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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�KHDOWK�FKDOOHQJHV�

COMPREHENSIVE SERVICES

Greenleaf’s robust blend of technical skill 
and FDA institutional knowledge enables the 
ƓUPōV�WHDP�WR�SURYLGH�XQPDWFKHG�JXLGDQFH�
WR�FRPSDQLHV�GHYHORSLQJ�PHGLFDO�SURGXFWV�
IRU�WKH�8�6��PDUNHW� 

7KLV�ZHDOWK�RI�H[SHULHQFH�DOORZV�WKH�
*UHHQOHDI�WHDP�WR�ZRUN�FURVV�IXQFWLRQDOO\�
WR�SURYLGH�D�IXOO�VHUYLFH�HQJDJHPHQW�WKDW�
HQVXUHV�FOLHQWV�FDQ�FRXQW�RQ�H[SHUW� 
GLUHFWLRQ�DV�WKH\�HQFRXQWHU�FRPSOH[�
UHJXODWRU\�FKDOOHQJHV�

In legal actions involving FDA-regulated 

entities, complex FDA regulatory issues 

are often critical components of 

disputes. Greenleaf’s deep bench of 

experienced and knowledgeable FDA 

experts can advise litigators grappling 

with FDA regulatory issues and provide 

authoritative, objective expert opinions 

that may make a difference in how 

disputes are resolved.

GREENLEAF’S APPROACH 

*UHHQOHDI�ZRUNV�FORVHO\�ZLWK�OLWLJDWRUV�UHSUHVHQWLQJ�)'$� 
UHJXODWHG�FOLHQWV�LQ�D�ZLGH�DUUD\�RI�GLVSXWHV�related to 
medical devices and product quality, manufacturing, and 
compliance.

*UHHQOHDIōV�WHDP�RI�H[SHUWV�FDQ�RIIHU�OLWLJDWRUV�D�KLJK�
OHYHO�LQVWLWXWLRQDO�NQRZOHGJH�RI�WKH�)'$�DV�ZHOO�DV�PRUH�
JUDQXODU�H[SHUWLVH�UHJDUGLQJ�)'$�UHJXODWLRQ�RI�D�YDULHW\�
RI�SURGXFW�W\SHV�DFURVV�WKH�SURGXFW�OLIHF\FOH��*UHHQOHDIōV� 
ZHOO�UHJDUGHG�SURIHVVLRQDOV�KDYH�VSHQW�GHFDGHV�ZRUNLQJ� 
DW�WKH�)'$�LQ�VHQLRU�SRVLWLRQV��DOORZLQJ�WKHP�WR�UHQGHU�
WKRXJKWIXO�DGYLFH�DQG�DXWKRULWDWLYH�RSLQLRQV�

*UHHQOHDI�KDV�H[WHQVLYH��LQ�GHSWK�H[SHUWLVH�UHJDUGLQJ�
PHGLFDO�GHYLFH�SURGXFW�GHYHORSPHQW�DQG�WKH�SUHPDUNHW�
UHYLHZ�SURFHVV��DV�ZHOO�DV�PDQXIDFWXULQJ��SURGXFW�TXDOLW\�
DQG�VDIHW\��FRPSOLDQFH��DQG�HQIRUFHPHQW�RI�DOO�)'$�
UHJXODWHG�SURGXFWV��2XU�H[SHUWV�KDYH�WKH�NQRZOHGJH��
TXDOLƓFDWLRQV��DQG�H[SHULHQFH�UHTXLUHG�WR�H[SODLQ�DQG�
FODULI\�WKHVH�DQG�RWKHU�LVVXHV�WR�RXU�FOLHQWV��WKH�FRXUWV��RU�
MXULHV�DQG�DUH�FUHGLEOH��SHUVXDVLYH�H[SHUW�ZLWQHVVHV�

*UHHQOHDIōV�H[SHUWV�KDYH�H[SHULHQFH�SUHSDULQJ�H[SHUW� 
GHFODUDWLRQV��GUDIWLQJ�SURIHVVLRQDO�H[SHUW�UHSRUWV and� 
GHSRVitions��DQG�WHVWLI\LQJ�DW�WULDO��*UHHQOHDI�KDV�ZRUNHG� 
ZLWK�OLWLJDWRUV�HQJDJHG�LQ�D�YDULHW\�RI�GLVSXWHV��LQFOXGLQJ� 
FRPSOH[�FRPPHUFLDO�OLWLJDWLRQ��XQIDLU�FRPSHWLWLRQ�DQG� 
IDOVH�DGYHUWLVLQJ�FDVHV��LQWHOOHFWXDO�SURSHUW\�OLWLJDWLRQ��
SURGXFW�OLDELOLW\�FODVV�DFWLRQV��DQG�VHFXULWLHV�FODVV�DFWLRQV�



UNMATCHED 
EXPERTISE 
*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� 

*UHHQOHDIōV�WHDP�LV�FRPSULVHG�RI�H[SHUWV� 
ZLWK�D�FRPELQHG�WRWDO�RI�PRUH�WKDQ� 
30��\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� 
8�6��ELRWHFKQRORJ\�WUDGH�RUJDQL]DWLRQ�

Greenleaf’s robust blend of technical skill 
and FDA institutional knowledge enables the 
ƓUPōV�WHDP�WR�SURYLGH�XQPDWFKHG�OLWLJDWLRQ� 
VXSSRUW�DQG�H[SHUW�ZLWQHVV�VHUYLFHV�WR� 
)'$�UHJXODWHG�FRPSDQLHV�DQG�WKHLU�RXWVLGH� 
FRXQVHO�LQ�WKH�PLGVW�RI�OHJDO�GLVSXWHV�

Areas of Expertise

0HGLFDO�GHYLFH�SURGXFW�GHYHORSPHQW
3UHPDUNHW�UHYLHZ�SURFHVV
Manufacturing
3URGXFW�TXDOLW\�DQG�VDIHW\�
&RPSOLDQFH
(QIRUFHPHQW

Services

6KDULQJ�LQ�GHSWK�H[SHULHQFH�DQG�NQRZOHGJH�UHJDUGLQJ� 
FDA regulation with litigators and their clients
([SHUW�GHFODUDWLRQV
([SHUW�UHSRUWV
'HSRVLWLRQ�WHVWLPRQ\
7ULDO�WHVWLPRQ\

SERVICES

ZZZ�JUHHQOHDIKHDOWK�FRP

Types of Litigation

&RPSOH[�FRPPHUFLDO�OLWLJDWLRQ 
8QIDLU�FRPSHWLWLRQ���IDOVH�DGYHUWLVLQJ  
,QWHOOHFWXDO�SURSHUW\�OLWLJDWLRQ 
Product liability class actions 
6HFXULWLHV�FODVV�DFWLRQV

FULL-SERVICE SUPPORT
*UHHQOHDI�SURIHVVLRQDOV�ZRUN�DV�WHDPV�VSHFLDOL]LQJ�LQ�SURGXFW�TXDOLW\��PDQXIDFWXULQJ��DQG�FRPSOLDQFH��PHGLFDO�
GHYLFHV�DQG�FRPELQDWLRQ�SURGXFWV��DQG�GUXJ�DQG�ELRORJLFDO�SURGXFWV�

PRODUCT QUALITY, MANUFACTURING & COMPLIANCE
*UHHQOHDIōV�3URGXFW�4XDOLW\��0DQXIDFWXULQJ��DQG�&RPSOLDQFH�7HDP�LGHQWLƓHV�DQG�SURPRWHV�SUDFWLFHV�WKDW�ZLOO�DOLJQ� 
D�FOLHQWōV�DSSURDFK�ZLWK�WKH�)'$ōV�TXDOLW\��VDIHW\��DQG�FRPSOLDQFH�H[SHFWDWLRQV��*UHHQOHDIōV�FRPSOLDQFH�H[SHUWV�KDYH� 
D�SURYHQ�WUDFN�UHFRUG�RI�DFKLHYLQJ�VXFFHVV�DQG�SURYLGLQJ�VHUYLFHV�WKDW�DUH�UHFRJQL]HG�DV�EHVW�LQ�FODVV�E\�FRPSDQLHV� 
VHHNLQJ�WR�VWUHQJWKHQ�WKHLU�TXDOLW\�PDQDJHPHQW�V\VWHPV�

MEDICAL DEVICES & COMBINATION PRODUCTS
*UHHQOHDIōV�0HGLFDO�'HYLFH�DQG�&RPELQDWLRQ�3URGXFWV�7HDP�JXLGHV�FOLHQWV�WKURXJK�WKH�FRPSOHWH�regulatory 
process��IURP�WKH�HDUOLHVW�VWDJHV�RI�SURGXFW�GHYHORSPHQW��WKURXJK�WKH�)'$�UHYLHZ�SURFHVV��WR�PDUNHWLQJ�DXWKRUL]DWLRQ 
and compliance with SRVWPDUNHW�UHTXLUHPHQWV�DQG�TXDOLW\�V\VWHPV�




