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You’re Developing a Drug—So Why Does the Device Matter?

Practical insights for drug focused biotechs entering the world of combination products
Nemera-Dansk Bio Biotech Salon- June 04" 2026

Abstract

Biotech companies are increasingly evolving from drug only development into the more complex
world of combination products. While these organizations typically possess deep expertise in
developing safe and effective medicines, many have limited in house experience with medical
device development. Device strategy and planning decisions can have major impacts for
timelines, risk, and patient outcomes. To help bridge this gap, Nemera, together with its
consultancy, Insight by Nemera, is hosting a half-day salon offering a practical, end-to-end view
of what it takes to bring a patient-centric combination product to market.

Lilia Petit Ben Saidane (Global Account Director) will provide an overview of
spanning and the value
it brings to biopharma companies navigating combination product development.

Cecile Gross (Global Category Marketing Manager, Nemera) will introduce

addressing common misconceptions such as why “off the shelf” rarely
means ready to use, why device timelines often exceed expectations, and how to select the
right partner who can support you from early feasibility through scale-up.

Mark Tunkel (Strategy, Sales, and Marketing Director, Insight by Nemera) will outline

. He’ll emphasize that the device itself
is only one component of the final combination product, and many companies are not fully
aware of where the device ends and where their own responsibilities begin. Beyond procuring
a device, biotechs must plan for the additional evidence, documentation, and development
work required for the full product, and this is often where teams underestimate the effort.
Mark will highlight common blind spots, the coordination required across suppliers and
functions, and the practical realities that shape a successful submission.

Michael Lau (Global Leader of Human Factors, Insight by Nemera) will focus on Nemera’s
tagline “We put patients first.” With self-administration of medication now the norm,

Michael will highlight that the user interface is not limited to the device itself, but includes
labeling, instructions for use, packaging, and every element that shapes how a patient
understands and uses the product. These components must be intentionally designed, not
simply assembled, and the expertise required to do this well is surprisingly rare, even among
human-factors professionals. He will show how early, thoughtful design work reduces risk and
strengthens regulatory success.

Attendees will gain a clearer, more actionable understanding of what it takes to plan and
execute a drug-device combination product: when to begin key activities, how early decisions
shape the path ahead, and what it takes to bring the drug, device, and patient experience
together in a coherent and effective way.
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Lilia Petit-Ben Saidane is Nemera’s Global Account Sales Director in charge of
Business Development in Denmark. In her role Lilia supports pharmaceutical and
biotech companies in developing patient-centric drug delivery solutions. With over 13
years of experience at Nemera, including as Innovation Leader within Nemera’s R&D
department, she has contributed to the development of a wide range of delivery
systems across therapeutic areas such as ophthalmology, inhalation, and chronic
diseases.

Her international experience and close collaboration with industry partners, health
authorities, and multidisciplinary teams give her a comprehensive perspective on the
strategic and operational challenges of drug-device combination products.

Cécile Gross serves as Global Category Marketing Manager at Nemera, where she leads
the strategy, development, and lifecycle management of the Parenteral Devices
portfolio. Her scope includes advanced delivery platforms such as safety systems, pen
injectors, and on-body injectors, ensuring they meet evolving market and patient needs.

With over 20 years of experience in the medical device industry, she brings deep
expertise in B2B marketing of high-technology solutions and a strong track record in
driving effective product lifecycle strategies across diverse device categories.

Cécile holds a degree in International Business and further specialized with a master’s in
marketing and management in the Healthcare Industry from IMIS Institute in Lyon,
France, equipping her with both global business insight and sector-specific leadership
capabilities.

Mark Tunkel is Strategy, Sales, and Marketing Director, Services He leads the
Services strategy for contract device development and combination product
consulting services linked to commercial manufacturing.

He was previously a partner at Insight Product Development, which was acquired by
Nemera in 2019 and became the Insight by Nemera. With more than 20 years of global
business development experience and a deep understanding of the marketplace
challenges and trends impacting the pharma, Mr Tunkel has advised many of the
world’s leading companies on their product development and innovation strategies,
with an emphasis on driving realisation and the most favorable business outcomes

Dr. Michael Lau is Insight by Nemera's Global Leader of Human Factors. Dr. Lau has
been consulting pharma, medical device, and diagnostics companies on the design
of all sorts of user interfaces for the past 15 years. Dr. Lau has a PhD from the
University of Michigan Center for Ergonomics and completed his undergraduate
degree in kinesiology at the University of Waterloo. Dr. Lau believes in the power of
a science-based approach and good research design to solve the complicated human
factors challenges of today's healthcare industry



