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ABOUT GREENLEAF
Greenleaf Health is a leading FDA regulatory 
FRQVXOWLQJ�ƓUP�WKDW�SURYLGHV�VWUDWHJLF�DQG�
WHFKQLFDO�JXLGDQFH�WR�SKDUPDFHXWLFDO��
ELRWHFKQRORJ\��DQG�PHGLFDO�GHYLFH�FRPSDQLHV�
UHVHDUFKLQJ��GHYHORSLQJ��DQG�PDQXIDFWXULQJ�
LQQRYDWLYH�VROXWLRQV�WR�SUHVVLQJ�JOREDO�SXEOLF�
health challenges.

*UHHQOHDI�LV�FRPPLWWHG�WR�VHUYLQJ�RXU�FOLHQWVō�
QHHGV�ZLWK�H[WHQVLYH�H[SHUWLVH��XQZDYHULQJ�
LQWHJULW\��DQG�VWUDWHJLF�LQVLJKW�LQ�D�PDQQHU�WKDW�
VXSSRUWV�DYDLODELOLW\�RI�VDIH��HIIHFWLYH��DQG�KLJK�
TXDOLW\�GUXJV��ELRORJLFV��DQG�GHYLFHV�

UNMATCHED EXPERTISE
*UHHQOHDIōV�WHDP�LV�FRPSULVHG�RI�H[SHUWV�ZLWK�D�
FRPELQHG�WRWDO�RI�PRUH�WKDQ�����\HDUV�RI�)'$�
H[SHULHQFH��7KH�ƓUP�LQFOXGHV�IRUPHU�OHDGHUV�DQG�
UHJXODWRU\�SURIHVVLRQDOV�IURP�WKH�)'$��&DSLWRO�
+LOO��WRS�JOREDO�SKDUPDFHXWLFDO�DQG�PHGLFDO�
GHYLFH�FRPSDQLHV��OHDGLQJ�ODZ�ƓUPV��DQG�WKH�WRS�
U.S. biotechnology trade organization.

:LWK�GHFDGHV�RI�H[SHULHQFH�LQ�VHQLRU�
SRVLWLRQV�DW�WKH�)'$�DQG�WKURXJKRXW�
LQGXVWU\��*UHHQOHDIōV�WHDP�RI�UHVSHFWHG�
SURIHVVLRQDOV�EULQJV�XQPDWFKHG�H[SHUWLVH�
WKDW�FRPSDQLHV�QHHG�ZKHQ�ZRUNLQJ�GLUHFWO\�
ZLWK�WKH�)'$�DQG�ZKHQ�QDYLJDWLQJ�WRGD\ōV�
HYROYLQJ�UHJXODWRU\�HQYLURQPHQW�

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 
*UHHQOHDIōV�'UXJ�DQG�%LRORJLFDO�3URGXFWV�7HDP�KDV�D�UREXVW� 
EOHQG�RI�UHJXODWRU\�DQG�SROLF\�H[SHUWLVH�DQG�LQVWLWXWLRQDO� 
NQRZOHGJH�RI�WKH�8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��)'$���
7KH�WHDPōV�DSSURDFK��ƓUPO\�JURXQGHG�LQ�HVWDEOLVKHG�SULQFLSOHV� 
RI�SXEOLF�KHDOWK��LV�JXLGHG�E\�GHFDGHV�RI�UHJXODWRU\�H[SHULHQFH� 
LQ�GUXJ�DQG�ELRORJLFDO�SURGXFW�GHYHORSPHQW��VSDQQLQJ�DOO� 
WKHUDSHXWLF�DUHDV�

STRATEGIC & TECHNICAL CAPABILITIES
*UHHQOHDI�H[SHUWV�VSHFLDOL]H�LQ�SURYLGLQJ�VWUDWHJLF�DQG�WHFKQLFDO� 
JXLGDQFH�RQ�PHGLFDO�SURGXFW�GHYHORSPHQW��UHJXODWRU\�UHYLHZ�� 
DQG�SRVWPDUNHW�UHTXLUHPHQWV� 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.

)RU�VSRQVRUV�GHYHORSLQJ�FHOO�DQG�JHQH�WKHUDSLHV��*UHHQOHDI 
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 UDUH�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.

$GGLWLRQDOO\��*UHHQOHDI�KDV�SDUWQHUHG�ZLWK�7ULR�+HDOWK�WR�SURYLGH� 
D�FXWWLQJ�HGJH�FRPELQDWLRQ�RI�WHFKQRORJ\�DQG�UHJXODWRU\�LQVLJKW� 
YLD�7ULRōV�JURXQGEUHDNLQJ�UHDO�ZRUOG�HYLGHQFH��5:(��WHFKQRORJ\� 
SODWIRUP�
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JOHN JENKINS, M.D.
Principal, Drug and Biological Products
)RUPHU�'LUHFWRU�RI�WKH�2IƓFH�RI�1HZ�'UXJV�ZLWKLQ�WKH�)'$ōV�
&HQWHU�IRU�'UXJ�(YDOXDWLRQ�DQG�5HVHDUFK��&'(5��

BOB MEYER, M.D. 
Principal, Drug and Biological Products
$�OHDGHU�LQ�GUXJ�DQG�ELRORJLFDO�SURGXFW�OLIHF\FOH�
PDQDJHPHQW�ZLWK�RYHU����\HDUV�RI�UHJXODWRU\�DQG�
DFDGHPLF�OHDGHUVKLS��

KAREN MIDTHUN, M.D.
Principal, Drug and Biological Products
���\HDU�FDUHHU�LQ�SXEOLF�VHUYLFH��LQFOXGLQJ�DV�'LUHFWRU�RI�WKH�
)'$ōV�&HQWHU�IRU�%LRORJLFV�(YDOXDWLRQ�DQG�5HVHDUFK��&%(5��

JOSEPH GRIFFIN
Executive Vice President, Drug & Biological Products�
����\HDUV�RI�)'$�VHUYLFH�ZLWK�D�YDVW�NQRZOHGJH� 
RI�WKH�GUXJ�UHJXODWRU\�SURFHVV��SURPRWLRQ��DQG�ODEHOLQJ�

KATE COOK
Executive Vice President, Drug & Biological Products�
7ZR�GHFDGHV�RI�H[SHULHQFH�LQ�SROLF\�GHYHORSPHQW�DQG�DV�
OHJDO�FRXQVHO�RQ�ELRORJLFDO��PHGLFDO�GHYLFH��DQG�GUXJ�LVVXHV�

STEPHEN MASON
Senior Vice President, Regulatory Policy
AFFRPSOLVKHG�DQG�GLYHUVH�FDUHHU�VSHFLDOL]LQJ�LQ�UHJXODWRU\�
DQG�OHJLVODWLYH�SROLF\�GHYHORSPHQW�DQG�DQDO\VLV�

BRIAN CORRIGAN
Senior Vice President, Regulatory Policy
0RUH�WKDQ�D�GHFDGH�RI�H[SHULHQFH�LQ�WKH�ELRSKDUPDFHXWLFDO�
LQGXVWU\�SURYLGHV�LQ�GHSWK�XQGHUVWDQGLQJ�RI�WKH�8�6��KHDOWK�
FDUH�V\VWHP�

KATIE MCCARTHY
Senior Vice President, Regulatory Policy
����\HDUV�RI�SROLF\�H[SHULHQFH�VSHFLDOL]LQJ�LQ�VFLHQWLƓF�
DQG�UHJXODWRU\�LVVXHV�LPSDFWLQJ�GUXJ�DQG�ELRWHFKQRORJ\�
FRPSDQLHV�

GREENLEAF’S DRUG &                 
BIOLOGICAL PRODUCT SERVICES

Unmatched Regulatory Experience
Strategic consultation on:
• )'$ōV�UHJXODWRU\�SURJUDPV�DQG�SURFHGXUHV
• 3URGXFW�GHYHORSPHQW
• 3UHPDUNHW�UHYLHZ
• 3RVWPDUNHW�VDIHW\�UHTXLUHPHQWV
• Pipeline decisions and optimization
• 0DUNHW�DQDO\VLV�IRU�SRWHQWLDO�FRPSHWLWLRQ

Premarket Review Process
([SHULHQFHG�JXLGDQFH�RQ�
• 6FLHQWLƓF�DQG�UHJXODWRU\�SUDFWLFHV�IRU�FOLQLFDO 

SURJUDPV�DQG�UHJXODWRU\�VXEPLVVLRQV
• Identification of and eligibility for special 

designations, such as breakthrough therapy 
designation, RMAT, fast track, and accelerated 
approval

• 3UHSDUDWLRQ�IRU�)'$�milestone PHHWLQJV� including 
EOP2, pre-filing, mid-cycle�review, and end-of-
review meetings

• AGYLVRU\�FRPPLWWHH meetings and decisions
• FDA communications, including formal, in-person, 

and regulatory correspondence

Marketing & Promotional Practices
Skilled support on:
• Labeling requirements
• Promotional materials
• 'LUHFW�WR�FRQVXPHU�DGYHUWLVLQJ�UHYLHZ SURFHVVHV
• 5HPHGLDWLRQ�RI�XQWLWOHG�DQG�ZDUQLQJ�OHWWHUV
• 8VH�RI�VRFLDO�PHGLD

Regulatory Policy Guidance
6SHFLDOL]HG�LQVLJKW�RQ�
• )'$�SROLFLHV�DQG�SURFHGXUHV
• 8VHU�IHH�UHTXLUHPHQWV
• ,PSOHPHQWDWLRQ�RI�QHZ�)'$�OHJLVODWLRQ�� 

UHJXODWLRQV��JXLGDQFH�GRFXPHQWV��DQG�)'$ 
VWDQGDUG�RSHUDWLQJ�SURFHGXUHV

COMPREHENSIVE SERVICES
0HPEHUV�RI�WKH�*UHHQOHDI�WHDP�ZRUN�FURVV�IXQFWLRQDOO\�WR�SURYLGH�D�IXOO�VHUYLFH�HQJDJHPHQW�WKDW�HQVXUHV�FOLHQWV� 
FDQ�FRXQW�RQ�H[SHUW�GLUHFWLRQ�DV�WKH\�HQFRXQWHU�UHJXODWRU\�FKDOOHQJHV��*UHHQOHDIōV�FROODERUDWLYH�VHUYLFHV�LQFOXGH�

Compliance & 
Manufacturing Services
7KH�'UXJ�DQG�%LRORJLFDO�3URGXFWV�
7HDP�ZRUNV�FORVHO\�ZLWK�*UHHQOHDIōV�
3URGXFW�4XDOLW\��0DQXIDFWXULQJ��DQG�
&RPSOLDQFH�7HDP�WR�SURYLGH�H[SHUWLVH�
LQ�WKH�)'$ōV�FRPSOLDQFH��LQVSHFWLRQ��DQG�
HQIRUFHPHQW�SURFHVVHV�

Advisory Services
*UHHQOHDI�XQGHUVWDQGV�WKH�FRPSOH[�
HQYLURQPHQW�ZLWKLQ�ZKLFK�OLIH�VFLHQFHV�
WUDQVDFWLRQV�WDNH�SODFH�DQG�IUHTXHQWO\�
DGYLVHV�LQYHVWRUV�WR�HYDOXDWH�SRWHQWLDO�
LVVXHV�DQG�UHJXODWRU\�ULVNV�WKDW�PD\�
EH�LGHQWLƓHG�GXULQJ�VXFK�WUDQVDFWLRQV�

Real�World Evidence
*UHHQOHDI�KDV�SDUWQHUHG�ZLWK�
7ULR�+HDOWK�WR�SURYLGH�D�FXWWLQJ�
HGJH�FRPELQDWLRQ�RI�WHFKQRORJ\�
DQG�UHJXODWRU\�LQVLJKW�YLD�7ULRōV�
JURXQGEUHDNLQJ�UHDO�ZRUOG�HYLGHQFH�
�5:(��WHFKQRORJ\�SODWIRUP�

ZZZ�JUHHQOHDIKHDOWK�FRP




