie description mentions acting “in conjunction with [Global
Regulatory Lead]” during label negotiations with health authorities (°°) careers.abbvie.com). In the FDA context, changing a
label after approval can involve extended discussions (such as during a 30-day review of a safety supplement or a
Section 505(0)(4) labeling order). The strategist plans and documents these discussions.

In the EU, a specialist often responds to the QRD (Quality Review of Documents) process — an EMA format check of
proposed SmPC/PIL text. The AbbVie role explicitly includes drafting “responses to QRD or mock-up comments” (1!
careers.abbvie.com). This requires a precise understanding of EMA standards. Likewise, in the US, they must ensure USPI
changes adhere to FDA's guidance on format and content.

Label Project Management

Labeling Strategists are project managers. They set deadlines for label submissions and approvals. AbbVie's listing notes
that strategists “Agree timelines for submission and implementation of label changes” (**! careers.abbvie.com). Global
coordination means juggling multiple regions’ schedules. Tools like Regulatory Information Management (RIM) systems
(e.g. Veeva Vault) help track submissions; indeed, the AbbVie job explicitly tasks the strategist with managing product
information in the RIM system (°* careers.abbvie.com).

Quality and inspection readiness are also on the strategist’s plate. They may run mock label inspections or verify that
local product labels meet regulatory labeling standards in each market. They might also oversee Label Verification and
Data Entry teams who handle the artwork and ensure accurate translation of label text into final print-ready formats. This
technical oversight plus regulatory content expertise is central to the role.
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Cross-functional Stakeholder Coordination

Labeling Strategists serve as hubs linking various functions. They ensure consistency with Pharmacovigilance (PV): for
instance, aligning the Approved Prescribing Information with the safety data in Periodic Safety Update Reports. The
strategist routes PV data through the labeling pipeline. They also advise Medical Affairs and Marketing: Medical teams
rely on approved label/prescribing info to craft education and promotion. Consequently, the strategist must ensure that
promotional claims are consistent with label claims (“substantiation”), a subtle cross-check of content.

In summary, while RA Generalists support compliance more broadly, Labeling Strategists own the label content
lifecycle. They need deep regulatory knowledge, strong writing and project skills, and the ability to align labeling with
strategic business goals.

Industry Perspectives and Evidence

Regulatory Importance of Labeling

The critical role of labeling in product safety and compliance is well documented. A decade-long FDA analysis found 19%
of drug recalls were due to labeling/packaging issues ( ). In concrete terms, this means that
nearly one in five recalls involved inadequate or incorrect labeling, which can lead directly to patient harm. The authors
of that study emphasize that even “Class I” recalls (due to serious risk/death) include labeling issues. This statistic
underscores why companies invest in labeling expertise: avoidable labeling errors carry high risk of litigation, patient
injury, and reputational damage.

Similarly, industry experts stress labeling as a critical competitive differentiator. For instance, a Regulatory Rapporteur
journal notes that updated or well-managed labeling ensures “new or updated safety information reaches patients and
prescribers promptly, minimizing patient risk” ( ). Missteps in labeling can lead to costly
delays in approval or market withdrawal. Therefore, leveraging a Labeling Strategist’s skill helps in avoiding such
outcomes.

Case Studies and Examples

Case Study 1: Health Canada “Plain Language Labeling” Revision ( )
( )

A pharmaceutical case study illustrates the challenges labeling can pose. In 2017, Canada mandated rigorous Plain
Language Labelling (PLL) for over-the-counter drugs, effective 2021. A large pharma brought 28 SKUs (across forms and
packs) into compliance ( ). The new rules required including Canadian Drug Facts Tables and rewriting
labels in simpler language. These changes “went beyond what existing OTC packaging includes” and exceeded the

space of standard cartons ( ).

Managing this project required intense coordination: multiple dosage forms, pack types, therapeutic areas, each with
unique package constraints. They had to plan inventory turnover and translation, avoiding waste yet meeting the deadline
( ). This scenario highlights how labeling strategy intersects with supply chain and regulatory planning. A
Labeling Strategist in such a situation would orchestrate timelines, oversee labelling content changes, and negotiate with
Health Canada on format and layout compliance. This example underscores (1) the importance of early planning in
labeling projects, and (2) the cross-functional complexity involved — tasks often cited for labeling roles (

) ( ):
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Case Study 2: Universal Labeling and Digital Transition (Sanofi/Australia) ('

WWW.indiapharmaoutlook.com) ([7] WWW.indiapharmaoutlook.com)

At an industry conference, Sanofi's Regional Regulatory Head for Australasia presented on “universal labelling” and e-
labeling (‘°! www.indiapharmaoutlook.com) (" www.indiapharmaoutlook.com). Key insights: shifting from text-heavy labels to
iconography and digital codes can streamline global packaging and improve understanding. Helen Critchley discussed
how traditionally country-specific inserts (e.g. translated leaflets) could instead be accessed digitally (QR codes), with
core symbols (e.g. a pregnant woman icon) conveying critical warnings (") www.indiapharmaoutiook.com).

Universal labeling reduces waste and simplifies supply chains by allowing one generic packaging to be used globally;
local details are loaded via electronic product information (eP1) systems (°/ www.indiapharmaoutiook.com) (¢!
www.indiapharmaoutlook.com). This vision has immediate implications for Labeling Strategists: they will increasingly
coordinate the creation of standardized core labeling, manage electronic content platforms, and ensure pictograms and
languages are valid in all markets. The move to ePl also means strategists must work with IT and data science teams to
implement global XML-based labeling feeds.

This industry perspective shows how labeling strategy is evolving: it is not purely regulatory text anymore, but a digital,
design-oriented discipline. A strategist in 2026 needs expertise not only in FDA and EMA workflows, but also in user-
experience (UX) design principles for label readability, FHIR-based data standards for ePlI, and digital content
management to deliver on the universal labeling vision.

Fellowship Example: Takeda’s Labeling Strategy Program (! jobs.takeda.com)

Acknowledging the strategic nature of labeling, some firms formalize career development in labeling. Takeda’s tertiary
fellowship program for PhDs (“Global Regulatory Affairs, Labeling Strategy”) explicitly combines strategic and tactical
labeling training () jobs takeda.com). Fellows work with cross-functional teams to implement labeling strategies aligned to
business and compliance needs. The very existence of such a program at a leading biopharma highlights that labeling
expertise is a defined specialty. (Takeda also advertises a Director, Global Labeling Strategy position, signaling a mature
career track in this niche.) This industry commitment suggests that a move into labeling can be viewed as a significant,
distinct career direction.

Best Practices: ICON Global Labeling Process ([9] Www.iconplc.com) ([12] Www.iconplc.com)

Regulatory service firms like ICON emphasize best practices for labeling. ICON recommends starting labeling early in
development so data can support the target label (°”! www.iconplc.com), and appointing dedicated decision-makers
and SMEs to label projects (I*“) vwww.iconplc.com). They advise a centralized content repository for all label versions (*”)
www.iconple.com). These recommendations align with the expertise of a labeling strategist: their role is to ensure these
practices are implemented (e.g. by standardizing processes across labels and delegating tasks to local/regional teams).

Icon notes that with such processes “sponsors can avoid regulatory delays and streamline complexity for robust labeling”
(®" www.iconplc.com). In other words, effective labeling strategy accelerates time-to-market. This underscores another
career driver: labeling experts can directly contribute to faster product launches and better patient access, beyond just
compliance. That business impact is often cited as part of the labeling strategist mandate (°°! www.iconplc.com).

Skills and Competencies: Depth vs. Breadth

Moving from a generalist RA role to a labeling strategist requires both leveraging existing RA competencies and acquiring
new specialized skills. Below we analyze key skill domains:
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¢ Regulatory Law and Guidelines: While generalists must “monitor and interpret changes in relevant laws” ([l] www.tealhg.com), a
labeling strategist must master the specific regulations governing labeling in each market. This includes understanding the FDA's labeling
guidance documents (e.g. on use of black box warnings, safe harbor graphics, Pediatric Research Equity Act requirements), EMA's QRD
template and annexes, Health Canada’s Labelling guidance, etc. They must know how ICH guidelines (like ICH E2E on pharmaco-
vigilance) feed into label updates and how local intelligence (MDR, CDSCO India guidelines, PMDA Japan notifications) can differ.
Continual learning is required: for example, an EMA revision to its labelling guidance may require retraining on the new format.

« Writing and Communication: Both roles require strong writing, but Labeling Strategists often need a higher level of regulatory writing
skill. They craft precise, concise content that must be clear for agency review and for end-users. Good regulatory writing (short
sentences, bullet points, active voice) is emphasized (‘38‘ pharmuni.com). Additionally, Strategists frequently communicate complex
regulatory issues to non-regulatory stakeholders (medical, marketing) and negotiate with agencies. As one job listing notes, the strategist
must “convey complex regulatory information in a clear and concise manner in written, verbal” form (1°%) careers. abbvie.com). The role
also involves training or briefing others on label implications.

« Scientific and Medical Literacy: Generalists typically have a base science background; strategists often advance that by becoming
subject-matter experts. For example, a labeling strategist on an oncology product must understand cancer therapy details to write safe
dosing info and indications. They may pursue advanced degrees or attend disease-area workshops to deepen expertise. The Takeda
fellowship, targeted at PhDs, suggests that labeling strategists work at a very high technical level.

* Project Leadership: Labeling changes are often time-critical (e.g. safety updates after an FDA SR letter). Strategists must plan tasks,
delegate to global teams, and track progress. They coordinate cross-functional activities (e.g. artwork, translation, legal). Thus, project
management experience or training (e.g. PMI certification, agile methods) is valuable. ICON’s guidance explicitly cites “project
management skills to coordinate global sub-functions” as a key element (LzOJ careers.abbvie.com). Generalists may have some project
exposure, but leading a global labeling project is a higher-tier skill.

« Cross-cultural/Global Coordination: Label discrepancies across regions are a major challenge. A Labeling Strategist must facilitate
consensus: e.g., will global core safety text be acceptable in Asia? They might need to mediate between global RA, regional RA, HQ, and
biostatisticians. Language sensitivity is also crucial (overseeing translations to ensure meaning is preserved). Professionals in this role
often have international experience or language skills, though more important is flexibility to manage divergent practices (for instance, the
EU Blue Box vs. US format differences).

« Information Management Tools: Modern RA heavily uses RIM and labeling analytics software. Strategists should be proficient in

systems that track label text (XML based like FDA's SPL format (13“ open.fda.gov)) and handle submissions. Knowledge of XML or
structured content is a plus. As regulatory landscapes shift to electronic submission, understanding the technical content requirements
(e.g. how to structure a digital label in RIM) becomes important.

« Networking and Negotiation: Proficiency in stakeholder management is needed; the strategist must work smoothly with external bodies
(agencies, professional bodies like national pharmacy boards) and internal customers. This involves political astuteness (e.g. weighing
local marketing pressure vs global consistency) and sometimes leadership in industry consortia on labeling topics.

Career Development and Training

Transitioning to a Labeling Strategist usually involves gradual shift: often taking on more labeling tasks and
responsibilities over time. A regulatory professional looking to move in this direction might:

« Gain Labeling Experience: Seek assignments on label-related projects early (e.g. volunteer for a label update, join a labeling
committee, or offer to review competitor labels). Over years, accumulate a portfolio of labeling submissions and variations that you have
authored or managed.

« Deepen Regulatory Education: Take specialized courses. Many institutions offer labeling seminars. For example, Educo Life Sciences
provides focused courses on EU labeling requirements, training managers to “master packaging and labelling requirements in the EU”
(|39| educolifesciences.com). University programs (e.g. University of Copenhagen) also offer courses like “Labelling as Driver for
Regulatory Strategy” that teach how to integrate labeling into broader regulatory strategy (continuing-education.ku.dk). These courses

cover things like SmPC/PIL development, readability requirements, and even human factors (container labeling considerations) (|40|
educolifesciences.com).
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+ Professional Certification: Current RA certifications (like RAPS’ RAC) are general, but relevant. Some may pursue certificates in quality
systems or project management to complement their RA foundation. RAPS workshops (though often tech-restricted) occasionally focus
on labeling intelligence, which could be useful.

« On-the-job Mentoring: Learning from existing labeling experts is crucial. Long-term RA generalists should advocate for mentorship or
rotations with the global labeling team. In some cases, companies (like Takeda) formally rotate personnel through labeling strategy to

build bench strength ([8] jobs.takeda.com).

« Cross-Functional Learning: Building competence in related functions (like pharmacovigilance) can strengthen a labeling career since
safety data is a key input. Understanding clinical trial design also helps anticipate label content gaps.

« Networking: Involvement in professional groups (e.g. Regulatory Affairs Professionals Society, topRA) can provide exposure to labeling-
specific topics. Some regulatory conferences now have sessions on e-labeling and related labeling issues; attending these and publishing
(e.g. on labeling case studies) can raise one’s profile.

Advice from Industry Examples: As noted on a regulatory career forum, entry-level individuals interested in labeling are
advised to read industry labeling guidelines (e.g. FDA guidances, EU leaflets) proactively and familiarize themselves with
policy debates (**! foodgrads.com) (*? foodgrads.com). While that example was in food labeling, the principle holds:
mastering existing labeling laws and proposals demonstrates commitment and expertise. Some practitioners suggest
participating in “label review groups” or learning multilingual labeling if possible.

Data Trends and Evidence

No central database tracks the number of “Labeling Strategist” positions, but analysis of employment listings suggests
growing demand. A survey of job boards in early 2026 reveals dozens of positions explicitly titled "Labeling Strategist”,
"Labeling Manager”, or "Regulatory Labeling Strategist” across major pharma and biotech companies (e.g. AbbVie,
Amgen, Takeda, Novo Nordisk, argenx, and others) (1*“l www.indeed.com). These positions often require mid-to-senior
experience and advanced degrees (° pharmuni.com). Glassdoor and Indeed salary data (though variable) indicate that
labeling roles command salaries comparable to or above general RA, reflecting their specialized nature. According to
Glassdoor data from late 2025, the average total pay for a U.S. Regulatory Labeling Manager is approximately
$143,500 per year, with a typical range of $112k-$186k (**! glassdoor.com). At the specialist level, average
compensation starts around $70k (”‘rﬂ ziprecruiter.com). These figures are consistent with or above general senior RA
management pay, reflecting the specialized expertise required.

Beyond listings, market research underscores RA’'s growth: one report estimates the global Regulatory Affairs Market at
USD 16.43 billion in 2024, projected to reach USD 27.18 billion by 2030 at a CAGR of 8.8% (driven by increasing
clinical trials and personalized medicines) (“°! www.grandviewresearch.com). Within this expanding market, labeling — as a
critical compliance segment — benefits indirectly. Another indicator: investment in digital labeling platforms is rising (with
companies like Veeva, ArisGlobal, and GlobalVision offering labeling solutions), suggesting industry acknowledgment of
labeling’s complexity.

Table 2 below provides an example of how major recall causes break down by percentage (highlighting the share
attributable to labeling):

Primary Cause of Drug Recalls % of Recalls (2012-2023)
Impurities/Contaminants 37%

Manufacturing Controls/Procedures 28%

Labeling or Packaging Issues 19%

Other Causes (e.g. stability, sterility) Remaining 16%

Table 2: Causes of FDA drug recalls (2012—-2023), showing that ~19% were due to labeling or packaging issues (*°/
pubmed.nchi.nlm.nih.gov). This underscores the impact of labeling quality on product safety.
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This analysis from FDA recall data (! pubmed.nchi.nim.nih.gov) validates the strategic value of robust labeling processes:
reducing 19% of risks in manufacturing (which are easier to control) and 37% from lab contamination are huge wins. In
other words, investment in labeling (via specialists) can meaningfully cut down recall rates.

Implications and Future Directions

Industry Implications

The specialization in labeling strategy has important implications for companies and regulatory professionals:

« Risk Mitigation: Given labeling’s role in recalls and patient safety ([31 pubmed.nchi.nlm.nih.gov), companies with dedicated labeling

strategists are better positioned to prevent costly lapses. Strategists ensure that safety updates (e.g. adverse event-driven changes) are
implemented swiftly and correctly, reducing the liability window after new risks emerge.

« Efficiency and Time-to-Market: As seen in the ICON guidelines (ng www.iconplc.com), an early, organized labeling process can
accelerate product launch. Labeling Strategists who set up efficient cross-regional processes — such as centralized content systems and

clear decision authorities (L12J www.iconplc.com) ([22J www.iconplc.com) — contribute to smoother regulatory reviews and product
rollouts.

« Compliance with Emerging Regs: Regulatory bodies globally are mandating new labeling models. The EU’s landmark pharmaceutical
legislation reform (agreed December 2025) will require mandatory ePlI for all newly authorized medicines, with QR codes on packaging
linking to electronic product leaflets (WJ osborneclarke.com). FDA continues to advance digital labeling for devices, and agencies like

PMDA and Health Canada are developing their own e-labeling frameworks (‘48] globalvision.co). Beyond digital transformation, new
requirements around genetic information, environmental disposal instructions, and patient accessibility continue to emerge. Labeling
Strategists must stay ahead of these evolving mandates and plan compliance strategies well in advance.

« Patient Centricity and Market Access: More accessible labeling (clear language, appropriate icons, translations) enhances patient
adherence and satisfaction. The regulatory function now intersects with human factors and patient engagement initiatives. Labeling
Strategists thus contribute indirectly to market acceptance and brand reputation, as well as to public health.

Future Trends

Several evolving trends will shape the Labeling Strategist role:

« Digital/Electronic Labeling (ePl): E-labeling is no longer a future aspiration—it is becoming a regulatory mandate. In December 2025,
the European Parliament and Council reached political agreement on the reform of EU pharmaceutical legislation, which will make
electronic Product Information (ePl) mandatory for all newly authorized medicines once the legislation enters into force (expected
2026, with a two-year transition period) (ema.europa.eu). The EMA published a draft ePl implementation roadmap in March 2026,
beginning with voluntary ePIl submissions for vaccines (Q3 2026) and oncology products (Q4 2026), with progressive expansion to all
Centrally Authorized Products (ema.europa.eu). The EU ePl Common Standard is built on Fast Healthcare Interoperability Resources
(FHIR), the technical standard for exchanging electronic health records, which ensures ePl data is interoperable across healthcare
systems ([49] forgestop.com). Packages will feature two-dimensional (2D) codes scannable by smartphone to access ePl. FDA also
continues advancing digital labeling for devices ([17] www.igvia.com). Labeling Strategists will need to develop digital content strategies,
master FHIR-based structured data formats, ensure cybersecurity and verification (to prevent tampering with e-labels), and monitor digital
literacy/access issues.

¢ Global Harmonization and Iconography: Universal labeling concepts described earlier ([G] www.indiapharmaoutlook.com) ([7]
www.indiapharmaoutlook.com) may eventually lead to international standards for symbols and formats. Trade organizations (e.g. ICH,
WHO) might standardize more of the product health information. Specialists will be involved in such industry-wide initiatives.

« Regulatory Data Standards: FDA's Structured Product Labeling (SPL) standard remains the norm for US submissions (LSlJ
open.fda.gov), while the EU has adopted HL7 FHIR as the technical backbone for its ePI standard. Other agencies (PMDA Japan,
Health Canada, CDSCO India) are also developing structured digital labeling formats. Strategists will increasingly need to publish labels
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as structured data that can be reused across healthcare systems—for example, integrating with electronic health records, clinical decision
support tools, and pharmacovigilance databases. Familiarity with data modeling, FHIR resources, and XML/JSON markup is becoming a
core competency.

« Artificial Intelligence and Automation: Al tools are increasingly being deployed to assist in drafting label text by summarizing study
findings, cross-referencing regulations, and flagging inconsistencies across regional labels. Large language models (LLMs) can generate
draft label sections and compare proposed text against regulatory templates, while specialized Al platforms help manage translation
workflows and detect compliance gaps. However, automated labeling will not replace expert judgment, as accuracy and regulatory
precision remain paramount. Strategists must oversee Al output for compliance, nuance, and scientific accuracy—making Al literacy an
emerging competency for the role.

« Multi-disciplinary Convergence: Labeling lies at the intersection of regulatory, legal (intellectual property on names), quality (change
control of documents), and commercial (go-to-market materials). The strategist may find themselves collaborating even more with these
areas. For instance, ensuring that label claims do not conflict with patents or marketing approvals. The role boundaries might adapt
accordingly.

« Certification and Education Growth: As the role crystallizes, we may see formal certifications or courses specifically in labeling
strategy. (The University of Copenhagen’s course (continuing-education.ku.dk)is a start.) Industry groups could introduce accreditation for
labeling professionals.

For individuals, these trends imply that continuous learning is essential. A labeling specialist should follow regulatory
news (e.g. FDA and EMA announcements on labeling initiatives) and perhaps engage in regulatory advocacy or
standard-setting bodies. Adaptability to tools (like content management or translation management systems) will be
crucial.

Conclusion

In sum, the career path from a Regulatory Affairs Generalist to a Labeling Strategist reflects a shift from broad
compliance support to deep subject-matter specialization. Regulatory Affairs Generalists build foundational knowledge
and skills across the regulatory landscape (! www.tealhg.com). By contrast, Labeling Strategists leverage and deepen
that foundation to master the strategic lifecycle of product labels — ensuring accuracy, compliance, and clarity of all
product information presented to regulators, healthcare providers, and patients ("'° careers.abbvie.com) (*!

jobs.takeda.com).

Our comprehensive analysis shows that this specialization is both intellectually demanding and highly rewarded in the
industry. The importance of labeling is underscored by data: labeling errors alone cause a significant portion of drug
recalls (°! pubmed.nchi.nim.nih.gov), and regulatory authorities increasingly demand swift, precise updates to labeling.
Industry leaders echo this importance: companies set up dedicated labeling groups and training programs to develop
labeling expertise (° jobs.takeda.com) (' www.indiapharmaoutiook.com).

Experts recommend that regulatory professionals seeking this career move should methodically deepen their labeling
knowledge (through specialized training and certifications) and build project experience with labeling tasks. Qualities like
attention to detail, strong writing skills, cross-cultural communication, and strategic vision are crucial (!
careers.abbvie.com) (*?l www.iconplc.com). Organizations facilitate this transition by providing rotational programs (as
Takeda does) and by recognizing labeling strategy as a distinct career track.

Looking forward, the labeling strategist role is evolving rapidly with technology and regulation. The EU’s 2025
pharmaceutical legislation reform has made electronic product information mandatory for new authorizations, with phased
implementation beginning in 2026 (ema.europa.eu). This digital transformation will make electronic and interactive
labeling the norm rather than the exception (""" www.iquia.com) (°°) www.regulatoryrapporteur.org). The profession will
attract regulatory professionals who are not only rule-savvy but also data-fluent and innovation-minded. For companies,
investing in labeling specialists aligns with best practices (such as those by ICON (©°! www.iconplc.com)) and ultimately
protects patient safety and corporate interests.
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In conclusion, the path from Regulatory Affairs Generalist to Labeling Strategist is well-supported by industry trends and
needs. It offers regulatory professionals a way to specialize and lead in an area that sits at the core of product strategy.
As regulations become more complex and patient-centered, the value of skilled labeling strategists will only increase. All
stakeholders—from individual professionals to multinational companies—should recognize labeling strategy expertise as

a strategic asset in the regulatory affairs toolkit (*°! careers.abbvie.com) (°! pubmed.ncbi.nim.nih.gov).
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations
or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information
contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable
for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising
from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may
contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their
respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these
names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech
companies. As the premier US-based Al software development company for drug development and commercialization, we deliver
cutting-edge custom Al applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and
regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult
with appropriate qualified professionals.

© 2025 IntuitionLabs.ai. All rights reserved.
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