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Medical Writing – 
Benefit of Good Medical Writing 

Knowledge is vital at every stage of a medicine’s lifecycle – 
from that first glint in the scientist’s eye at their origin, to the 
delivery of a medicine to patients with detailed instructions 
on their safe use. And at each stage, this knowledge is passed 
on in writing. Medical writers are professionals with a broad 
expertise in communication, who are skilled at presenting 
complex information in a manner that is clear, logical, and 
attuned to the needs of a particular audience. 

Throughout the lifecycle of a medicine, documents are written to 
report trials, quality manufacturing, packaging, labelling, safe usage, 
and performance of drugs once in the market. The International 
Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) guidelines – particularly ICH 
E6 – provide a unified standard to facilitate the mutual acceptance 
of clinical data by regulators, laying out the essential documents 
required to proceed through the clinical lifecycle and meet regulatory 
requirements.1,2 The global medical writing market size was valued 
at USD 3.4 billion in 2019 and is expected to expand at a compound 
annual growth rate (CAGR) of 10.9% from 2020 to 2027.3 Advances to 
improve a medicine run alongside enhancements in composing the 
associated knowledge, so that the scientific and clinical communities 
as well as the public at large fully benefit from it.2 Coherent, logical and 
appealing documentation aids decision-making, while poor-quality 
writing can hinder it and run the risk of drawing flawed conclusions. 
From the regulator’s perspective, better quality documentation fosters 
timely evaluation. At the user’s end, well-written information means 
that the patient receives the right medicine, at the right dose and with 
the right instructions on how to take the medicine. The diversity of 
regulations and document types globally continues to expand, while 
the expectations around document quality and transparency and the 
downward pressures on cost and speed are immense. As a result, the 
profession of medical writing has advanced tremendously in the past 
20 years. 

What Does it Take to be a Medical Writer –  
Skills and Qualifications?
Although the opportunity is exciting and a privilege, the sheer 
volume of information to which we are exposed, need to absorb, 
and operationalise is daunting.4 Thus, the skills required to be a 
medical communicator are substantial – not only scientific and 
linguistic, but also interpersonal, with a capacity for prioritising 
and juggling multiple projects, adapting to change, and adhering to 
tight deadlines. It is a rare individual who can thrive as a modern-
day medical communicator. Whether working in regulatory 
writing, scientific publications, health communication, continuing 
education, or promotional writing, medical writer professionals face 
the ongoing challenge of getting the messages to often information-
overwhelmed and time-constrained audiences quickly, clearly, and 
meaningfully.

Medical writers often have formal training in science, which 
provides a solid foundation for gathering and evaluating medical 
information. While medical writers come from all educational and 
professional backgrounds, they do share some traits. Medical writers 

have an interest and flair for both science and writing. They have a 
clear understanding of medical concepts including statistics and are 
able to present data and its interpretation in a way the target audience 
will understand.5 Skills in Microsoft office and email communication 
play a vital role. Although it’s not required, many medical 
communicators hold an advanced degree – some have a medical or 
science degree (eg, MSc, PhD, MD) or experience in academic settings 
or as bench scientists, pharmacists, physicians, or other health care 
professionals. Certificates and certifications are additional credentials 
that demonstrate your knowledge and proficiency in the medical 
communication field.2

Growth of a Medical Writer

GOLDEN RULE: IF YOU AREN’T SURE, ASK.

Based on the wide range of companies and organisations that 
employ medical communicators, the field is generally divided into 
different writing settings and specialisations, each requiring specific 
technical writing skills or knowledge of medical terminology 
and practices (Table 1).6 Medical writers specialise in a variety of 
fields, such as continuing medical education, patient education, 
scientific publications, regulatory documents, and research-grant 
applications. Clear, accessible, and accurate writing underpins the 
dissemination of precious and cumulative knowledge. It is essential 
to understand that everything medical writers do, it communicates 
their value (Table 2).2

The Need for Proficiency in English –  
The Foundation of Medical Writing
At the simplest level, word choice can have a critical effect on 
how well a message is communicated.2 Words that are inaccurate 
or unfamiliar to those outside the field can obscure the message 
and discourage the reader. The rules of grammar govern the 
construction of sentences and dictate how words, phrases, and 
clauses are combined; a failure to follow the rules will distract or 
confuse the reader. More subtly, the location of words and phrases 
within a sentence can drastically alter the perceived message. At a 
less granular level, a medical writer weaves sentences together into 
paragraphs that form the body of a document. 

Those with a medical or science background commonly need 
refreshers in writing and editing mechanics.7 No matter what your 
training has been, you should take an inventory of what you know 
and don’t know how to do. 
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Areas of Strength and Experience Examples

Deliverables • Regulatory documents 
• Manuscripts for peer-reviewed journals, abstracts, posters, podium presentations
• Grants, slide decks, newsletters 
• Promotional materials (eg, white papers, websites, branded presentations, video scripts)
• Educational materials (eg, continuing medical education [CME] guidelines)
• Training materials for sales representatives 
• Educational materials for patients or the general public (eg, lay summaries, health news)

Writing Styles • Prescriptive (eg, regulatory documents)
• Scientific (eg, manuscripts, video abstracts, educational materials)
• Promotional (eg, websites, branded slide decks)
• Plain language (eg, patient/caregiver materials)

Subject Areas • Therapeutic areas 
• Rare diseases
• Pharmaceuticals
• Devices
• Pharmacoeconomics
• Modalities (eg, biologics, gene therapy)

Project Responsibilities • Writing clear concise content
• Project management
• Collaboration with scientific graphic designers
• Incorporating revisions and compiling feedback from multiple stakeholders
• Annotating references, formatting references and documents, tables and figures

Types of Clients • Pharmaceutical companies
• Biotech companies
• Hospitals 
• Academia
• Professional societies
• Medical communication companies
• Medical education companies
• Medical advertising agencies
• Public relations agencies

Do: Don’t:

• Let the writer know if you will be unavailable 
• Provide text as requested (by the deadline)
• Keep the writer informed of any changes to the program that might affect the 

document
• Use the agreed upon review system
• Provide actionable comments
• Provide specific references and source documents
• Meet deadlines for review of the document 
• Consolidate comments by functional area (eg  

statistics, safety, regulatory) 
• Decide upon preferred styles and wording early in the process. This step is 

particularly important for large submissions so that the full set of submission 
documents can be consistent in style and presentation

• Ignore questions or forget to respond to the medical writer
• Send multiple versions of a document to the entire team; this 

can lead to version control issues
• Focus on minor wording issues and miss the “big picture”
• Get distracted by findings that do not pertain to the study 

objectives and endpoints
• Skip comment review meetings
• Wait until the final draft to actually read the document

Table 1. Essentials of Medical Writing

Table 2. Dos and Don’ts of Medical Writing

• Basic grammar and usage: Parts of speech and grammatical 
principles form the foundation of writing in every discipline. 
Can you identify a dangling modifier or notice the lack of a 
pronoun referent? 

• Sentence structure: Even if you know grammar, you may need a 
refresher on achieving emphasis and organising your sentences 
for clarity. Do you know the difference between an independent 
and a dependent clause? Do you understand parallel structure?

Although medical writing deals with facts, it is sometimes 
helps and even necessary for medical writers to identif y figurative 
language, such as metaphors and metonyms, that don’t express literal 
truth (Table 3).8 It’s also noteworthy that scientists use metaphor 
and analogy to make sense of the world and to express their ideas 
to others. For this reason, scientists often use metaphors in their  
writing.
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Literal or Figurative Language The word literal comes from the Latin word literalis, which means “of or belonging to letters and writing.” It came to mean 
“according to the exact meaning of the word” (eg, the word’s dictionary definition). In contrast, the word figurative refers 
to figures of speech. A figure of speech is any deviation from literal meanings or common usage. This could mean using 
some deviation from ordinary grammar or word order, or it could mean using a word to mean something other than its 
customary meaning.

Metaphor A metaphor is a figure of speech in which a word or phrase (eg, the sun) is applied to an object or action to which it is not 
literally applicable (eg, Juliet). The word metaphor comes from the Greek for to transfer.

Metonyms Metaphors are often confused with metonyms. A metaphor creates a new link between 2 concepts from separate 
conceptual domains (eg, Juliet belongs to the domain of humanity and the sun belongs to the domain of astronomy).  
In contrast, a metonym relies on an existing conceptual link. For example, people in the United Kingdom, Canada, and 
other Commonwealth realms often use the word crown to refer to the monarch (who occasionally wears a crown) or to the 
national government in general.

Simile A metaphor is an implied comparison. In contrast, a simile is an explicit comparison of 2 unlike things, typically by using 
words such as, as, like, or than. Similes take the grammatical form of a literal comparison but express something that is not 
a statement of fact: My love is like a red, red rose. – Robert Burns

Clichés Some metaphors and other figures of speech are so overused that they become clichés. A cliché is an overused phrase or 
opinion that betrays a lack of original thought.

Table 3. Metaphorically Speaking – Tips to Identify Figurative Language

Mental Models and Content Considerations
The ability to use information easily and effectively is essential to 
medical communication. Usability – the ability to use items easily 
and effectively – has long been important to medical communication. 
Meeting usability expectations involves understanding both the 
cognitive model’s writers use to create content and those that 
readers rely on when using content to achieve a health care objective. 
Such mental models, however, vary from audience to audience 
on the basis of experiences. As a result, medical writers need to 
understand what mental models entail to create materials that meet 
an audience’s usability expectations:9
• Step 1: identify the audience
• Step 2: select a method for collecting data: to do so, medical 

writers can use the following tools:
• Individual interviews: asking individual members 

of an audience questions about their expectations, 
assumptions, and associations for where and how certain 

care is provided
• Focus groups: assembling 5–10 members of an audience 

and asking them to answer questions as a group, as such 
situations might help individuals remember details or 
provide clarification

• Step 3: craft questions for collecting information
• Step 4: apply information to create initial materials
• Step 5: test, revise, and finalise materials

Time Management – Tricks and Tips
Imagine that you are promised $86,400 per day for the rest of your 
life. You must use the money each day, or you will lose it; none of 
it carries over to the next day. Each day contains 86,400 seconds, 
which is stewarding this non-renewable resource. Everything 
requires time, and the better one uses time, the greater will be the 
rewards. Time management is essential for maximum effectiveness 
(Table 4).10
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Challenge Strategy

Increase Efficiency • Keep track of project details and maintain an accurate schedule (eg, Excel, OneNote).
• Use organisational templates.

Start Quickly 
and Effectively

For starting your day…

• Before leaving work, plan a specific task for the beginning 
of the next day.

• Work during the most productive working hours.
• Jumpstart the day with an easy task or get a difficult task 

out of the way early.
• Maintain big-, medium-, and small-picture plans of goals.

For starting a project…

• Plan time for getting organised.
• Gather all needed materials before beginning.
• Begin with easy tasks to familiarise yourself with the 

project.
• Use a spreadsheet to track parts of the project.

Fight Procrastination • Work in small time chunks (<3 hours).
• Enforce breaks to foster and enhance creativity.
• Use mindless tasks as a break between projects.
• Commit to working on an undesirable task for 5 minutes; this tricks you into working longer.
• Monitor time realistically to find time sinks.
• Avoid procrastination pitfalls (eg, Facebook, perfecting PowerPoint slides)

Manage Distractions • Do one thing at a time.
• Use a “to-do” checklist.
• Only check emails at specific times of day.
• Schedule known interruptions.
• Postpone your response to nonurgent emails.
• Use “do not disturb” digital functions when necessary.

Control Your Meetings • Schedule meetings with enough notice to allow for participants’ preparation.
• Provide a clear agenda.
• Keep and disseminate accurate and detailed notes.
• Schedule 15 minutes before and after a meeting to allow for final preparation and follow-up.
• Follow up immediately after the meeting.
• Communicate clearly.

Protect Your Time • Keep your calendar up to date, block off work time.
• Say “no,” if needed, yet offer a solution or an alternative.
• Be clear about expectations (yours and client’s) around a project.
• Frontload your day or week.

Table 4. Strategies for Meeting Time-management Challenges
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Mentoring Programs: One Size May Not Fit All
As the demand for skilled medical writers increases, companies are 
seeing the value of mentorships; however, different mentorships 
fit different situations. When implementing mentoring programs, 
best practices should be developed first to ensure the programs are 
beneficial and to clearly define the mentor/mentee responsibilities. 
Mentoring programs benefit both companies and employees:11

• Mentees can learn new knowledge-based skills, build 
confidence, and advance their medical writing career. 

• Companies can see improved productivity levels and increased 
employee retention and satisfaction and facilitate a culture of 
growth. 

• Mentoring relationships can foster cross-cultural exchange 
and understanding while improving communication skills

Maximal vs minimal mentoring: Maximal mentoring is a professional 
relationship between a mentor and a mentee that is mutually beneficial. 
It requires mentors and mentees to move away from the mindset of 
traditional mentoring. In doing this, mentors and mentees can enjoy 
a relationship founded on equality, respect, and trust. The mentoring 
process is not generic, but rather is highly customised to the needs of the 
mentee. There is an emphasis on the mentee as a whole person; the focus 
goes beyond career-related needs and goals. Maximal mentoring can be 
positive, uplifting, appealing, attractive, and fun. Traditional or minimal 
mentoring, in contrast, is a generic professional relationship. 

Collaborative Writing: Ensure Success with an Effective Strategy
Collaborative writing projects often stir up a mix of emotions in 

the writing professionals tasked with their completion. While 
these collaborative projects can provide an opportunity to learn 
new skills, generate new ideas, and gain new perspectives, 
negative feelings can overwhelm those involved and hinder the 
writing process. Considering the members of the team, knowing 
their strengths and weaknesses, and knowing each team member’s 
professional goals can help identify the most appropriate methods 
to use throughout all major phases of the collaborative writing 
process (Table 5).12

Further Resources to Explore
As you explore the medical writing profession, the next step is 
to become aware of the resources available. Table 6 provides 
books, style guides, publication ethics followed, and professional 
associations and societies for medical writing.7

Managing or Outsourcing in Medical Writing
Drug development is a billion-dollar industry with complex 
processes of obtaining product approvals.13 A well-documented, 
well-communicated, and well-developed research is needed to 
gain product approval, which increases the demand for experienced 
writers in the field of medicine. Strategic alliances between pharma 
companies and contract research organisations (CRO) have become 
an ongoing trend. Around 20 major partnerships have been finalised 
in the last five years. For instance, in October 2016, Quintiles and 
IMS Health underwent the biggest merger in the CRO industry and 
re-established the weightage of both the companies. The merger 
helped Quintiles to use IMS’ internal database in order to design 
targeted and complex clinical trials. 
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Regulatory writing is expected to be the fastest growing segment. 
It is used throughout the process of product development for 
clinical documentation. Top pharmaceutical, medical device, and 
biotechnology companies are significantly investing in research and 
development activities to maintain their position in the market by 
introducing innovative products. 

As medical writing has advanced as a functional competency, a 
variety of business models have been developed (in-house writing, 
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Books About Medical Writing Style Guides Publication Ethics Professional Associations & Societies

• The Accidental Medical 
Writer. Brian G. Bass 
and Cynthia L. Kryder. 
Booklocker.com, Inc, 2008.

• Essentials of Writing 
Biomedical Research 
Papers. 2nd ed. Mimi 
Zeiger. McGraw-Hill, 2000.

• Health Literacy from A 
to Z: Practical Waysto 
Communicate Your 
Health Message. Helen 
Osborne. Jones and Bartlett 
Publishers, 2005.

• Targeted Regulatory 
Writing Techniques: 
Clinical Documentsfor 
Drugs and Biologics. Linda 
Fossati Wood and MaryAnn 
Foote, eds. Birkhauser, 
2009.

• AMA Manual of Style
• Associated Press Stylebook
• Chicago Manual of Style
• Publication Manual of the 

American Psychological 
Association

• Scientific Style and Format: 
The CSE Manual for Authors, 
Editors, and Publishers

• Code of Conduct and Best 
Practice Guidelines for 
Journal Editors (Committee 
on Publication Ethics)

• White Paper on Publication 
Ethics (Council of Science 
Editors)

• Recommendations for the 
Conduct, Reporting, Editing, 
and Publication of Scholarly 
Work in Medical Journals 
(International Committee of 
Medical Journal Editors)

• Good Publication Practice 
Guidelines- GPP3 
(International Society 
for Medical Publication 
Professionals)

• Association of Health Care 
Journalists

• Board of Editors in the Life 
Sciences

• Council of Science Editors
• Drug Information Association
• Editorial Freelancers Association
• International Society for Medical 

Publication Professionals
• National Association of Science 

Writers
• Regulatory Affairs Professionals 

Society
• Society for Technical 

Communication

Table 6. Resources to Explore the Medical Writing Profession

Writer – Client Relationships to 
Consider Whether to Avoid

Strategies to Handle Challenging Situations

Strategies to handle challenging 
situations

• Clarify expectation of scientific depth, goals, audience, and length of deliverable.
• Offer a realistic timeline.
• Turn down the project.

Chronic project scope creep without 
compensation

• Write detailed specifications for the project.
• For major scope creep, ask for increased compensation.
• For repeat clients with this attribute, consider a quote that includes the relevant percentage of scope creep 

for that client.

Lack of boundaries (e.g., emails/phone 
calls at night

• Clarify times when you’ll check emails.

Lack of consideration  
(e.g., scheduling teleconferences or 
videoconferences without first asking for 
your availability)

• If unavailable, then state it. Usually, the client will reschedule the call as needed.
• If you know about an upcoming meeting to be scheduled, provide available dates and times proactively.
• Provide dates for other commitments (meetings and vacation) ahead of time.

Table 7. Client Characteristics and Potential Strategies

full-service outsourcing, functional service provider models, use of sole 
proprietors/freelancers, etc) to enable pharmaceutical companies to 
deliver high-quality document work on time and on budget. Matching 
the right service provider with the right document plan is a key first 
step, but no matter what the model, setting clear expectations for the 
partnership is critical (Table 7).6 In the current global development 
environment, establishing strong and lasting working relationships 
with thoughtful investment in cooperative success is a competitive 
advantage for both sponsors and service providers.

The Planning Phase The Writing Phase The Editing Phase

• Feasible schedule that takes 
the project scope, work 
style of team members, 
and prior obligations into 
consideration. 

• Agree on a file naming 
convention that works well 
for everyone

Three different collaborative writing methods are: 
layering, combining, and stitching
• The layering method involves the team meeting 

to discuss the content and overall direction of the 
project while one person (usually the team leader) 
writes the first draft.

• The combining method of writing allows for each 
team member to contribute written content.

• Finally, the stitching method takes a highly 
structured and focused approach at a level of 
each paragraph, including topic sentences. While 
this method does require more meetings to plan 
specific content, the time invested up-front can 
ultimately help save time later.

Establishing an efficient editing process is critical in 
collaborative writing
• In-parallel editing as a process in which the team 

leader sends the document to each team member to 
review simultaneously. The leader is then responsible 
for incorporating revisions into one document. 
Incorporating and keeping track of each author’s edits 
can be challenging for the team leader

• In-series editing is a time- and effortsaving alternative. 
The team leader sends a draft to Author 1 to make edits. 
In turn, Author 1 sends the edited draft to Author 2 for 
review. The series continues until each author has  
edited the document, which is then returned to the 
leader

Table 5. Collaborative Writing – Strategies to Overcome Overwhelming Negative Emotions
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A look ahead
The adoption of clear writing principles is becoming important for 
another emerging reason: the march towards open and accessible 
information as pioneered in the European Union region.2 But now, 
those compiling these documents will see how their work will 
be accessible to academics, clinicians, and the public. A medical 
writers’ expertise and professionalism will need to be deployed 
more than ever to come up with documents of the highest quality, 
which demonstrate sound science and good practice of the bodies 
behind these documents. Pharmaceutical companies are developing 
drugs more quickly, and new medical devices and diagnostic tools 
are being released every day.13 With this comes the increased 
need to meet regulatory and insurance requirements and to relay 
medical and consumer information. All of this results in greater 
opportunities for medical writers and communicators. 

Overall, being a medical writer is a wonderfully rewarding career 
and always keeps you on your toes. Every team and project are 
different, not to mention the constant change that goes with writing 
drug and device documents. Asserting behind-the-scenes leadership 
is often critical to the successful conclusion of a writing project, 
which in turn builds your team’s confidence in you as a writer and 
valued team member. Being able to communicate effectively and 
diplomatically is essential in developing successful relationships 
with your teams. Although this profession can be demanding at 
times, developing strategies that make you more efficient is key. In 
the end, sometimes the best option is how you personally approach 
each challenge. Sometimes the best option is you!
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