DRUG &
BIOLOGICAL
PRODUCTS

To ensure success in today’s rapidly
evolving biopharmaceutical industry,
companies must recognize and be
prepared for a dynamic regulatory
landscape. Guided by decades of
regulatory experience, Greenleaf’s team
of experts assists clients with all aspects
of the regulatory review process for
drug and biological products.

GREENLEAF’S APPROACH

ABOUT GREENLEAF
Greenleaf Health is a leading FDA regulatory

health challenges.

STRATEGIC & TECHNICAL CAPABILITIES
The team offers guidance on
scientific and regulatory practices for clinical programs and
regulatory submissions; identification of and eligibility for special
designations, such as breakthrough therapy designation, RMAT,
fast track, and accelerated approval; and preparation for FDA
milestone meetings, such as EOP2, pre-filing meetings, mid-cycle
review, and end-of-review meetings.

UNMATCHED EXPERTISE
30

assists with FDA interactions and submissions — including early
INTERACT and pre-IND meetings; requests for orphan drug,
RMAT, and rare pediatric disease designations; and data
comparability questions — and helps to clarify FDA requirements
for specific types of cellular products. Greenleaf also helps
maximize clinical trial design for
and ultra-rare diseases.
The team’s multidisciplinary expertise helps companies
evaluating and prioritizing their drug development pipeline to
understand and effectively manage regulatory risk.

U.S. biotechnology trade organization.

GREENLEAF’S DRUG &
BIOLOGICAL PRODUCT SERVICES

LEADERSHIP
JOHN JENKINS, M.D.

Unmatched Regulatory Experience

Principal, Drug and Biological Products

Strategic consultation on:

•

BOB MEYER, M.D.

•

Principal, Drug and Biological Products

•
•
•

Pipeline decisions and optimization

•

KAREN MIDTHUN, M.D.

Premarket Review Process

Principal, Drug and Biological Products

•

•

Identification of and eligibility for special
designations, such as breakthrough therapy
designation, RMAT, fast track, and accelerated
approval

•

milestone
including
EOP2, pre-filing, mid-cycle review, and end-ofreview meetings

•

A

•

FDA communications, including formal, in-person,
and regulatory correspondence

JOSEPH GRIFFIN

Executive Vice President, Drug & Biological Products

STEPHEN MASON

Senior Vice President, Regulatory Policy
A

meetings and decisions

BRIAN CORRIGAN

Senior Vice President, Regulatory Policy

Marketing & Promotional Practices
Skilled support on:
•
•

KATIE MCCARTHY

Labeling requirements
Promotional materials

Senior Vice President, Regulatory Policy

•
•
•

SEAN HILSCHER

Associate Vice President, Regulatory Affairs
More than 10 years of experience as a consultant and
product manager in the international and U.S. health care
markets.

Regulatory Policy Guidance
•
•

ADDITIONAL TEAM MEMBERS

•

COMPREHENSIVE SERVICES

Real World Evidence

Compliance &
Manufacturing Services

Advisory Services

on

advises
issues

