EFSP Auxiliary ESL Curriculum

Pharmaceutical English

Participant workbook: drug development, clinical trials, GCP, safety, CMC, CGMP, labeling,
medical affairs, promotion, access, RWE, and launch dialogue practice

Audience: advanced ESL learners working in pharmaceutical development, regulatory, clinical
operations, pharmacovigilance, quality, CMC, medical affairs, market access, and related roles

Focus: high-level professional English for pharmaceutical workplaces, including drug development, target product profile, IND,
NDA, BLA, clinical trial design, GCP, endpoints, estimands, safety, pharmacovigilance, CMC, CGMP, quality events,
regulatory strategy, labeling, medical affairs, promotion review, market access, RWE, lifecycle management, and realistic
cross-functional dialogue.

Designed for advanced ESL learners who work in clinical development, clinical operations, regulatory affairs,
pharmacovigilance, medical affairs, quality, CMC, manufacturing, biostatistics, data management, market access, commercial
compliance, or pharma-adjacent roles.

Teaching stance: pharmaceutical English is evidence, safety, compliance, and cross-functional judgment under pressure. Learners need
to be scientifically precise, operationally clear, patient-centered, and careful with claims. This curriculum teaches professional
communication and judgment, not medical, regulatory, or legal advice.
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How to Use This Workbook

This workbook helps you sound precise, careful, and useful in pharmaceutical conversations. The goal is not to
memorize acronyms. The goal is to connect evidence, patient safety, product quality, regulatory expectations, and
business decisions without overclaiming.

Your starting point

- Which pharma conversations are hardest for you: protocol review, regulatory meetings, safety triage, CMC updates,
MLR review, launch readiness, payer evidence, or cross-functional escalation?
- Which acronyms do you understand when reading but avoid when speaking?

- When a senior leader asks for speed or a stronger claim, do you become too agreeable, too technical, too indirect, or
too blunt?

- What is one recent pharma meeting you wish you had handled more clearly?

Pharmaceutical Workstream Language

Area Useful verbs Example sentence

Development define, differentiate, justify, sequence, The TPP should clarify the population, endpoint, comparator, and
de-risk evidence standard.

Regulatory submit, align, respond, justify, The agency feedback reduces uncertainty, but it does not guarantee
document approval.

Clinical randomize, monitor, enroll, amend, The protocol may need amendment if eligibility criteria are driving
analyze screen failures.

Safety triage, assess, code, report, mitigate The pattern requires evaluation, but we should not assume causality

yet.

Quality investigate, validate, release, contain, The batch cannot be released until quality disposition is approved.
prevent

Medical and review, substantiate, contextualize, The claim must be label-consistent, balanced, and supported by

access respond, educate evidence.

Practice Pages
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Module 1. Drug Development Strategy, Unmet Need, TPP, and Evidence Logic

Pharma conversations often fail when teams discuss activities before aligning on the patient population, unmet need,
target product profile, evidence standard, regulatory path, and commercial reality.

What you should be able to do

- Distinguish indication, mechanism of action, target population, standard of care, unmet need, TPP, product profile,
and value proposition.

- Explain how preclinical, clinical, regulatory, safety, CMC, and market-access evidence connect across development.

- Ask strategic questions when a program goal is scientifically interesting but not yet clinically or commercially
meaningful.

Practice task

Situation

A discovery team wants to advance a compound based on biomarker response. Write five TPP clarification questions and a
short evidence-logic memo.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 2. Regulatory Pathways, IND Readiness, NDA/BLA Strategy, and Agency
Interaction

Regulatory language must be specific about what is known, what is proposed, what the agency is being asked to agree
with, and what remains a sponsor risk.

What you should be able to do

- Use regulatory terms such as IND, NDA, BLA, accelerated approval, breakthrough therapy, orphan designation,
complete response letter, information request, and meeting package accurately.

- Explain an agency interaction plan without overstating what regulators have agreed to.
- Identify readiness gaps before a submission or formal meeting.

Practice task

Situation

A program lead wants to file an IND before CMC documentation is complete. Write a readiness-risk explanation that is firm
but collaborative.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 3. Clinical Trial Design, Protocols, GCP, and Operations

Clinical trial English requires protocol precision, ethical discipline, operational realism, and the ability to explain tradeoffs
among scientific rigor, patient protection, site burden, enrollment, and data integrity.

What you should be able to do

- Use trial-design terms such as randomization, blinding, control arm, endpoint, inclusion criteria, exclusion criteria,
stratification, protocol deviation, informed consent, monitoring, and site feasibility accurately.

- Explain GCP concepts in plain English: participant protection, data integrity, risk proportionate quality, documentation,
oversight, and responsibilities.

- Push back on protocol complexity that may harm feasibility or data quality.

Practice task

Situation

A protocol has many exploratory assessments and restrictive eligibility criteria. Write a feasibility critique with patient, site, and
data-quality implications.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 4. Endpoints, Estimands, Statistics, Data Readouts, and Clinical Meaning

Data readouts can be technically correct but strategically misleading. Learners need language for statistical significance,
clinical relevance, estimands, missing data, intercurrent events, multiplicity, subgroup findings, and uncertainty.

What you should be able to do

- Use statistical and clinical terms such as primary endpoint, secondary endpoint, exploratory endpoint, estimand,
intercurrent event, p-value, confidence interval, hazard ratio, noninferiority margin, sensitivity analysis, and missing
data.

- Explain the difference between statistical significance and clinical meaningfulness.
- Challenge overinterpretation of subgroup, post hoc, interim, or exploratory findings.

Practice task

Situation

A Phase 3 readout is statistically significant but clinically modest. Write a data-readout summary that avoids overclaiming.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 5. Pharmacovigilance, Safety Signals, Risk-Benefit, and Label Updates

Safety language must be calm, disciplined, and precise. Learners need to distinguish adverse event, adverse reaction,
serious, severe, expected, unexpected, related, signal, and confirmed risk.

What you should be able to do

- Use pharmacovigilance terms accurately: AE, SAE, SUSAR, MedDRA, case narrative, causality, signal detection,
aggregate report, risk-benefit, label change, REMS, and postmarketing commitment.

- Explain what can and cannot be concluded from spontaneous adverse event reports.
- Participate in safety triage without minimizing patient risk or overstating causality.

Practice task

Situation

Several liver enzyme elevations appear across studies. Write a safety triage note that avoids premature causality and
premature reassurance.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 6. CMC, CGMP, Quality Events, Manufacturing, and Supply

Quality and manufacturing conversations require exact language because patient supply and product quality depend on
documented control, not informal confidence.

What you should be able to do

- Use CMC and quality terms such as API, excipient, formulation, process validation, analytical method, specification,
batch record, deviation, OOS, CAPA, change control, comparability, stability, tech transfer, and cold chain.

- Explain why CGMP compliance, documentation, and quality systems matter for product safety and supply continuity.
- Push back on release, supply, or process-change shortcuts that lack data or quality approval.

Practice task

Situation

A batch needed for launch has an unresolved OOS investigation. Write a quality and supply update with next steps.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 7. Labeling, Medical Affairs, Promotion Review, and Compliance Boundaries

Pharma communication is constrained by approved labeling, evidence quality, audience, intent, and compliance rules.
Learners need language for scientific exchange and for saying no to risky claims.

What you should be able to do

- Use terms such as prescribing information, indication, contraindication, warning, precaution, adverse reactions, fair
balance, substantial evidence, off-label, promotional claim, medical review, MLR, and scientific exchange.

- Distinguish medical information, medical affairs, scientific exchange, promotional communication, and commercial
messaging.
- Push back on claims that are accurate in a narrow sense but misleading, incomplete, off-label, or unsupported.

Practice task

Situation

Marketing wants to headline an exploratory subgroup result. Write MLR review comments and a safer alternative message.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Module 8. Market Access, RWE, Launch Readiness, Biosimilars, and Lifecycle
Management

Approval is not the end of pharmaceutical strategy. Learners need language for evidence generation, payer value,
access barriers, launch governance, real-world evidence, lifecycle plans, generics, biosimilars, and loss of exclusivity.

What you should be able to do

- Use terms such as HEOR, value proposition, payer, formulary, prior authorization, step therapy, budget impact, RWE,
RWD, registry, label expansion, lifecycle management, patent cliff, generic, biosimilar, interchangeable, and reference
product.

- Explain payer evidence needs without promising reimbursement.

- Discuss lifecycle options and launch risks across medical, regulatory, supply, access, commercial, and safety
functions.

Practice task

Situation

A launch team assumes approval means immediate launch. Write a launch readiness update identifying cross-functional
dependencies and decision criteria.

Evidence, document, or controlling boundary

Risk, uncertainty, or next decision

Final pharmaceutical response
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Phrase Bank

Development strategy and evidence

- What decision does this evidence support?

- The mechanism is promising, but the clinical value proposition is not yet clear.

- We should connect the endpoint to patient benefit, regulatory acceptability, and payer relevance.

- The TPP needs to specify population, comparator, dosing, safety assumptions, and differentiation.

Regulatory and clinical operations

- I would not describe this as agency agreement; it is regulatory feedback with remaining sponsor risk.
- The protocol may be scientifically rich but operationally burdensome.

- Before adding sites, we should understand screen failures, visit burden, and competing trials.

- This deviation needs impact assessment for participant safety, rights, and data integrity.

Data interpretation

- Statistical significance does not automatically mean clinical relevance.

- The subgroup is hypothesis-generating unless the analysis was pre-specified and adequately powered.
- The estimand clarifies what treatment effect we are actually estimating.

- We should present effect size, confidence interval, population, safety, and limitations together.

Safety and pharmacovigilance

- We should not jump to causality, but we also should not minimize the pattern.

- Let's assess seriousness, expectedness, relatedness, and reporting timeline.

- A signal means further evaluation is needed; it is not automatically a confirmed risk.

- The risk-benefit update should include severity, alternatives, reversibility, and mitigation.

Quality and manufacturing

- Supply pressure does not remove quality disposition requirements.

- The batch decision must be evidence-based, documented, and approved through the quality system.
- We need root cause, containment, CAPA, and recurrence prevention.

- The manufacturing change requires comparability evidence before we treat it as low risk.

Medical, promotional, and access boundaries

- The claim may be scientifically interesting but not promotional-ready.

- We need to confirm consistency with approved labeling and fair balance.

- | can answer an unsolicited scientific question, but | cannot recommend off-label use.

- The payer message should separate demonstrated outcomes from economic hypotheses.

Personal Action Plan

Term or phrase | will practice Evidence | used it well
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