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North Carolina Biotech Center
Durham, NC




2026 Conference Schedule

8:00 - 8:45 am Check-in, network with Diamond and Platinum
Sponsors
Lower Glaxo Galleria

e [ight continental breakfast provided.

e Please note that no on-site registration is available.

e [fyou pre-registered for resume review, sign up for a slot at the
registration table - resume review is from 2:30 - 3:30 pm, and 3:50 -
4:50 pm in the Congressional room.

e A post-conference networking reception, sponsored in part by
Yoh, will be held in the Lower Glaxo Galleria from 5:00 - 6:00 pm. Join
us for casual networking over drinks and refreshments (pre-registered
attendees only).

e Pleagse visit our Diamond and Platinum Sponsor tables and Sponsor
websites (see Sponsor page of this program).

8:45 - 9:00 am President’s remarks
Auditorium
Abigail Agoglia, PhD, President, AMWA Carolinas Chapter

Morning Educational Sessions
Attendees can attend either Track A or Track B at any time

9:00 - 10:00 am

Auditorium

Applying the Science of Learning to Make More Memorable Workshops, Meetings,
and Presentations

How often have you sat through presentations that left you zoning out?

If you can't pay attention to the presentation, you can't retain the information. What would
have made those presentations—what would make your presentations—memorable,
influential, and successful?

This session will show you how to restructure your content and use visuals to make more
memorable presentations. You will rethink how you have been developing slides and walk
away with a step-by-step plan for creating effective presentations.

Danielle Hennis, Presentation Consultant, Make It Memorable

10:00 - 10:20 am
Coffee break (Lower Glaxo Galleria)
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2026 Conference Schedule

Morning Educational Sessions
Attendees can attend either Track A or Track B at any time

10:20 - 11:20 am

Track A (Dogwood room)

More Than a Medical Writer: Using Everyday Skills to Become an Indispensable
Partner

Medical writers consistently use “soft skills” such as empathy and communication, but many
struggle to translate these skills into professional positioning. Our clients need us just as
much as we need them, which is why this session explores how to use the tools we already
have to be not only a writer but a strategic partner. With an eye toward the future,
attendees will gain practical guidance on marketing themselves as key players in today’s
medical writing landscape.

Camille Prairie, Founder, Healthcare Communicator, Camille Prairie Copywriting and Creative
Solutions LLC

Track B (Auditorium)
Lay Language Updates for 2026

The evolving regulatory landscape for lay language deliverables creates challenges across
health authorities and tight clinical timelines. This session explores how to integrate
requirements, guide clients on templates, planning, and implementation, and overcome
real-world obstacles. Building strong lay-language foundations helps writers expand skills
and support effective, compliant communication.

Laura Sheppard, MBA, MA, Regional Head for Clinical Regulatory Writing for North America, Head
of Lay Language Writing, and Head of Strategic Relationship Management, Certara

Mind/Body session (Congressional room)
11:30 - 1:00 pm Lunch roundtables (see page 7)
Congressional room and Dogwood room

Go through the buffet line and sit at the table number on the back of your badge.

1:00 - 1:25 pm (BIO break)
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2026 Educational Sessions

Afternoon Educational Sessions
Attendees can attend either Track A or Track B at any time

1:25 - 2:25 pm

Track A (Dogwood room)

Thriving Without Burnout in Freelance Medical Writing: Pricing, Boundaries, and
Sustainable Design

Freelance medical writers face tight deadlines, underpricing, and blurred boundaries,
increasing burnout risk. This session introduces the S.T.R.E.T.C.H. framework, offering
actionable strategies to manage workload, set rates, protect time, and build a sustainable,
productive freelance medical writing career.

Queen Buyalos, PharmD, Pharmacist | Freelance Medical Writer, ZLA Medical Writing LLC

Track B (Auditorium)
Navigating Protocol Transparency and Disclosure Requirements: A Medical
Writing Perspective

This presentation will provide information to enable you to support your organization'’s
transparency and disclosure needs for protocol submissions. The topics covered will
include: 1) Process for ensuring protocols are written to limit redaction; 2) Process for
creating protocol lay person summaries, including regulatory requirements and use of Al
tools; and 3) How to effectively redact using tools.

Sarah Wilson, MS, Senior Director, Medical Writing, and Laurie Meadows, Senior Manager,
Medical Editing, Wave Life Sciences

2:30 - 3:30 pm

Track A (Dogwood room)

Words Matter: The Power of Positive and Inclusive Language in Healthcare
Documentation

As patient access to records expands under the 21st Century Cures Act, language in clinical
and research documentation carries increased ethical and scientific weight. In clinical trials,
stigmatizing or non-inclusive language can affect participant trust, recruitment, retention,
protocol adherence, and data integrity. This session examines evidence linking biased
documentation to decision-making and offers practical strategies for medical writers to
support inclusive, patient-centered communication.

Nadia Sabeva, Associate Professor, UCC - School of Medicine
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Afternoon Educational Sessions
Attendees can attend either Track A or Track B at any time

Track B (Auditorium)
Regulatory Agency Perspectives on Oncology Drug Development: Practical Insights
for Medical Writers

This session explores key regulatory guidance shaping oncology clinical trials, with a focus
on the 2025 FDA guidance on assessing overall survival. Attendees will learn how regulatory
expectations shape clinical trial design and how medical writers can incorporate evolving
regulatory guidance into oncology clinical documentation.

Andrea Clark, PhD, Principal Medical Writer, Eldridge Writing & Consulting

2:30 - 3:30 pm Resume review (preregistered attendees only)
Congressional room

3:30 - 3:50 pm
Coffee break (Lower Glaxo Galleria)

3:50 - 4:50 pm
Track A (Dogwood room)
Demystifying Pharmacokinetics in Drug Development

Designed for communicators with no formal pharmacokinetics (PK) training, this session
introduces the basic PK concepts of absorption, distribution, metabolism, and elimination
(ADME) and how factors such as age and disease can influence ADME. Participants will also
learn about several types of PK studies (eg, food effect, bioequivalence). Understanding
basic concepts and the impact of a drug's PK on its safety and efficacy will help
communicators more confidently present and interpret PK data.

Marijke H Adams, PharmD, PhD, Independent Consultant, MH Adams & Associates, Inc
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2026 Conference Schedule

Afternoon Educational Sessions
Attendees can attend either Track A or Track B at any time

Track B (Auditorium)
From Information to Impact: How Medical Education Writers Can Transform CME
Content into Learning That Sticks

Today's CME landscape demands more than accurate information. Healthcare
professionals need learning that is engaging, practical, and adaptable to busy schedules.
This session introduces key adult learning principles and shows how medical writers can
apply them to create more effective CME. Through real-world eLearning examples,
attendees will explore strategies for transforming clinical content into interactive,
personalized, and inquiry-driven learning. Emerging trends in CME design will be
highlighted, along with practical frameworks attendees can immediately use to strengthen
the impact of their writing.

Beth Watts, Instructional Designer, Medical Writer, Founder, Curio Learning Solutions
(curiolearningsolutions.com) and Allison Knuth, Founder & Creative Director, Groundwork Studios
(groundwork-studios.com)

3:50 - 4:50 pm Resume review (pre-registered attendees only)
Congressional room

4:50 - 5:00 pm (BIO break)
5:00 - 6:00pm

Post-conference networking reception, sponsored in part by Yoh (pre-registered
attendees only) Lower Glaxo Galleria
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2026 Roundtable Sessions

Due to limited seats, switching roundtables is not possible.

1) From Document Owner to Program Partner

This interactive roundtable explores how senior regulatory medical writers evolve from
document owners to strategic program partners. Participants will discuss mindset shifts
and practical approaches for influencing cross-functional teams, shaping document
strategy, managing competing inputs, and balancing speed with inspection readiness to
increase program-level impact and visibility.

Shengjie Xu, PhD, Senior Medical Writer

2) Transitioning into a Career in Medical Writing: Tools, Tactics, and Insider Tips
This session will provide an overview of the different types of medical writing. It will also
cover transferable skills, networking strategies, resume tips, job applications, interview
preparation, and medical writing tests. Attendees will take away insights and
implementable strategies to stand out to employers to help land their first job in medical
writing.

Jayanika Samaranayake, PhD, Senior Medical Writer, Trilogy Writing & Consulting, an
Indegene Company

3) Using Comprehensive Checklists to be More Efficient and Consistent in Your
Med Comms Work

Anyone writing, editing, or managing any type of communications for a living is feeling
the crunch. Come to this session to learn how comprehensive checklists can help you
manage details, be more efficient and consistent, exercise control over tasks, and get a
sense of completion and peace of mind.

Kelly Schrank, MA, ELS, Checklist Specialist / Editor, Bookworm Editing Services, LLC

4) Lessons from a Leadership Mastermind: Practical Applications for Medical
Writers

Medical writers lead every day—projects, timelines, authoring teams, and stakeholders—
whether or not they hold formal leadership titles. This interactive roundtable will explore
practical ways medical writers can apply core leadership principles to influence without
authority, manage ambiguity, navigate competing priorities, mentor others, and build
trust to enhance effectiveness, credibility, and impact.

Meagan Eldridge, MS, President, Eldridge Writing & Consulting



2026 Roundtable Sessions

Due to limited seats, switching roundtables is not possible.

5) Agency Interactions and Briefing Documents - How to Get the Agreements
Your Organization Needs

Drug development is a complex process involving many decisions. Regulatory agencies
provide opportunities for sponsors to consult and gain the agreements that sponsors
need to reasonably invest in a particular development program. This roundtable session
will provide an overview of the most common types of agency meetings available for the
FDA and EMA, as well as providing an overview of the background materials submitted to
detail the sponsor’s position, leading to advice sponsors can implement.

Sam Suarez, PhD, Senior Principal Medical Writer, Strategic Medical Writing, AbbVie

6) Protecting the Narrative: The Style Guide as a Tool for Clarity, Consistency,
and Efficiency During Document Preparation

A style guide is a foundational tool that instructs writers on a Sponsor’s stylistic
preferences and facilitates clear and cohesive clinical and regulatory deliverables.
Consistency in writing style across program deliverables helps maintain the narrative
thread and maximizes readability by regulatory authorities and other stakeholders.
When a style guide is unavailable or unenforced, inconsistencies, such as variation in
word choice, abbreviation use, and formatting, can distract readers from a document's
primary purpose and key messages. A comprehensive and uniformly applied style guide
enables more time to be spent generating quality content and honing messaging for
critical development milestones instead of addressing constantly changing stylistic
preferences, especially as new team members are onboarded to existing programs. This
session will focus on the essential elements of style guides and best practices for
standardizing style guide usage for program-level clinical and regulatory documents.
Mackenzie Anderson, PhD, Apprentice Medical Writer, Eldridge Writing and Consulting

7) Strategies for Managing Accelerated Regulatory Submissions

This interactive roundtable is a chance to discuss practical strategies for managing
accelerated late-stage eCTD submissions (eg, NDAs/BLAs). Nicole will guide a
conversation about topics such as: early planning, message mapping, extensive shelling
for key scenarios, lean authoring, optimizing team structure, and effective use of
authoring tools.

Nicole Tackmann, PhD, Independent Regulatory Medical Writer, Cardinal MedWrite, LLC



2026 Roundtable Sessions

Due to limited seats, switching roundtables is not possible.

8) Rare Disease Evidence Principles (RDEP): A New Process for Drug
Development for Rare Diseases

Development of therapies to treat rare diseases is often hindered by small patient
populations. Trials for rare diseases are difficult to power with traditional designs, and
enrollment challenges can result in early trial termination. The definition of substantial
evidence describes “well-controlled investigations,” generally taken to mean two trials.
FDA has proposed the Rare Disease Evidence Principles process, through which
Sponsors can utilize one well-controlled study together with robust, confirmatory data to
demonstrate substantial evidence of effectiveness.

Megan Amason, PhD, Medical Writer, Eldridge Writing & Consulting LLC

9) Mindfulness to Manage Stress and Avoid Burnout for Managers and
Leadership

This discussion will center on mindfulness and preventing stress at work, with a specific
focus on stressors that managers and leadership face in the medical writing field.

Molly Counihan Rodriguez, MPH, Director, Strategic Medical Writing, AbbVie

10) Strategies for Handling Difficult Clients in Medical Writing

This session focuses on strategies for handling difficult clients in medical writing. Clients
may have unclear expectations, request frequent changes, micromanage, and/or exhibit
challenging personalities. Strategies include clear contracts, proactive communication,
collaboration, and pushing back on unreasonable requests with alternative solutions.
Setting boundaries and maintaining professionalism allows MWs to build collaborative,
respectful relationships even in challenging situations.

Stephanie M. Byrd, Ph.D., RAC, Principal Clinical Research Scientist, Syner-G BioPharma Group

11) How to Break In to Regulatory Writing Without Losing Your Mind

This roundtable will help prospective regulatory writers avoid the Catch-22s of hiring:
lack of experience, paid trainings with dubious return on investment, and inability to get
their skills in front of a human reviewer. From finding truly entry-level positions to
resume refinement to writing tests, we'll demystify the hiring process and identify areas
where applicants can improve. Attendees will leave with resources for further training
and suggestions for the next steps in their job search.

Abigail Agoglia, PhD, Senior Manager, Medical Writing, Alnylam Pharmaceuticals, Inc.



2026 Roundtable Sessions

Due to limited seats, switching roundtables is not possible.

12) Is Freelance Writing a Good (or Bad) Option for Your Career Goals?

The type of regulatory medical writing position—whether at a CRO, Sponsor, or as a
freelance consultant—comprises distinct benefits and challenges. This roundtable
discussion will highlight key aspects of job benefits, continuing education, and business
management when you function as a company of one. The goal of this discussion is to
share useful information regarding freelancing, as some aspects may or may not align
with one’s personal career goals.

Rebecca Pogue, PhD, Independent Regulatory Medical Writing Consultant, Pogue Writing
Solutions LLC

13) Linguistic Validation of Informed Consent Forms (ICFs) and Large Language
Models (LLMs)

In the past few years, studies on writing consent form and its linguistic validation have
researched the possible use of Large Language Models (LLMSs) in this process. This
session will evaluate the effectiveness of newly specialized LLMs in linguistic validation
and how their use is leveraged by the human expertise of medical writers.

Romana Hinton, Professional Writing Consultant, Augusta University

14) FDA Assessment Aid: Best Practices and Strategies

The FDA Assessment Aid (AAid) accompanies an original or supplemental Biologics
License Application/New Drug application submission to facilitate review by the FDA.
AAid is jointly authored by the applicant (sponsor) and FDA reviewers. Medical writers are
responsible for presenting information succinctly, adhering to the FDA's template
requirements. Insights will be shared for effectively authoring AAids, including strategies
for lean presentation within the FDA-prescribed length limitations.

Shalini Mitra, PhD, RAC, Principal Medical Writer, Merck

15) Building Change: A LEGO-Inspired Framework for Al Integration

Medical writers often have Al tools but lack a clear roadmap. This roundtable introduces
a LEGO-inspired framework—Connect, Explore, and Transform—to replace overwhelm
with curiosity. By focusing on play-based design and peer collaboration, participants will
learn how to empower colleagues and build momentum. Attendees will leave with
practical strategies to foster sustainable, human-centered Al adoption within their
organizations.

Jenni Pickett, PhD, Head of Medical Writing, Yseop



2026 Roundtable Sessions

Due to limited seats, switching roundtables is not possible.

16) Pen, Post, Prosper: LinkedIn Strategies for Aspiring Medical Writers

Learn how to stand out on LinkedIn and break into medical writing or shift gears into a
new job. This roundtable covers profile optimization, algorithm strategies, and recruiter
insights to help participants highlight their strengths and attract the right opportunities.
Angelica Dumapit, MD, Medical Director | Owner of The MedComm.Doc, Angelica L Dumapit
MD LLC - The MedComm.Doc
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Registration
Details

Professionals
AMWA Members* Non-members  stydents Postdocs
Nirtual

Early Bird Registration
(March 9 - March 31)

Regular Registration
(April 1 - May 8)

$105 $145

$50
$145 $190

Optional Add-on: Post-Conference Networking Reception
$10

*Get member pricing by joining AMWA before registering.

An automatic email will be sent from AMWA to confirm
registration and provide a receipt.

When you register, choose the Roundtable Session you would like
to attend (only 1). Changes to your selection will not be
permitted.

Registration closes May 8th for in-person tickets and is available
through May 15th for virtual tickets.

Questions?
For questions related to the conference program or
registration, please contact Dilmeet Singh and Keeley Spiess,
AMWA Carolinas Conference Co-Chairs, at

Cancellation/Refund Policy

You may cancel your registration before 8AM on May 5th by
emailing A refund of 90% of
your registration payment will be processed within 2 weeks of
cancellation and remitted via check or Zelle. No refunds are
available after the deadline, and no credits will be issued for
failure to attend, late arrival, or early departure.



https://info.amwa.org/american-medical-writers-association-membership
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https://tinyurl.com/mppz65b8

