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2024 CONFERENCE

I Welcome to the 2nd Annual Medical

Devices Regulations & Safety 2024 Be PEERENE
Conference!

We are thrilled to bring together QgA
industry leaders, regulatory experts, HERSIEEs '
and stakeholders for two days of

insightful discussions, collaborative DISCUSSION

learning, and networking opportuni-

ties. Throughout the conference, Gl g N
attendees will gain valuable insights

into the latest requlatory updates, CERTIFICATE OF

emerging safety standards, and inno- ATTENDANCE
vative strategies for compliance.

From risk management methodologies to quality assurance best
practices, our diverse range of sessions will equip you with the
knowledge and tools needed to navigate the complex landscape
of medical device regulations. Join us as we explore the future of
medical device safety and regulation together!

il Key poins:

= Updates on medical device regulations and safety standards.
= Discussions on improving safety practices.

= Strategies for navigating requlatory complexities.

= Effective risk mitigation techniques.

= Ensuring product integrity through quality assurance.

= Exploring the impact of emerging technologies on regulations.
= Networking opportunities and collaboration for industry pro-

fessionals and regulators.
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The 2nd Annual Medical Devices Regula- [l Expected Speakers:
tions & Safety 2024 Conference is tailored
for professionals across the medical
device industry seeking to enhance their
understanding of regulatory compliance
and quality assurance practices:

® Medtronic: A leading medical
device company known for its
innovative technologies in areas
such as cardiac and vascular
health, diabetes management, and

® Medical device manufacturers and surgical solutions.

suppliers: Engaged in the production and m Johnson & Johnson: A multina-
distribution of me_dlcal dewcgs. tional corporation with a diverse

® Regulatory affairs professionals: Re- range of medical devices, pharma-
sponsible for ensuring compliance with ceuticals, and consumer health-
regulations and standards. care products.

® Quality assurance and quality control m Abbott Laboratories: Known for its
personnel: Tasked with maintaining prod- wide range of medical devices, di-
uct quality standards: _ agnostics, nutrition, and pharma-
® Healthcare professionals: Interested in ceutical products, Abbott is a
understanding regulatory requirements global healthcare company com-
Impacting patient care. mitted to improving people’s lives.
- Researche_rs and Innovators: DEVEIO_D' ® Boston Scientific: Specializing in
ing new medical technologies and curi- medical devices for interventional
ous about regulatory implications. medical specialties, Boston Scien-
= Government regulators: Overseeing tific focuses on innovations for
compliance with medical device regula- cardiology, urology, endoscopy, and
tions. ' . neuromodulation.

® Legal and compliance professionals: m Siemens Healthineers: A leading
Guiding organizations through regulatory medical technology company of-
landscapes. . o fering products and services in di-
® Consultants and advisors: Providing agnostic imaging, laboratory diag-
expertise in navigating regulatory chal- nostics, and advanced therapies.

lenges in the medical device industry.

This comprehensive gathering ensures in-
sightful discussions and valuable network-
ing opportunities across various domains.

Bl Benefits of attendance:
m Meet new connections in groups or ® Stay up to date
one-on-one;
® Further develop and strengthen your
network;
= Expand your knowledge

m Grow your personal brand

® Enjoy, create memories and have fun



2ND

ANNUAL MEDICAL DEVICES
REGULATIONS & SAFETY

2024 CONFERENCE

Bl Speakers

Richard Houlihan
CEO

& EirMed

Ann Vu

JD, RAC

Sr. VP, Quality, Regulatory
and Clinical

(NASDAQ: ZIMV)

< ZimVie

Jacqueline van Druten

(MICR.CIM.RD)
Clinical & Regulatory
Affairs Director

CLIN®

VNA

INTERNATIONAL

www.vna-events.com
info@vna-events.com
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lDay 1

15:00-15:05

15:05-15:30

15:30-15:35

15:35-16:00

16:00-16:05

16:05-16:15

16:15-16:40

16:40-16:45

16:45-17:10

17:10-17:15

17:15-17:45

Opening Remarks

"Recent Updates in Medical
Device Regulations: Global
Perspectives”

Q&A Session (5 mins)

Richard Houlihan
"EUDAMED is nearly here,
what now?”

Q&A Session (5 mins)
Coffee Break (10 mins)

Ann Vu

"Navigating Regulatory
Complexities: Strategies for

Compliance Success”

Q&A Session (5 mins)

"Effective Risk Management in

Medical Device Development
and Deployment"”

Q&A Session (5 mins)

Panel Discussion:
"Collaborative Approaches to
Addressing Regulatory Chal-
lenges in the Medical Device
Industry: Perspectives from
Manufacturers, Regulators, and
Healthcare Providers"+

15:00-15:05

15:05-15:30

15:30-15:35

15:35-16:00

16:00-16:05

16:05-16:15

16:15-16:40

16:40-16:45

16:45-17:10

17:10-17:15

17:15-17:20
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Opening Remarks

"Ensuring Product Integrity:
Quality Assurance in the Medi-
cal Device Industry”

Q&A Session (5 mins)

Jacqueline van Druten

Ace your submission - Focus
on EU MDR Clinical Evaluation
Conformity routes. What you
need to know for your legacy
and new products.

Q&A Session (5 mins)

Coffee Break (10 mins)
"Patient Safety and Regulatory
Compliance: Key Considera-
tions for Healthcare Profes-
sionals”

Q&A Session (5 mins)

in Medical Device Regulation

I "Legal and Ethical Implications
and Safety”

Q&A Session (5 mins)

Closing Remarks
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Bl Speakers

Richard Houlihan

Richard Houlihan is an international speaker and guest university lecturer
on EUDAMED. His time running the European Commission IT teams de-
veloping EUDAMED has given him unrivalled insights into how EUDAMED
affects the MedTech industry. This EUDAMED experience and his 28
years in IT give him a real advantage when helping companies prepare for
EUDAMED, FDA GUDID, and other regulatory submissions.

Ann Vu

Ann leads quality and regulatory compliance across the ZimVie global or-
ganization. She brings more than 25 years of transformative quality, op-
erations and regulatory experience in the medical device, pharmaceutical,
nutritional, and biologics sectors. Ann joined ZimVie from Zimmer
Biomet, where she led Quality and Regulatory Affairs for Robotics and
several other business units. She has also held progressive leadership
roles with global companies, including Ethicon, Ortho Clinical Diagnos-
tics, Bausch + Lomb, and Steris.

Jacqueline van Druten

Jacqueline van Druten is the EMEA & NA Clinical & Regulatory Affairs
Director at CLIN-r+, she leads a team of consultants and advisors who
provide data-driven solutions for medical device regularory submissions.
This includes but is not limited to compiling Dossiers/Technical
Documents, Bioconpatability Evaluations, clinical development strategies
(CDP) and post-market surveillance automation solustions for MedTech
manufacturers. With over two decades of experience In the healthcare
Industry, she has a strong background in clinical research, medical
innovation (pharma, MedTech, biotech and nutraceuticals) and
marketing, as well as a particular interest in MedTech validations,
MedTech sustainability




