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Dear Participants,

On behalf of the organizing committee, it is my great pleasure to welcome you to the 6th KAPAL
Annual Conference (KAC) 2022.

In the last two years, we all experienced enormous global public health challenges posed by COVID-19,
and the challenges remain. However, because of the expertise in every sector of life sciences not
limited to biology, immunology, mRNA vaccines, and diagnostic development, we are able to return to
an everyday life.

We are very excited to see this conference again in an in-person format. This event has become a
platform for innovation and collaboration among Korean and American Bioscience companies,
institutes, and scientists.

One of KAPAL’s missions is to share and expand our knowledge of drug development and life sciences,
and we are proud to have experts from a variety of areas within the biopharmaceutical sector,
including lawyers, investors, regulators, researchers, and clinicians at the 6th KAC 2022.

| believe that every participant will have an excellent opportunity to establish potential collaborations
and working relationships and to expand professional networks during the next two days.

| thank all the organizers who have worked tirelessly to create an amazing program with outstanding
speakers.

The 6th KAC 2022 is aligned with the 12th Annual Bioscience and Engineering Symposium (ABES). The
12th ABES is organized by the NIH-Korean Scientists Association (KSA), which includes speakers with in-
depth knowledge and experience in fundamental research who are always pursuing the next significant
innovation and discovery.

This year’s conference would not have been possible without the heartfelt support from organizations
such as the Embassy of the Republic of Korea, the Korea Health Industry Development Institute (KHIDI),
and the Korea Health Industry Development Institute (KPBMA). We sincerely thank all companies and
organizations providing sponsorships to make these events successful every year. Also, we thank Mr.
Jimmy Rhee, Special Secretary of the Governor's Office, who provided welcoming remarks to the 6th
KAC 2022. Lastly, we thank all speakers, organizing committees, and participants and look forward to
having a successful 6th KAC 2022 and 12th ABES.

Byung Ha Lee, Ph.D.
President, KAPAL



KAC + ABES 2022 PROGRAM

Program Chair: Youngmi Ji, Ph.D.

Thursday, November 17

5:00 - 6:00 pm Registration & Networking

Opening Remarks
KAPAL
Byung Ha Lee, Ph.D. (President, KAPAL)

Embassy of the Republic of Korea
6:00 — 6:20pm Sang-Hee Kim (Minister Counselor for Health & Welfare)

The State of Maryland
Jimmy Rhee (Special Secretary, Governor's Office,
Small, Minority & Women Business Affairs)

6:20 - 6:30 pm Group Photo

6:30—7:30 pm Dinner

Sponsor Presentation

Psomagen: Your Trusted Multiomics Partner
Su Hong, Ph.D. (CEO, Psomagen)

7:30 — 8:00 pm ISU Abxis: Pioneer in new drug development
June Park (CSO, ISU Abxis)

Passion for Health
Luke Oh, Ph.D. (VP, Samsung Bioepis)

Keynote presentation |
Moderator: Hae-Young Ahn, Ph.D., RAC

Adopting Orphan Diseases-It Take a Village
Insook Kim, Ph.D. (Team Lead, Clinical Pharmacology, CDER, FDA)

8:00—9:00 pm
Key IND-Enabling Nonclinical Studies for Rare Diseases: A Regulatory
Perspective
Yangmee Shin, Ph.D. (Pharmacologist, CDER, FDA)
Q&A
9:00 — 10:30 pm Networking & End of Day 1



Friday, November 18

8:00 - 8:20 am Registration / Breakfast

8:20-9:00 am Session 1. Company Presentation
Moderator: Eunkyung An, Ph.D.

Proteomics in Oncology Clinical Guidance
Sheeno Thyparambil, Ph.D. (mProbe)

Empowering Microbiome innovation and discovery — Take your research to the
next level
Nur A. Hasan, Ph.D., MBA (EzBiome)

Redefining Cancer Therapies
Yong H. Park, MD (MedGene Therapeutis)

9:00-9:30 am Keynote presentation Il
Moderator: Byung Ha Lee, Ph.D.

Translation of Innovation into Medicine: MyoKardia Story
June H. Lee, MD FACCP (Venture Partner, 5AM Ventures
Board Director, Cincor Pharmaceuticals, Teneya Therapeutics, GenEdit, Eledon
Therapeutics Scientific Advisory Board, Foresite Labs
Adjunct Professor, UCSF School of Medicine)

9:30-10:10 am Session 2. BioTech Support Programs
Moderator: Jongloo Lee, Ph.D.

Government Support Programs in Fairfax County
Christy Youk, BS (International Business Investment
Manager, Fairfax County Economic Development
Authority)

Accelerating Drug Discovery to Commercialization from
Korea to the U.S.

Ernesto Chanona, Ph.D. (Director of Business 10:00 — 3:00 pm

Development & Government Affairs, CSSi LifeSciences)

ABES

10:10 - 10:20 am Coffee break

10:20 -11:20 am Session 3. KHIDI USA K-Blockbuster
Moderator: Youngmi Ji, Ph.D.

Introduction of KHIDI USA K-Blockbuster Project
Soonmahn Park Ph.D. (Chief representative, KHIDI USA)




Huons Group's successful US Entry
Jay Jaemyung Choi (CEO, Huons USA)

A2B2C to Digital therapeutics (DTx)
Sean G. Kang, MD, MPH (CEO, WELT corp.)

Successful Global Partnership with the K-Blockbuster
Platform
Jung-hoon Woo, MS (CEO, BW Biomed LLC)

11:20-12:10 pm Session 4. Panel Discussion on Drug
Development Strategy

US Healthcare and Pharmaceutical Reimbursement
Systems and Impacts on Your Development Strategy

Ted Buckley, Ph.D.
Vice President, Government Affairs, Shionogi

Sarah Pitluck, MSc
Former Head/VP, Global Pricing & Reimbursement
Strategy, Spark Therapeutics, Inc.

Leo Kim, Ph.D.
Formerly the Head of Business Planning and Operations
(BPO), AstraZeneca Hematology R&D

12:10 -12:50 pm Lunch

12:50 - 2:00 pm Session 5. Entering the US Market
Moderator: Jay Park, Ph.D.

Trends in BioPharma Market and Future Perspective
Michael Kim, MBA (Director, Baird)

Beyond location, location, location
- Reshoring Best Practices

Pat Larrabee, MS (President and
Founder, FacilityLogix, LLC. and Co-founder, Rapid
Reshore & Development)

Sara Eastman, AIA, NCARB (Director, Science &
Technology, EwingCole)

Jeff Wells (Vice President, Strategy and Innovation,
Valogic, LLC.)




2:00 -3:40 pm

Session 6. Grant for US Business:

Small Business Innovation Research (SBIR)
Moderator: Cheol Lee, Ph.D.

Overview of NIH SBIR
Meena U. Rajagopal, Ph.D. (Program Officer, Office of
Strategic Alliances, NCATS, NIH)

NCI specific SBIR
Jonathan Franca-Koh, Ph.D., MBA (Program Director and
Team Leader, NCI SBIR Development Center, NIH)

NHLBI specific SBIR
Stephanie Davis, Ph.D. (Small Business Program Manager,
NHLBI, NIH)

Review process and point
Allen Richon, Ph.D. (Scientific Review Officer and
SBIR/STTR Review Coordinator, CSR, NIH)

3:40-4:00 pm

Coffee break

4:00 - 5:30 pm

Session 7. Digital Health
Moderator: Hyun Jong Kim, MBA

2023 Digital Healthcare Trend
Hyun Jong Kim (CEQ, Flann)

Evolution of PCR - Concept of Digital PCR and Its
Application
Joshua Han (OPTOLANE)

FDA’s Evolving Policy Framework for
Digital Health Products
Sung Park (FDA lawyer, Reed Smith)

3:30-5:30 pm

Career
Development
/Job fair




5:30 - 6:50 KPBMA/KHIDI Special Session
Moderator: Mark Hwang, Ph.D.

Greeting
Hee-Mok Won, Ph.D. (Chairman, KPBMA)

Regenerative medicine cellular therapy regulation and research
Kyung Eun Sung, Ph.D. (Senior Investigator, CBER, FDA)

Real-World Data and Real-World Evidence in Drug Development: The
opportunities and challenges
Joo-Yeon Lee, Ph.D. (Senior Statistical Reviewer, CDER, FDA)

NIH Grants and Funding Mechanisms
Young S. Oh, Ph.D. (Deputy Branch Chief, NHLBI, NIH)

Q&A
7:00 — 9:00 pm Dinner/Networking
9:00 —9:10 pm Closing Remarks

Soonmahn Park Ph.D. (Chief representative, KHIDI USA)



SPEAKERS

Opening Remark

Jimmy Rhee

Special Secretary,

The Governor’s Office of Maryland

Small, Minority & Women Business Affairs

Jimmy’s public service includes extensive international trade/investment and economic
development activities with direct nexus to job creation as Cabinet Secretary for Maryland
Governor, and Assistant Secretary of Commerce and Trade for Virginia Governor. Jimmy
organized and facilitated trade missions which included meetings with top Pacific Asian
political and corporate leaders, recruited international conglomerates, fostered various small business growth
programs, and implemented the "National Export Initiative and Entrepreneur Program" in conjunction with
the White House. Jimmy has direct oversight of the state's socio-economic procurement programs, sets
contracting goals, establishes best practices, and monitors their implementation across 70 state agencies
including universities, casinos, etc. Jimmy has over 20 years of private sector entrepreneurial experience in
enterprise creation, growth and change management with extensive record of directing turn-around situations
ranging from manufacturing to software companies, in addition to identifying new strategic opportunities
within the context of evolving macro factors (e.g., shifts in geopolitics, technology, monetary policies, etc.) and
connecting interdependent factors for economic strength. Jimmy has consulted various Asian conglomerates
and investment firms concerning the topography of the U.S. market and government sector, and secured
capital infusions for startups and middle market M&A deals in real estate, energy and technology sectors.
Jimmy is a highly sought-after speaker at business and community events, and serves as a board member on
numerous professional and educational civic organizations such as Harbor Bank, Salinger Business School of
Loyola University, George Mason University — Song Do, NE Maryland University Research Park, MHz Networks,
Interprise Investment, etc. He is a recipient of numerous awards from professional organizations and industry
leaders including the Korean Presidential Medal for Outstanding Korean American. Jimmy earned degrees from
Johns Hopkins University (MAS/MBA) and the University of Maryland (BS). Jimmy studied law for two years
and holds a professional certificate in sustainable energy from Stanford University Center for Development
and is a certified performance improvement coach.




Keynote Presentation |

Moderated by Hae-Young Ahn, Ph.D., RAC

Keynote #1: Adopting Orphan Diseases-It Take a Village

Insook Kim, Ph.D.
Clinical Pharmacology Team Leader, Division of Inflammation and Immune Pharmacology

(DIIP), Office of Clinical Pharmacology (OCP), Office of Translational Sciences (OTS), CDER,
FDA

Dr. Insook Kim is a clinical pharmacology team leader in the Office of Clinical
Pharmacology, FDA. Dr. Kim has 15+ years of experience in regulatory review of INDs,
NDAs, and BLAs in the areas of gastroenterology, hepatology, and inborn errors including development
programs for pediatric and rare diseases. Prior to joining FDA, Dr. Kim conducted postdoctoral research at NCI
following a Ph.D. in Pharmaceutics from the University of Michigan. Dr. Kim earned a master’s degree in
Pharmacy from Seoul National University, and a bachelor’s degree in Pharmacy from Ewha Womens University.

Abstract: There are about 7,000 known rare diseases and collectively, about 1 in 10 people (or 30 million
people) in the U.S. have a rare disease 1. The Orphan Drug Act enacted in 1983 to incentivize the development
of drugs for rare diseases played an important role to promote drug development for rare diseases and
resulted in a significant number of drug approval. Despite the progress, more than 90% of rare diseases are
still without approved treatments and drug development for rare diseases remains challenging. The speaker
will share the regulatory experiences and discuss the considerations for drug development for rare diseases.

Keynote #2: Key IND-Enabling Nonclinical Studies for Rare Diseases: A
Regulatory Perspective

Yangmee Shin, Ph.D.
Pharmacologist, US FDA

Dr. Shin received her undergraduate degree and Master of Science degree in College of
Pharmacy from Sung Kyun Kwan University in Korea. During the Master course in Sung
Kyun Kwan University, she worked as a research assistant at the Natural Products Research
Institute, Seoul National University, studying coumarins on drug metabolism. She then
received her Doctor of Philosophy degree in Pharmacology from the Ohio State University, College of
Pharmacy. During the graduate course, Dr. Shin conducted researches on the pharmacological characterization
of thromboxane and prostaglandin receptor antagonists. Following her PhD. degree, Dr. Shin completed
Visiting Fellowship and Intramural Research Training Award Fellowship from the National Institute of Diabetes
and Digestive and Kidney Diseases, National Institutes of Health. Her main research projects involved signal
transduction and molecular mechanism of natural products. She subsequently worked in the Laboratory of
Molecular Neurochemistry at the Georgetown University Medical Center, focusing on the expression and
function of dopamine receptors and nitric oxide synthases in peripheral tissues. Dr. Shin joined the Division of
Bone, Reproductive, and Urologic Products, US Food and Drug Administration, and is currently Senior
Pharmacologist in the Division of Pharmacology/Toxicology for Rare Diseases, Pediatrics, Urologic and
Reproductive Medicine.
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Abstract: Orphan drug development is a unique process with some incentives to pharmaceutical companies.
Although the drug approval process remains the same for orphan drugs, sponsors of an orphan drug are eligible
for submitting expedited approval processes such as the Fast Track, Breakthrough Therapy, Priority Review
designations, and the Accelerated Approval pathway in addition to other benefits. To file a new orphan drug
application, certain nonclinical studies are required to support the safety and efficacy of clinical trials. The
nonclinical program to support first-in-human clinical trials to approval of an orphan drug should aim the
overall clinical risk vs benefit assessment for the given product. The amounts of nonclinical data are
determined by the type of drug, clinical indication/population, rate of disease progression, proposed clinical
trial, and existing nonclinical or clinical experience. | will discuss key nonclinical studies to support the rare
disease drug development and approval process based on available guidances from a regulatory perspective.

Session |I. Company Presentation

Moderated by Eunkyung An, Ph.D.

Proteomics in Oncology Clinical Guidance

Sheeno Thyparambil, Ph.D.
Sr. Director R&D, mProbe, Inc.

Dr. Sheeno Thyparambil is a Senior Director (R&D) of mProbe Precision Oncology division.
He earned his Ph.D in Biochemistry and Molecular Biology from a joint program with FDA
and UAMS. He has deep experience (12+ years) and background in developing and deploying

clinical diagnostics products. He is the co-inventor on 29 US issued patents surrounding the
use of mass spectrometry for the development of clinical assays. His expertise lies in merging molecular

oncology, and multi-omic analysis. He is the site-head for mProbe Rockville unit (CLIA certified/CAP accredited
laboratory) where he manages a team of scientists, medical directors and Clinical and R&D staff that is
responsible for delivering the clinical report to the oncologists for informed decision making.

Abstract: Majority of molecularly targeted therapies are directed towards the proteins; hence it is crucial to
quantify proteins for personalized oncology decisions. Our targeted proteomics approach, which is run in a
CLIA certified, CAP accredited laboratory has quantified from thousands of patients from 2-3 sections of FFPE
samples. These include biomarkers (sensitivity or resistance) for clinical guidance of the use of antibody-drug
conjugate (ADC), chemotherapy, immunotherapy and targeted therapy. Biomarkers for chemotherapy include
ERCC1, TUBB3, TOPO1, TOPO2A, hENT1 etc. Targeted/I0 therapy biomarkers include EGFR, HER2, HER3, cMET,
Trop2, PD-L1 etc. We will present clinical validation data from retrospective clinical trials and also results from
recent prospective clinical trials. Additionally, case reports of where proteomics was used for clinical guidance
will also be presented.
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Empowering Microbiome innovation and discovery — Take your research to the
next level

Nur A. Hasan, Ph.D., MBA
President and CEO, EzBiome Inc., USA.

Dr. Nur A Hasan is a molecular microbiologist with subject matter expertise in microbial

j genomics, microbiome, bioinformatics, and molecular ecology. Dr. Hasan received Ph.D. in
Genomlcs and M.B.A in Marketing. Before joining EzBiome, Dr. Hasan was the Chief Scientific Officer at
CosmosID Inc, and an Adjunct Professor at the Center for Bioinformatics and Computational Biology at the
University of Maryland College Park. Dr. Hasan has professionally served on various prestigious advisory
committees (i.e., WHO Expert Panel, ASM NGS Coalition, etc.) and served on the editorial board of multiple
prestigious scientific journals.

Abstract: EzBiome is a microbiome company specializing in precision taxonomy, curated databases, and curing-
edge genomic intelligence. Our mission is to elevate and transform microbiome discovery aid in developing
the next generation of biopharmaceuticals for microbiomerelated diseases. We use precision taxonomy and
the world's largest curated reference databases to build class-leading bioinformatics, allowing for accelerated
discovery and development of promising candidates for treating diseases.

Redefining Cancer Therapies

Yong H. Park, MD.
CEO, MedGene Therapeutics

Dr. Park, CEO at MEDGENE, has focused on developing clinical applications of autologous
cell therapy (Stem cells, Cytotoxic T cells) for over 20 years. Previously he had been in the
clinical field for more than 20 years as a Board-certified Orthopedic Surgeon in South
Korea. He is currently a member of the American Academy of Orthopedic Surgeons, Korean Orthopedic
Association, ASCO, and Korean Bone and Joint Tumor Society.

Abstract: MedGene Therapeutics is a Cell Therapy (T cell reprogramming) company based in Maryland, USA.
T-cell exhaustion problems during the CAR-T/ TCR/ TIL/ CPI therapy will eventually be prevented by our RIV-8
technology. Even the terminally exhausted T cells could be reinvigorated by our RIV-8 platform (GAME
CHANGER!!). And with another platform, PBL-T (Neo Ag targeting T cells from peripheral blood), we are
focused on developing the product for the treatment of solid tumors -- rare, orphan, high unmet need.

12



Keynote Presentation Il

Moderated by Byung Ha Lee, Ph.D.

Keynote: Translation of Innovation into Medicine: MyoKardia Story

June H. Lee, MD FACCP

Venture Partner, 5AM Ventures

Board Director, Cincor Pharmaceuticals, Teneya Therapeutics, GenEdit and Eledon
Therapeutics

Scientific Advisory Board, Foresite Labs

Adjunct Professor, UCSF School of Medicine

June H. Lee, MD FACCP joined 5AM as a Venture Partner in 2022. Dr. Lee is a physician-scientist with over 20
years in the biotechnology and pharmaceutical industry. Most recently, she was Founder and CEO of Esker
Therapeutics. She previously served as Executive Vice President, Chief Development Officer and Chief
Operating Officer of MyoKardia where she built and led a world-class development organization that was
acquired by Bristol Myers Squibb for $13.1 billion in November 2020. The lead program at MyoKardia,
mavacamten, was recently approved by the FDA for use in obstructive hypertrophic cardiomyopathy patients
as the first precision therapy in this indication.

Prior to MyoKardia, Dr. Lee was Professor of Medicine at UCSF School of Medicine, where she served as
Director of Translational Research and built the Catalyst Program, an internal accelerator for early-stage
technologies. As the therapeutic area head at Genentech, Dr. Lee led early clinical development programs in
cardiovascular and metabolic diseases, infectious diseases, and respiratory diseases.

Dr. Lee serves on numerous boards in the healthcare industry including the Advisory Board for Johns Hopkins
University Center for Therapeutic Translation, the Board of Directors for Tenaya Therapeutics, CinCor Pharma,
Eledon Pharmaceuticals Inc. and GenEdit, and is a member of the Scientific Advisory Board for Foresite Labs.
She is also Adjunct Professor at UCSF School of Medicine. Dr. Lee received her undergraduate degree in
chemistry at the Johns Hopkins University, earned her medical degree at the School of Medicine at University
of California, Davis, and completed her clinical training in internal medicine and pulmonary and critical care at
UCLA and UCSF. Dr. Lee is based in the San Francisco, CA office.

Session 2. BioTech Support Programs

Moderated by Jongloo Lee, Ph.D.

Government Support Programs in Fairfax County

Christy Youk, BS
International Business Investment Manager, Fairfax County Economic Development
Authority

4 Christy Youk is an International Business Investment Manager at Fairfax County Economic
Development Authority, helping Korean technology companies to expand their business in the United
States. She provides business consulting, advising Korean companies with market entry readiness, real estate
intelligence, communications with media outreach, and connections to local businesses. With her IT Sales
background, Christy advises Korean companies on sales and marketing strategy in the US market.
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Abstract:
e Why Fairfax County
Local Incubators
Tax Incentives for relocation
Export program
HR Incentives
Career Fairs
Fairfax County Economic Development Authority Services

Accelerating Drug Discovery to Commercialization from Korea to the U.S.

Ernesto Chanona, Ph.D.
Director, Business Development & Government Affairs, CSSi LifeSciences; Adjunct
Professor, Johns Hopkins University

Ernesto Chanona, PhD, currently leads the business development and government affairs
J division of CSSi LifeSciences; a global biotechnology consultancy and CRO. He works with
emerging Korean pharmaceutical and medical device companies to support their US market entry through
investor relations, FDA approval, and strategic partnerships. He was invited by KOTRA to speak at the Global
Bio & Pharma Plaza 2022 and will return to Seoul from Nov. 28™ through Dec. 3™ to speak at the Bio Incheon
Global Confex. On his spare time, Ernesto sits on the Board of the American Red Cross and serves as an
Adjunct Professor at the Johns Hopkins University.

Abstract: In 2020, Korean pharmaceutical exports to Germany ($19.1B USD) were greater than twice the
amount to the United States ($8.8B USD), even though the US poses a greater market opportunity for Korean
companies. One of the main drivers of this disparity is the perception of the regulatory approval process
posed by the US FDA and the dearth of Korea-based support for US FDA applications. In addition, emerging
companies often struggle to understand that approaching the regulatory audience is unlike communicating
with other stakeholders like academic collaborators, investors, and strategic partners. Therefore, the
development of a regulatory thesis is a necessary, strategic method to communicate effectively with the US
FDA, ensuring a smooth and untroubled journey to US market entry.
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Session 3. KHIDI USA K-Blockbuster

Moderated by Youngmi Ji, Ph.D.

K-Blockbuster Project

Soonmahn Park Ph.D.
Chief representative, KHIDI USA

N Dr. Soon-Man Park has been working as a head of the US branch of the Korea Health
". Industry Development Institute since March 2021 and he is currently playing a role in
supporting the advancement of Korean health industry into the American market. When he

was working in the headquarters in Korea, he mainly planned and supervised the medical device industry
policy, institution research, and business support business. He got his PhD in Bio-medical Engineering from

Yonsei University and worked as a policy advisor at the Ministry of Health and Welfare and the Ministry of
Food and Drug Safety.

Abstract: KHIDI USA is working on the project called “K-Blockbuster Support for American Advancement”,
which helps Korean pharmaceutical and bio companies enter into the United States smoothly. Also we are in
progress with the following plans so that Korean new drugs can become blockbuster products in the global
market such as 1) Mentoring with local professional consulting companies, 2) networking through seminars or
technical forums, and 3) Providing information about the US market trend and federal regulations.

Huons Group's successful US Entry

Jay Jaemyung Choi
CEO, Huons USA

Jay Choi is CEO at Huons USA. He received BS from Sogang University's Department of
Business Administration; Received Master of Business Administration (MBA) from George
Washington University. He served as the Head of the Treasury Department at SK's Hong
Kong branch and served as the CEO of a bio-venture ISTECH's U.S.

Later he led overseas operations for Sigma Koki, a global manufacturer of photonics solutions, in Japan and
Taiwan and then moved to OptoSigma Corporation. He served as Chief Operating Officer (COO). He joined as
Huons USA CEO in 2021.

Abstract: Today marks the 57th year since Huons Group's entry into the pharmaceuticals market. Since
then, Huons Group has followed a consistently strong growth trajectory, quickly becoming a leading
injectables-specialty company, particularly with the successful launch of dental anesthesia “Lidocaine” in 1979.
This product has also received strong local-market reception due to successful localization strategies. Huons
entered the KOSDAQ market in 2006, and in 2016, transformed into Huons Global, the holding company.
Currently, it is growing as a global healthcare company, conducting business across all major areas of
healthcare, including pharmaceuticals, aesthetics, medical devices, and health functional foods. As a group
with annual sales of $650M, we have maintained steady annual growth of 10% year-over-year, despite long-
term global recessionary forces. Hallmarks of our continued high-growth include world-class ratings of our
injectables & eye drop manufacturing lines as well as rapid expansion of influence & adoption in new business
fields such as medical devices and health functional foods. Huons USA, a subsidiary of Huons Global that was

15



only recently established during the COVID-19 Pandemic, saw strong sales & partnership activity from the
outset, quickly becoming one of the leading injectable suppliers in the US pharmaceuticals industry, with more
growth prospects to come. Since moving to Boston CIC, we have been participating in various bio-industry
events & conferences and will continue to focus on networking with key stakeholders in the Academic,
Bioventures & Financial industries in order to co-create additional growth opportunities.

A2B2C to Digital therapeutics (DTx)

Sean (Sungjee) Kang, MD, MPH
CEO, WELT corp.

Dr. Sean Kang is CEO of WELT corp., the company spun out from SAMSUNG in 2016. Before
Sean found the company, he worked at SAMSUNG electronics for digital
healthcare strategy. Sean also served as public health doctor at The Ministry of Health

& Welfare to take charge of digital health policy. Sean was nominated on Forbes several times as 2030 Power
Leader and Digital Therapy leader.

Abstract: Insomnia Digital Therapeutics is one of the most popular pipelines in DTx. That is why WELT focuses
on three keywords to make core competency. Digital biomarker, Decentralized Clinical Trial and Real World
Evidence. WELT's insomnia DTx is collecting data through several digital biomarkers. So every process of
treatment can be done fully remote. That is DCT. To go to the US market, WELT builds RWE and presents it
from academia. RWE for short-term prediction and early alarm will be the key success factor.

Successful Global Partnership with the K-Blockbuster Platform

Jung-hoon Woo, MS
CEO, BW Biomed LLC

. Mr. Woo is also CEO of BW Partners in Korea, Co-founder of Bluzen Partners, Advisor of
? Korea Doctor Preneur, and Board Member of KITEE (Korean-American Innovative
Technology Engineers and Entrepreneurs). He was a Head of Seoul Biohub, Director General
of KHIDI USA, Director General of KHIDI Singapore, BD Team Leader of Handok Pharma, Vice Chairman of
KOCHAM (Korea Chamber of Commerce and Industry in USA). Mr. Woo holds a Master’s in Occupational
Health and Safety and a bachelor in Chemical Engineering from West Virginia University.

Abstract: Many Korean biopharmaceutical companies are making great efforts to advance into the US,
the largest market in the world. However, there are many challenges to overcome to enter the unfamiliar
and competitive US market. So, the various partnerships are essential for this long journey from
preclinical and clinical trials to registration and commercialization. For these Korean bio-pharma
companies, BW Biomed as an official consultant is promoting an effective and successful global partnership
in the US by utilizing the K-Blockbuster project carried out by Ministry of Health and Welfare in Korea and
KHIDI (Korea Health Industry Development Institute).
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Session 4. Panel Discussion: Drug Development Strategy

Moderated by Leo Kim, Ph.D.

Topic: US Healthcare and Pharmaceutical Reimbursement Systems and Impacts on Your
Development Strategy

Ted Buckley, Ph.D.
Vice President, Government Affairs, Shionogi

With two decades of experience Ted brings a unique combination of data analytics,
strategy insight, and policy prowess to the table. As a Health Care executive, he combines
economic analysis with business strategy to drive bottom line impact and growth. He has
driven policy changes at both start-ups and established companies that positively
impacted both the company and its external stakeholders including patients.

Abstract: US Healthcare System and drug coverage are notorious in their complexity and opacity, and the
pricing and reimbursement mechanisms largely remain mysteries to Korean pharmaceutical innovators despite
the defining impact on the clinical development strategy and eventual commercial success. In this session,
panelists will review the structure and funding of the US insurance systems based on publicly available
information (no proprietary or author-specific presentation), pricing and reimbursement mechanisms,
including various market access tools such as formulary tiering, rebate, and prior authorization. Panelists will
also discuss how drug innovators should incorporate the US market access insights in their drug Target Product
Profiles (TPP), and establish evidence-gathering strategy beyond the FDA/EMA approvals for successful market
access and financial return on investment, followed by Q& A session.

Sarah Pitluck, MSc
Former Head/VP, Global Pricing & Reimbursement Strategy, Spark Therapeutics, Inc.

Ms. Pitluck has focused the past 20 years of her career on global healthcare access issues
including pricing and reimbursement (P&R) strategy, public policy, market access, and
patient advocacy for new biotechnology products. Most recently, she was VP and Head of
Global P&R at Spark Therapeutics where she priced the first FDA-approved gene therapy for a genetic
disease, LUXTURNA®, and led the roll-out of Spark’s unique alternate payment options and outcomes-
based arrangements. Prior to Spark, she was the Executive Director for Global P&R at Alexion
Pharmaceuticals, leading all global reimbursement dossier preparation and negotiations. She also has
worked at Genentech and two healthcare consulting companies focusing on policy and reimbursement
analyses for a variety of pharmaceutical, biotechnology, and medical device products.

Abstract: US Healthcare System and drug coverage are notorious in their complexity and opacity, and the
pricing and reimbursement mechanisms largely remain mysteries to Korean pharmaceutical innovators
despite the defining impact on the clinical development strategy and eventual commercial success. In this
session, panelists will review the structure and funding of the US insurance systems based on publicly
available information (no proprietary or author-specific presentation), pricing and reimbursement
mechanisms, including various market access tools such as formulary tiering, rebate, and prior
authorization. Panelists will also discuss how drug innovators should incorporate the US market access
insights in their drug Target Product Profiles (TPP), and establish evidence-gathering strategy beyond the
FDA/EMA approvals for successful market access and financial return on investment, followed by Q& A
session.
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Moderator: Leo Kim, Ph.D.
Formerly the Head of Business Planning and Operations (BPO), AstraZeneca Hematology R&D

Leo is a seasoned operator with requisite experiences of over 12 years in drug R&D, strategy,
corporate operations, healthcare policy and market access. A neuroscientist by training from
the University of Pennsylvania, Leo was trained at McKinsey & Company, and worked as a
Chief of Staff at Baxter and later Baxalta spin-off. More recently, Leo served as a Director of
Value Strategy & Evidence in AstraZeneca to harness the power of clinical outcomes and payer data, and as
the Head of Business Planning and Operations with responsibilities to grow and govern the team of +150
innovators. Outside work, Leo served as a Board member for the Night Ministry, a Chicago non-profit
organization and was appointed by the Governor to the Virginia Board for the Blind and Vision Impaired, where
he oversaw the $6M endowment fund.

Session 5. Panel Discussion: Entering the US Market

Moderated by Jay Park, Ph.D.

Topic #1: Trends in BioPharma Market and Future Perspective

Description: This interactive panel discussion will help the audience understand the current investment market
in biopharma in the United States at a view of investment bank, BAIRD. The audience will get insights how to
prepare for a capital raising in the global market for the next couple of months or years.

Michael Kim, MBA
Investment Banker, Director, Baird

Michael Kim is a Director and co-leads the biotechnology group within Baird’s Global

Investment Banking Group. During his investment banking career, Michael has completed

over 80 transactions, including public and private equity financings, buyside and sellside

M&As, and strategic alternatives. Prior to joining Baird, Michael was a researcher in the

“~ Viral Pathogenesis and Evolution Section at NIAID. Michael received his degrees from
Cornell University and the University of Virginia.

Topic #2: Beyond location, location, location- Reshoring Best Practices

Description: This interactive panel discussion is ideal for companies seeking Best Practices in establishing new
life science or raw material manufacturing facilities in the US. Rapid Reshore & Development, established in
response to changes wrought by the pandemic in the fall of 2020, is an alliance of Subject Matter Experts who
have joined to offer an alternative to the current facility development model. Our panel of best-in-class
professionals is drawn from four separate firms with the common goal of achieving business objectives while
optimizing decision making and speed to market. Our delivery approach represents an evolution from
transaction-driven service models to a fiduciary focus on the full range of client needs, integrating an inter-
disciplinary team customized for each project.

Whether your firm is reshoring manufacturing to the US or establishing US operations for the first time, this
topic cuts beyond all the marketing noise and offers real time strategic and tactical know-how.
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Methodology: The moderator will guide this panel of experts through the hypothetical establishment of a
new US manufacturing facility. Through an interactive discussion modeled after actual Project Working
Sessions, the panel will develop “Reverso Biotech’s” project charter and establish a roadmap to achieve
compliant product production. The moderator will engage the audience to gather input typically provided
by supply chain and logistics, environmental health and safety, operational technologies, and other support
professionals as stand-ins to help define and guide “Reverso Biotech’s” Project.

Panel 1 and Moderator:
Pat Larrabee, MS
President and Founder, FacilityLogix, LLC. and Co-founder, Rapid Reshore & Development

Pat uses her knowledge of science, compliance, and construction to help life science and
manufacturing clients align their facility needs directly with their business plan. Pat
applies her technical end-user knowledge to facility-related needs throughout the
industry. She routinely advises developers, institutions, and companies across the United
States and manages their facility expansion and implementation programs. Through her more than 30 years
of experience, Pat spearheads accelerated schedules while maintaining control of significant capital
expenditures, bringing a SWAT team mentality to the facility development and implementation process.

Pat holds an MS in Biotechnology Management, University of Maryland Global Campus and earned her BA in
Biology from the University of Vermont. Pat has held national Board Level positions with Women In Bio and
Seeding Labs and devotes much of her time to the mentorship of minorities at the intersection of the life
science, commercial real estate, and construction industries. Pull planning will begin with the end in mind,
working backwards from the compliant product run date and implementing Lean concepts throughout the
manufacturing facility delivery and turnover process.

Panel 2:
Sara Eastman, AIA, NCARB
Director, Science & Technology, EwingCole

Sara is an architect with 20 years of experience in programming, planning, and managing
major projects through all phases of design and construction. As a director and laboratory
n planner in the Science & Technology practice, she is motivated to create beautiful spaces
for people who work in the scientific field, inspiring collaboration and creativity for breakthrough
advancements in the industry.Sara plans complex projects for clinical and research labs and coordinates with
large multifunctional teams across the firm’s offices. Her specialty is the detailed planning and programming
of specialized laboratory spaces including equipment and casework layouts, utility requirements, and room
finishes. Sara holds a Bachelor of Architecture degree from Philadelphia University and is a member of the
Clinical Laboratory Management Association and the American Association of Blood Banks.

Sara is a Board Member of the Philadelphia Chapter of Professional Women in Construction.
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Panel 3:
Jeff Wells
Vice President, Strategy and Innovation, Valogic, LLC.

Jeff continues to provide pragmatic operations strategy and compliance advice to clients
in addition to playing a key role in driving VaLogic strategy and growth for the past 5 years.
Prior to joining Valogic, Jeff held various quality management positions specializing in
building and running quality systems required to support

commercialization of new products at small and large firms. Product development experience includes AAV-
based gene therapy, bacteriophage, and several vaccines for polio, smallpox, anthrax, and pandemic influenza.
In a management consulting capacity, Jeff has advised clients in key focus areas including: design of new
facilities/laboratories, optimization of vaccine portfolios, implementing product development tools, optimizing
medical device R&D organizations, integrating autonomous large biopharma quality divisions, to remediating
deficiencies in quality systems/culture at two separate medical device companies under consent decree with
the FDA.

Jeff holds a Master’s in Business Administration from the University of Maryland and a Bachelor of Science in
Biochemistry from Texas Tech University.

Session 6. Grant for US Business: Small Business Innovation Research (SBIR)

Moderated by Cheol Lee, Ph.D.

Overview of NIH SBIR

Meena Rajagopal, Ph.D.
Program Officer, Office of Strategic Alliances, NCATS, NIH

Dr. Meena Rajagopal is a program officer in NCATS’ Office of Strategic Alliances, where
she manages a portfolio of Small Business Innovation Research (SBIR) and Small Business
Technology Transfer Research (STTR) grants and contracts. In this role, she is involved in
SBIR/STTR outreach activities and serves as an alternate member of the NCATS Small Business Programs
Management Committee.

Meena is an experienced translational research scientist and has worked in academia and several research
institute laboratories in the Washington, D.C., metropolitan area. Before joining NCATS, Meena was a scientist
at the NIH Clinical Center and carried out translational proteomics research in partnership with investigators
at Tulane University. Prior to working at the Clinical Center, she was a research specialist at Georgetown
University, where she coordinated various metabolomics research projects at the metabolomics facility within
the Lombardi Comprehensive Cancer Center. Meena received both her Master of Science and doctorate in
chemistry from the University of Kentucky and completed her postdoctoral fellowship at the Children’s
National Medical Center in Washington, D.C.

Abstract: NCATS works to transform the translational science process so that new prevention, detection and
treatment technologies can be delivered to patients faster. Through its SBIR and STTR programs, NCATS fosters
small business participation in research and development (R&D) as well as private-sector technology
commercialization. These programs are engines of innovation, offering grants, contracts and technical
assistance to small businesses and research organizations. The webinar will provide an overview about the
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Small Business Innovation Research and Small Business Technology Transfer (SBIR/STTR) Programs for
researchers and entrepreneurs from underrepresented groups. Learn more about non-dilutive Small
Business Innovation Research and Small Business Technology Transfer (SBIR/STTR) funding and resources to
help small businesses advance and commercialize promising technologies. You will learn about tips for
submitting a successful application, upcoming funding opportunities and other diverse resources and
programs, including the Applicant Assistance Program (AAP), and the Diversity Supplement Program.

NCI specific SBIR

Jonathan Franca-Koh, Ph.D., MBA
Program Director and Team Leader, NCI SBIR Development Center

Dr. Jonathan Franca-Koh is a Team Leader and Program Director at the National Cancer
Institute's Small Business Innovation Research (SBIR) Development Center. Jonathan
manages SBIR and STTR grants and contracts with a focus on cancer

therapeutics and novel tools for research and drug discovery. He provides oversight throughout the award
period and mentors small business applicants and awardees in developing their technology goals and
commercialization strategy.

Abstract: The Federal Small Business Innovation Research (SBIR) and Small Business Technology Transfer
(STTR) programs are a critical source of non-dilutive financing for early-stage companies. The National Cancer
Institute’s SBIR Development Center provides over $180M in funding to support the development of innovative
cancer related technologies from new therapeutics, to health IT, and everything in between. This presentation
will cover NCI SBIR and STTR funding opportunities and programs to support innovators working towards the
NCI’s goal of improving the diagnosis, treatment and prevention of cancer.

NHLBI specific SBIR

Stephanie Davis, Ph.D.
Small Business Program Manager, NHLBI

Stephanie received her B.S. in Biochemistry and Molecular Biology in 2012 from Florida
Southern College. She received her M.S. in Medical Sciences (2015) and her Ph.D. in
Molecular Pharmacology (2016) from the University of South Florida.

Stephanie was a postdoctoral scholar at the University of Kentucky in the Department of Neurology. In addition
to her postdoctoral appointment, she also interned part-time with the UK Office of Technology
Commercialization from January to July 2019. Before joining the Innovation Office, Stephanie was selected for
the 2019-2020 Executive Branch AAAS Science and Technology Policy Fellows Program, where she served as a
Program Manager in the National Institute on Aging Office of Small Business Research. Since 2020, she has
worked in the National Heart Lung and Blood Institute (NHLBI) Office of Translational Alliances and
Coordination (OTAC) where she oversees the $120M+ SBIR/STTR grant programs.

Abstract: The Small Business Innovation Research (SBIR) and Small Business Technology Transfer (STTR),
collectively the Small Business Programs, are also known as America’s Seed Fund. By setting aside more than
$1.2 billion from its Research & Development Funding specifically for our Small Business Programs, the NIH
provides support to early stage small businesses throughout the nation. Many companies leverage NIH funding
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to attract the partners and investors needed to take an innovation to market. We focus on a variety of high-
impact technologies ranging from research tools, diagnostics, digital health, drugs, medical devices, and others.
Dr. Stephanie Davis, the Small Business Program Officer at the National Heart Lung and Blood Institute (NHLBI),
will provide an overview of funding opportunities and resources that academic innovators may use to bring
their heart, lung, blood, and sleep-related technologies from the bench to the bedside.

Review process and point

Allen B. Richon, Ph.D.
Scientific Review Officer and SBIR/STTR Review Coordinator
Center for Scientific Review (CSR), National Institutes of Health

Dr. Allen Richon began his career in drug discovery and development at Ciba-Geigy
i Pharmaceuticals, where he was a medicinal and computational chemist with research
interests in cardiovascular and metabolic diseases. He also led the development of research information
systems as a senior manager at Ciba-Geigy and subsequently at Glaxo Pharmaceuticals. Dr. Richon also held
the positions of business development officer at MetaPhore Pharmaceuticals and CEO LeadScope, Inc. During
his 14-year tenure at CSR, Dr. Richon has organized and managed the review of a wide range of grant
mechanisms including SBIR/STTRs, Research Centers, Data Hubs, Shared Instrumentation, International
mHealth and other RFAs.

Abstract: Attempting to understand the Small Business Innovative Research (SBIR) review process as a
beginner can be a difficult task. It is hard to grasp the steps involved in the review session, as each of the nearly
6,000 applications reviewed each year is different. Knowing where your score came from and what it means
can help you build a better revision or future application. This presentation will outline the basic review process
and teach you what reviewers look for in an SBIR/STTR application.

Session 7. Digital Health
Moderated by Hyun Jong Kim, MBA

2023 Digital Healthcare Trend

Hyun Jong Kim, MBA
Chief Executive Officer, Flann Corp
e President, KAPAL CA
\/ Managing Partner, Parliament Venture Capital |
‘ '\ . Kim Hyun Jong is the CEO of Flann, a consulting firm that provides consulting for
Korean bio-tech companies to advance into the US healthcare market. Currently as the president of KAPAL CA,
and previously as C.E.O of a diagnostic company, Mr. Kim has expanded his healthcare network in the US, and
built extensive experience in the US healthcare value chain, business development, investment, and FDA

regulations. Through these experiences, he is participating as a committee member of the Korean government
bio-investment fund.

Abstract: Over past couple of years we have seen many healthcare industries changes, most often created out
of necessity as we struggled to deal with the Covid 19 pandemic. As we move through 2022 and into 2023,
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some of these trends will continue for the short term, while others will likely be around for a long while. In the
digital healthcare, virtual reality, artificial intelligence, augmented reality, and machine learning are expected
to be all healthcare technology trends that are going to play a vital role across the healthcare system in 2023.

Evolution of PCR - Concept of Digital PCR and Its Application

Joshua (Seungok) Han
Team leader / Business Development
OPTOLANE Technologies, Inc.

N ‘ Joshua (Seungok) Han majored in Genetic engineering, Biological Sciences and

- - Biotechnology at Chonnam National University, Korea. Joshua leads the OPTOLANE’s
business development, global sales, and marketing with his experience of 14 years for developing
opportunities for business growth and optimizing marketing strategies. From immuno-diagnostics to molecular
market, Joshua has a comprehensive market experience to implement business plan and establish effective
networks.

Abstract: PCR (Polymer Chain Reaction) is leading the growth of the IVD (In Vitro Diagnostic) market with rapid
technology innovation. Digital PCR is expected to satisfy new demands such as precision diagnosis in today's
changing medical paradigm. Optolane has created highly innovative, commercially available systems offer
state-of-art PCR combined with an unparalleled combination of sensitivity, speed, flexibility, simplicity, and
highly competitive price. During the presentation, you will have better understanding of our new PCR functions
and its advantage when used diverse area, including research, diagnosis, and many other businesses.

FDA’s Evolving Regulatory Framework for Digital Health Products

Sung Park
Attorney, Reed Smith LLP

Sung provides enforcement, regulatory, and transactional counsel to FDA-regulated
companies in developing, distributing, and marketing FDA-regulated products and in
particular, digital health products and solutions. Sung is experienced in designing
regulatory routes for drug, medical device, and digital health products; reviewing product promotional
materials; assisting with recalls and market withdrawals if needed; and working with FDA district offices and
headquarters to minimize potential regulatory risk and to ensure that clients can successfully launch and
market their products in the United States. Sung also conducts due diligence and represents the clients’
interest from an FDA regulatory perspective during M&A, IPO, and other transactions.

Abstract: FDA’s regulation of digital health products is continuously evolving to ensure safe and effective
products for patients, healthcare professionals, and caregivers, while fostering an environment that
encourages innovation for the industry. FDA recently released final guidance for Clinical Decision Support
software, updated a number of other relevant guidance documents relating to digital health, and provided an
update regarding its Digital Health Software Precertification Pilot Program. Sung will provide an overview of
FDA’s current regulatory framework, and discuss what the companies should be thinking about in this
constantly changing and evolving environment.
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NIH-KSA Session: Career Development

Alice Ku, MS, MBA, PMP
Programming Chair, Interim Chapter Vice Chair, Women In Bio: Capital Region; Associate
Director, Global Project and Portfolio Management, AstraZeneca.

Alice has over 10 years of experience in the biotech/pharmaceutical industry, spanning
from manufacturing, product development, and drug development. She currently
manages late stage oncology projects within AstraZeneca, leading teams through multi-
: million dollar investment decisions and pivotal data readouts. She joined Women In Bio
(WIB) as a volunteer at the local Capital Region chapter and then joined the National team, providing
communication leadership to all WIB chapters. She currently serves as the Chapter Programming Chair, where
she leads event planning with her team. She is also currently the interim Chapter Vice Chair, providing support
across the chapter.

Abstract: With over 14 chapters across North America, the nonprofit Women In Bio (WIB) strives to provide
women with the opportunity to develop their leadership skills and explore opportunities that enable women
to reach their maximum potential throughout every stage of their careers. From offerings such as dedicated
mentorship groups, to personal development sessions, to networking events, the Capital Region chapter of
WIB aims to provide a continuity of support for women in the life sciences. Alice will provide an overview of
the mission and opportunities offered by the local chapter, as well as share benefits of joining the organization.

KPBMA/KHIDI Special Session
Moderated by Mark Hwang, Ph.D.

Hee-Mok Won, Ph.D.

Chairman, KPBMA

Invited Professor, College of Pharmacy, Seoul National University
Visiting Professor, College of Pharmacy, Yonsei University

CEOQ, Sharing Campaign Headquarters for Senior Citizen

‘ Dr. Hee-Mok Won has been the Chairman and C.E.O of Korea Pharmaceutical and Bio-
3 Pharma Manufacturers Association since March 2017. Based on his Thorough
Knowledge and in-depth experience in the field of health care policy and academia, Dr. Won has been one of
the international leaders in the health and pharmaceutical industry whose pivotal role has contributed to the
domestic pharmaceutical industry's advancement into the global market. Since 2004, Dr. Won had served for
Korean pharmaceutical sphere beginning as Chairman of the Korean Pharmaceutical Association. Between
2008 and 2012, Dr. Won served as a member of the 18th National Assembly. During his term in the National
Assembly, Dr. Won proposed and passed the “Special Act on Fostering and Support of Pharmaceutical
Industry” in order to promote Korean pharmaceutical industry and was given various awards for his excellent
service including Moran Medal, Order of Civil Merit. Dr. Won also put focus on writing books in order to share
his valuable experiences with Korean people. The titles are: “Every Day | Am Reborn”, “For New and Better
Start”.

24



Regenerative medicine cellular therapy regulation and research

Kyung Eun Sung, Ph.D.
Senior Investigator, Division of Cellular and Gene Therapies, Office of Tissues and Advanced
Therapies, Center for Biologics Evaluation and Research, US Food and Drug Administration

Dr. Kyung Sung is a Senior Investigator in the Cellular and Tissue Therapies Branch, Division
of Cellular and Gene Therapies in the Office of Tissues and Advanced Therapies, CBER/FDA.
Her research focuses on developing new quantitative assays using microphysiological systems to study the
impact of interactions between living cells and biomaterials used in the manufacture and characterization of
regenerative medicine cellular products. She received her Ph.D. in Chemical Engineering from the University
of Michigan, Ann Arbor and did her postdoctoral training at the University of Wisconsin, Madison. She also
worked as a patent examiner in Biotechnology at the US Patent and Trademark Office before she joined the
FDA in 2015.

Abstract: According to the 21st Century Cures Act, products eligible for Regenerative Medicine Advanced
Therapy (RMAT) designation include cellular therapies, therapeutic tissue-engineered products, human cell
and tissue products, and any combination products containing such therapies or products. Due to their ability
to undergo lineage-specific differentiation, Multipotent Stromal Cells (MSCs) and Induced Pluripotent Stem
Cells (iPSCs) are popular sources for producing RMAT products. However, there is a lack of reliable and
consistent markers that can predict the safety and efficacy of such cell-based products for their successful
clinical translation. This presentation will provide an overview of regenerative medicine cellular product
regulations as well as current challenges in evaluating the safety and effectiveness of cellular products.

Real-World Data and Real-World Evidence in Drug Development:
The opportunities and challenges

Joo-Yeon Lee, PhD
Senior Statistical Reviewer, CDER, FDA

Joo-Yeon Lee, Ph.D is a senior statistician in the Center for Drug Evaluation and Research at
i #3%  the FDA. She has received a B.S in statistics from Ewha Womans University, M.A and Ph.D
in Biostatistics from Brown University.

Since joining FDA in 2007, Dr. Lee has been working as a statistical reviewer for new drug applications and
post-market drug safety studies. Dr. Lee has been participating in many working groups and guidance
publications on real-world data (RWD) and real-world evidence (RWE) at the FDA. In addition, Dr. Lee has been
played major role in FDA-led research projects. Dr. Lee has provided short courses on statistical methods for
analyses of RWD at numerous places such as DIA/FDA Biostatistics Industry and Regulator Forum and ASA
Biopharmaceutical section regulatory-industry statistics workshop. Currently, Dr. Lee has main interest in the
causal inference in observational studies, especially methods for sensitivity analysis for unmeasured
confounder(s) and is an active member of quantitative bias analysis working group and serves as FDA statistical
collaborator of FDA-funded projects that aims to evaluate methods for assessment of potential for bias due to
uncontrolled confounding.

Abstract: Real-world data (RWD) and real-world evidence (RWE), which have been increasingly used within
the healthcare system for a variety of purposes, previously had limited utility in drug development as data and
evidence from traditional randomized trials are deemed to be gold standard to determine the drug efficacy.
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However, under the 21st Century Cures Act (Cures Act) signed into law on December 13, 2016, the Food and
Drug Administration (FDA) is directed to develop a program to evaluate how RWE can potentially be used to
support approval of new indications for approved drugs or to support/satisfy post-approval study
requirements. This brings new opportunities to drug developments.

This presentation will start with general overview of Real-World Data and Real-World Evidence in drug
development and introduction to observational studies and causal inference. The opportunities and challenges
with RWD/RWE will be discussed from multiple aspects including data quality, study design and statistical
methods. At the end of presentation, case studies will be presented.

NIH Grants and Funding Mechanisms

Young Suk Oh, PhD

Deputy Branch Chief, Vascular Biology and Hypertension Branch

Division of Cardiovascular Sciences, National Heart, Lung, and Blood Institute (NHLBI),
National Institutes of Health (NIH)

. ,.
‘\1‘.
! Dr. Oh is Deputy Branch Chief of Vascular Biology and Hypertension Branch in the Division

of Cardiovascular Sciences at NHLBI, NIH. Young received his BS from Chung-Ang University, Seoul, Korea; MS
from the California State University, East Bay; and PhD in Physiology and Biophysics from the University of
Alabama at Birmingham (UAB) in 1992. He finished his postdoctoral training at Yale University. Young was
recruited as an Assistant Professor of Medicine at UAB where he held a joint appointment in the Department
of Neurobiology. Young joined the NIH in 2002. He has a long relationship with the NIH: from grantee, grant
reviewer, intramural scientist, and extramural scientist.

Abstract: The National Institutes of Health (NIH), a part of the U.S. Department of Health and Human Services,
is the nation’s medical research agency - making important discoveries that improve health and save lives. The
NIH is the largest funding source for biomedical research in the world with its annual budget of $45 billion in
2022. The NIH is made up of 27 different components called Institutes and Centers, and each has its own
specific research agenda, often focusing on particular diseases or body systems. In this talk, | will go over NIH
grant administration process and funding mechanisms.
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CONFERENCE ORGANIZERS

Byung Ha Lee, Ph.D.
President, KAPAL

SVP & Chief Scientific Officer, R&D, NeolmmuneTech, Inc.

Previously worked as Senior manager, Corporate Development, Genexine, Inc. Worked
as IRTA fellow, NIAID, NIH.

Postdoc, The University of Florida College of Dentistry

Ph.D. in Immunology and Microbiology, The University of Florida College of Medicine

Suntae Kim, Ph.D.
Vice President, KAPAL

Director, Connext Co. Ltd.

Previously worked as CDO, MedGene Therapeutics Inc.; Project Manager & Senior
Director, KCRN Research; Principal Scientist, G+FLAS Lifesciences; Postdoc & Research
Fellow, NCI, NIH. Ph.D. in Biochemistry & Molecular Biology, Environmental Toxicology,
Michigan State University

Sang Tae Park, Ph.D.
Executive Director, KAPAL

CEO, Dx&Vx, a KOSDAQ company
Previously worked at COREE, Psomagen, Children’s Hospital Boston, Macrogen
Clinical Lab, and Axeq Technologies

Postdoc, Harvard Medical School

Eunkyung An, Ph.D.
Executive Director, KAPAL

Extensive experience in clinical proteomics. Previously worked as a manager at mProbe; a
senior Scientist at NantOmics; a scientist at Oncoplex Diagnostics; and a Post-doctoral
fellow at the NIAID/NIH

Ph.D. in Biochemistry and molecular genetics, The George Washington University

Helena Hyesook Ahn, Ph.D.
Financial Director, KAPAL

Previously worked as Program Specialist and Biologist at NIH/NCCIH and
as Project & Regulatory Associate at KCRN Research

Postdoc, Yale University

Ph.D. in Neurobiology, The Catholic University of Korea
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Bumrae Cho, J.D./LL.M.
Program Director, KAPAL

Partner, Dentons US LLP. J.D.

LL.M., Franklin Pierce Law Center (University of New Hampshire)
LL.M., Yonsei University, B.S. Yonsei University

Admitted in DC and MA

Youngmi Ji, Ph.D.
Program Director, KAPAL

Functional Genomicist with extensive experience working at NIH research and DOD
military research environment over 20 years.

Worked as Assistant Professor and Staff Scientist at the Uniformed Services University
of the Health Sciences (USUHS) and Senior Research Fellow at NIAMS/NIH.
Postdoctoral training in functional genomics at NHGRI/NIH.

Ph.D. in Molecular Developmental Biology, Chungnam National University, Korea.

Cheol Lee, Ph.D.
Scientific Director, KAPAL

Scientist, Kelly Government Solutions

Previously worked at Ulsan National Institute of Science and Technology. Postdoc,
NICHD, NIH

Ph.D. in Neuroscience, Uniformed Services University

Jongloo Lee, Ph.D.
Scientific Director, KAPAL

Scientist, Kairos Bioconsulting LLC.
Previously worked as Scientist at NCI. Visiting fellow & Research fellow at NIDDK.
Ph.D. in Molecular Biology, Hanyang University, Korea

Juny Kim, MBA
Public Affairs Director, KAPAL

Vice President, CRScube America, Inc

Previously worked as Director, Clinical Research Marketing, Inc
Associate Director, KCRN Research, LLC

Team Leader, Bison Medical co,. Ltd

MBA, Hood College
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Seung-Wook Shin, Ph.D.
Public Affairs Director, KAPAL

Senior Scientist, L&J BIO USA, Inc.

Previously worked as a Postdoc at NIDDK, NIH and JSPS fellow at The University of
Tokyo.

Ph.D. in Developmental Biology, Kindai University, Japan

Young O (Dennis) Hahm, MPS
BD Director, KAPAL

Principal, KAIROS GFN

Previously worked as Senior Manager, Korea Trade-Investment Promotion Agency
(KOTRA) and Korea International Trade Association (KITA)

MPS in Cybersecurity, the George Washington University and B.A. in Economics,
University of Maryland College Park

Jihoon Park, Ph.D.
General Director, KAPAL

VP of Finance, Teraimmune, Inc.
Previously worked as a Post-doctoral fellow at the NHLBI/NIH.
Ph.D. in Biochemistry, Chungnam National University, Korea

Han-Sol Park, Ph.D.
General Director, KAPAL

Immune Response Core Manager, Johns Hopkins BloombergSchool of Public Health

Previously worked as a Visiting Fellow at the NIA/NIH.
Ph.D. in Medical Science, Asan Institute for Life Science, Seoul, Korea

29



SENIOR ADVISORS, KAPAL

Heemin Rhee, Ph.D.
President, Health Research International

Principal Investigator, International Scientific Standard

FDA DMEP/OND/CDER

Visiting Professor, Howard University Medical School
Associate Professor, Oral Robert University Medical School
Ph.D. in Pharmacology, Ohio State University Medical School

Hae-Young Ahn; Ph.D., RAC
CEO & President, AhnBio Consulting, Inc.

Former Deputy Director, Division of Clinical Pharmacology, CDER, FDA
29 years of experience in US FDA

Postdoctoral training in pharmaceutics at the University of Michigan
Ph.D. in pharmaceutics from West Virginia University.

Hong-Woon Yang, Ph.D.
Senior Scientist, Sanofi

Over 16 years of experience in small molecule-based drug discovery
Previously worked at Array BioPharma, CoMentis, and GlycoMimetics
Postdoc, Johns Hopkins University

PhD in Chemistry, Texas A&M University

Luke YS Oh, Ph.D.

Samsung Bioepis

Over 14 years of experience in biopharmaceuticals for small molecules and
antibodies. Worked as associate director at Questcor Pharma and Mallinckrodt
Pharmaceuticals. Spearheaded immunology research group in Human Genome
Sciences. Research scientist and council member at Vertex Pharmaceuticals.
Ph.D. in Neuroimmunology at McGill University and postdoc at UCONN.

Jeong Kuen (JK) Song, Ph.D.
Senior Scientist, L&J Biosciences

Postdoc & Research Fellow, NINDS, NIH
Ph.D. in Neuroscience, Vanderbilt University School of Medicine
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COMMITTEE OF KAPAL CA

Hyun Jong Kim, MBA
President, KAPAL CA

CEO, Flann Corp, Healthcare Consultant

Managing Partner, Parliament Venture Capital I, NYC
Harvard Medical School GHLP, US

MBA Washington University in St. Louis — Olin, US
B.A. Yonsei University, Korea

Je Min Yoo, Ph.D.
Vice President, KAPAL CA

Chief Technology Officer, BioGraphene, Inc.

Previously worked as Research Assistant, Johns Hopkins Medical Institute
Ph.D. in Chemistry, Seoul National University

B.A. in Chemistry, Johns Hopkins University

Mike Lee, FACHE, NHA, MBA
Executive Director, KAPAL CA

Managing Partner, Culminate Care

Previously worked as COO, 360 Clinic.md.

Fellow of American College of Healthcare Executives
MBA USC Marshall School of Business.

James Y. Lee
Program Director, KAPAL CA

Director of Business Development, Culminate Care

Previously worked as Director of Community Health, 360 Clinic
Manager, Business Development, KHIDI USA

BA, University of California, Berkeley
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Jake Hostetler
Community Engagement Director, KAPAL CA

Head of Business Development, BioGraphene, Inc.

Previously worked as Business Development Manager, NETRONIC Software GmbH
and Metadium Technology, Inc

B.A. in International Business & Development, Dickinson College

Kyunghyun Huh, Ph.D.
Public Affair Director, KAPAL CA

Product and Platform Leader, Philips, US

Previously worked as Strategy Director, Philips, Netherlands
Management Consultant at IQVIA (Shanghai, China)

Ph.D. in Behavioural Economics from University of Warwick, UK

Yong Seok Choi, Ph.D.
General Director, KAPAL CA

Chief Technology Officer, Graphene Square, Inc.
Ph.D. in Chemistry, Seoul National University

SENIOR ADVISOR, KAPAL CA

Stanford Jhee, Pharm.D.
Corporate Vice President of Scientific Affairs PAREXEL International

Member of the American Society of Clinical Pharmacology

Member of the Japanese Society of Clinical Pharmacology

Doctor of Pharmacy, University of Southern California (USC)

Studied Biological Sciences from the University of California at Irvine(UCI)
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PARTNERS FOR KAC 2022

5
Maryland

KPBMA

Korea Pharmaceutical and Bio-Pharma
Manufacturers Association

kotra

Korea Trade-Investment
Promotion Agency

BioBuzz

be more connected

A of ot ol h et 7] = Ak e 2

KSEA

Korean-American Scientists and Engineers Association

230 gcientists ‘453
A [+
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Embassy of the Republic of Korea
in the USA

KRhIiDI

SHE AT

Korea Health Industry Development Institute

N Korean American Society in
Biotech and Pharmaceuticals
Xjo] el x| 2f 2l e o

BBB Scheer Partners

A Reputation for Results

KWISEZ

KOREAN-AMERICAN WOMEN
IN SCIENCE & ENGINEERING

KIC



SPONSORS FOR KAC 2022
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KOREA GINSENG CORP ™

PLATINUM

’ Humanizing Phenomics 120
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KhiDI

Korea Health Industry
Development Institute

ek

s T

Korea Health Industry
Development Institute USA

Promoting Korea’s Healthcare Industry

-

)
e %\\ W
RERTD | -
3 4 —— \ 1:4 X
i S

£ WM
1 ‘,'L

KHIDI USA helps acquire overseas authorization and to facilitate
the US expansion of Korean Companies and institutions in the
healthcare industry by serving as a bridge between Korea and the US.

We Provide consultation for US market entry and share our expertise,
resources, and industry connections in the fields of pharmaceutical,
medical devices, cosmetics, and other healthcare-related fields.

www.khidiusa.org
617.327.9911

One Broadway, CIC 14th Floor,
Cambridge, MA 02142
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KPBMA

Korea Pharmaceutical and Bio-Pharma
Manufacturers Association

Hee-Mok Won Chairman

Korea Pharmaceutical and
Bio-pharma Manufacturers Association

About KPBMA

Korea Pharmaceutical and Bio-Pharma Manufacturers Association(KPBMA)

is the largest pharmaceutical industry association in Korea.

It was founded in October 1945, representing Korean pharma industry under
the authorization of the MOHW with 260 member companies.

Under the goal of ‘National health promotion through the sound development
of the pharmaceutical industry’, KPBMA plays key roles for the industry
advancement such as government relations and policy supporting, training and
education for member companies, and global capacity building.

It consists of 10 committees, 11 subcommittees, and 5 special committees to
discuss and make decisions on each issue in the pharmaceutical industry.

Activities

Policy proposals to the Korean government
representing the industry

t/ @Q Training and education for member
companies
@
International exchange and
9
(, @ 03 cooperation

& 4123 04 Establishment of ethical

management

o ( @ 05 Fulfillment of social contribution

and social responsibility
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: Creating a crucial moment “‘
to build collabo e partnership |

Kairos is an Ancient Greek word
meaning the right, critical, or
opportune moment,

+ Kairos has completed over $1.6B in deal _

* International cooperation in overseas entry of biotech and reinforcement of new pipelines
« Discovery and analysis of domestic and foreign investment destinations

Asset Valuations Licensing in/out Strategic Partnering

Product Assessments Competitive landscape Market Assessments

Personalized microbiome therapeutics

Enabling personalized therapeutics throught molecular genetic analysis
capacity and acculated microbiota R&D know-how

Customized biomedicine

Providing customized vaccine and antibiotics through
OVM-ROP* vaccine platform

Innovative integrated healthcare solutions

Health-cenftric solutions covering diagnostics,
prevention, treatment and care

* Oxford VacMedix(OVM) Recombinant Overlapping Peptide(ROP)
https://www.oxfordvacmedix.com

Dx&Vx Co., Ltd
Dx&vx #1004 10F, AceHighend Tower 6, 234 Beotkkot-ro, Geumchun-gu, Seoul, Korea. 08513
http://www.dxvx.com | T:82-2-890-8700 | F: 82-2-6964-8755
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» 2020 J |

LifeSciences Agile Access to the World’s Major Life Science Market

The U.S. Industry Leader Offers You Services

CSSi LifeSciences was founded as a specialized contract research organization (CRO) to help
life science companies advance their novel discovery to commercialization for patients who
benefit most. We enable pharmaceutical and medical device companies to develop better
therapies and technologies in a manner that reduces time, risks and costs.

The services we offer include regulatory affairs, commercial development support, drug and
medical device development consulting, investor relations and U.S. business estabilishment.

We strive to be a personal life science value creator and partner with every company we work
with in Korea and the U.S.

1099 WINTERSON ROAD | SUITE 136 | LINTHICUM, MD 21090 | 4

TDZYM=®

RECOMBINANT COLLAGENASE

New Standard of
Tissue Dissociation Enzyme

Genetic engineering is used to secure animal source free condition.

- Collagenase class I (collagenase G) originating from Clostridium histolyticum
- Collagenase class II (collagenase H) originating from Clostridium histolyticum
- Thermolysin originating from Geobacillus stearothermophilus

End-User Friendly
- Thermolysin is separately to fit each customer’s need

Animal Source Free & Low Endotoxin
- As recombinant E-coli is used, animal source is free.
- Through high purity purification method, contamination by endotoxin is minimized

Innovative Packaging
- Simultaneous dissolution and in-line sterile filtration of lyophilized enzyme
conneXT
Innovation for Regeneration

Head Quarter (R&D center) Orderlng information

Product name Product No. Contents

Tel: +82-53-960-0011 / Fax: +82-53-964-0390

E-mail: info@connext.co.kr / tdzyme@connext.co.kr ® @
Suite 505, 76 Dongnae-ro, Dong-gu, Daegu, Republic of Korea TDzyme® C Pack Toponto TDzyme® C (5mg), 2 ea

TDzyme®T Pack TDPO006 TDzyme®T (3mg), 2 ea
USA Distributor

TDzyme® Starter Pack TDP0008 TDzyme®C (5mg), 1 ea + TDzyme®T (3mg), 1 ea

Tel: 603-570-4248 / Fax: 603-766-0524
E-mail: info@bulldog-bio.com * TDzyme® C (blue cap): Collagenase (including low level of thermolysin)
One New Hampshire Ave, Suite 125, Portsmouth, NH 03801 + TDzyme® T (red cap): Thermolysin
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Make a Bold Move in Your Business

“"—q‘lm‘;\. v a g "-\‘-
www.flann.team - -
- L

ABOUT US

We believe you can take your business to the

WHO NEEDS US

Any company struggles with
next level by expanding your business to the US. M promoting products in the US

i M developing US business
We understand each company has different .
strategy and creating roadmap

M producing pitch deck fit for US
investors and US funding

needs and looks for the better way to success
your business in the US healthcare market. Most
Korean biotech and pharmaceutical companies
eager to enter the US market for the growth of
their business. However, most of them struggle
how to take the first step into the market. \%
CONTACT

rLANIN

procedures

M approaching FDA resources,

Our mission is to help you find the right
resources you need in the US. Together with you,
we will build the success of your business in the
US healthcare market.

WHAT WE DO

contact@flann.team

P A
-l
Marketin Business Pitch Deck & FDA Experts &
g Development Funding CRO Network

Provide our marketing Advise business Produce a professional Connect the most suitable

channels to promote
your products,
technologies, and
services

roadmap to achieve
your business goal in
the US

pitch deck fit for the US
investors, and guide
fundings and connect
investors

FDA experts and CROs

which helps you make the

right decision for FDA
progress
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Phone: +1(301)798-9222

B i O m e Fax: f1(301)798—9223

Email: hello@ezbiome.com
Empowering Microbiome Innovation and Discovery

Book A Time To

Take Your Research Jstice
To The Next Level

Offerings .

* =l

EzBiome is a microbiome company specializing in precision taxonomy, curated databases,
and curing-edge genomic intelligence. Our mission is to elevate and transform microbiome
discovery aid in developing the next generation of biopharmaceuticals for microbiome-
related diseases. We use precision taxonomy and the world's largest curated reference
databases to build class-leading bioinformatics, allowing for accelerated discovery and
development of promising candidates for treating diseases.

The Next Generation of Genomic Analysis
Supported by High-Quality NGS

We plan on expanding our business capabilities from next generation sequencing (NGS) based
microbiome genomic analysis to microbial infection diagnosis. Qur state-of-the-art NGS
bioinformatics (Bl) total solution services will get several significant upgrades.

EzBioCloud TrueBac ID Gut Inside

@Human Gut

Microbiome
based reporting

@Find your gut

type

@168 Microbiome @Genome based
infection
diagnosis

@ Designed for

@Fu nctional rapid results
analysis

@Shotgun based
microbiome

We offer high-quality sequencing and bioinformatic at an afford
robust, statistically aware analyses and increasing
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psomagen

Your Trusted Multiomics Partner

X psomagen

Certified Labs

) Our labs are CLIA-certified and CAP-accredited. Plus, we're preferred providers
Your Genomics Experts for 10x Genomics, IDT, and other top-notch omics technology companies

Since 2004, Psomagen (formerly Macrogen USA) has provided superior
data quality and next-level technical support to our clients. Our North .
American researchers are able to complete multiomics projects and get US-Based Operations
actionable results, all from one service provider.
We have four US-based labs, plus a Rockville, MD customer service hub
) . Your samples never travel far!
Reliable Customer Experience

Our customers at pharmaceutical, industrial, and academic institutions
use Psomagen for reliable, high-quality data. We work hard to ensure
your samples are treated with care, and that they produce meaningful
results

Collaborative Approach

Our team is practically an extension of yours: resourceful, responsive, and
your side every step of the way.
Multiomics Capabilities

Unlock a wealth of knowledge and enable discoveries with Psomagen’s High_Qua"ty Data
full portfolio of services and powerful bioinformatic capabilities that
complement your genomics/proteomics projects We have nearly 20 years of genomics research experience. Our data exceeds

manufacturer benchmarks, and we stay up-to-date on industry training and certifications.

A
’\T@: ®\ E

Methylation Whole Exome RNA Single Cell

/

\

e ~ -
* AGTC ‘é g
Olink Proteomics Sanger Sequencing Microarray qPCR Clinical Trials

Psomagen, Inc. 1330 Piccard Drive Suite103, Rockville, MD 20850 http:/psomagen.com 302-251-1007
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\ // A Decade of Redlizing

Our Passion
for Health

Biosimilars can save $100 billion
in healthcare spending
by 2024 in the United States.'

As a company dedicated to expanding
access to biologic medicines,
we are advancing our products and pipeline \\
with 5 FDA-approved products,? II

5 biologic candidates.
N\ 7

Enhancing the lives of patients
through innovative and pioneering use
of science and technology

SAMSUNG BIOEPIS

1. IQVIA Institute for Human Data Science report. Biosimilars in the United States 2020-2024: competition, savings, and sustainability. October 2020
2.3 out of 5 FDA-approved products have been launched in the United States as of November 2022

SB_2022_11_08_227_P
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m : KOREA GINSENG com\ﬁ\

g fews
GINSENG BRAND <=7
CheongKwanlang Mekesiidad

THE TIME-TESTED SOLUTION FOR NATURAL HEALTH & IMMUNITY

KORESELECT

KOREAN RED GINSENG

One million years of evolution : One thousand years of cultivation - One hundred years of science

WELLNESS

Potent daily maintenance
for your health

ENERGY
e The portable
-~ ‘quick & lasting’ boost

for any task

IMMUNE

Dual support,
double potency

BALANCE

The natural menopausal
relief trusted by Asian
women for centuries

STAMINA

Clean & effective
performance for men

| * These statements have rot been evaluated by the Fead and Drug Administration. This preduct is not intended to diagnose, treat, cure or prevent any disease.

NoJ WORLD'S NO. 1 120 120 YEARS OF 6 6-YEAR-OLD MATURE | www.kgeus.com | , - KEHE, PALKO SERVICES, THRESHOLD ENTERPRISES LTD,
"!) GINSENG BRAND QUALITY & PURITY GINSENG ROOT | K@ /kgeus AND FINE NATURAL RETAILERS NATIONWIDE.






