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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�

*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�
8�6��ELRWHFKQRORJ\�WUDGH�RUJDQL]DWLRQ�

To ensure success in today’s rapidly 
evolving medical technology industry, 
companies must recognize and be 
prepared for a dynamic regulatory 
landscape. Guided by decades of 
experience, Greenleaf’s team of experts 
provides unmatched knowledge of the 
life sciences regulatory process.

GREENLEAF’S APPROACH 

*UHHQOHDIōV�LQ�GHSWK�NQRZOHGJH�DQG�XQGHUVWDQGLQJ�RI�WKH�
8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ��)'$��SURYLGHV�FOLHQWV�
ZLWK�D�WUXVWHG�SDUWQHU�ZKHQ�QDYLJDWLQJ�WKH�FRPSOH[�SURFHVV�
RI�EULQJLQJ�PHGLFDO�WHFKQRORJLHV�WR�PDUNHW�

*UHHQOHDIōV�0HGLFDO�'HYLFH�DQG�&RPELQDWLRQ�3URGXFWV�7HDP� 
JXLGHV�FOLHQWV�WKURXJK�WKH�complete 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��

*UHHQOHDI�DSSOLHV�H[WHQVLYH�UHJXODWRU\�H[SHUWLVH�WR�
GHWHUPLQH�WKH�EHVW�UHJXODWRU\�DSSURDFK�IRU�D�SURGXFW� 
DQG�GHYHORS�D�FRPSUHKHQVLYH�VWUDWHJ\�WR�DFKLHYH�D�
VXFFHVVIXO�UHVXOW��

$GGLWLRQDOO\��*UHHQOHDIōV�GHHS�EHQFK�RI�)'$�H[SHUWV�DGYLVHV� 
OLWLJDWRUV�UHSUHVHQWLQJ�)'$�UHJXODWHG�FOLHQWV�DQG�SURYLGHV� 
DXWKRULWDWLYH��REMHFWLYH�H[SHUW�RSLQLRQV�LQ�GLVSXWHV�LQYROYLQJ� 
UHJXODWRU\�LVVXHV��LQFOXGLQJ�FRPSOH[�FRPPHUFLDO�OLWLJDWLRQ�� 
XQIDLU�FRPSHWLWLRQ�DQG�IDOVH�DGYHUWLVLQJ�FDVHV��LQWHOOHFWXDO�
SURSHUW\�OLWLJDWLRQ��SURGXFW�OLDELOLW\�FODVV�DFWLRQV��DQG�
VHFXULWLHV�FODVV�DFWLRQV�

([SHUWV�IURP�*UHHQOHDIōV�0HGLFDO�'HYLFH�DQG�&RPELQDWLRQ� 
3URGXFWV�7HDP�DOVR�SURYLGH�DGYLVRU\�VHUYLFHV�WKDW�LQFOXGH� 
H[WHQVLYH�UHVHDUFK�DQG�GXH�GLOLJHQFH�IRU�LQYHVWRUV�HQJDJHG� 
LQ�SRWHQWLDO�deals�WKDW�UHTXLUH�UHJXODWRU\�ULVN�DQDO\VHV�EHIRUH
�DQG�DIWHU�GHFLVLRQV�DQG�WUDQVDFWLRQV�



Unmatched Regulatory Experience
6WUDWHJLF�FRQVXOWDWLRQ�RQ�

• )'$ōV�UHJXODWRU\�SROLFLHV��SURJUDPV��DQG�SURFHGXUHV
• 3URGXFW�GHYHORSPHQW
• 3UHPDUNHW�UHYLHZ
• 3RVWPDUNHW�VDIHW\�UHTXLUHPHQWV
• 0DUNHW�DQDO\VLV�IRU�SRWHQWLDO�FRPSHWLWLRQ

Premarket Review Process
([SHUt�GLUHFWLRQ�RQ�
• 6FLHQWLƓF�DQG�UHJXODWRU\�VWUDWHJLHV�IRU�FOLQLFDO�

SURJUDPV�DQG�UHJXODWRU\�VXEPLVVLRQV
• Recommendations and preparation for FDA meetings,

including medical device advisory panel meetings
• )'$�FRPPXQLFDWLRQV��LQFOXGLQJ�IRUPDO��

LQ�SHUVRQ��DQG�UHJXODWRU\�FRUUHVSRQGHQFH

Regulatory Policy Guidance
6SHFLDOL]HG�LQVLJKW�RQ�
• )'$�SROLFLHV�DQG�SURFHGXUHV
• 8VHU�IHH�UHTXLUHPHQWV
• 0HGLFDO�GHYLFH�DGYLVRU\�SDQHO�GHFLVLRQV�

DQG�PHHWLQJ�SUHSDUDWLRQ
• ,PSOHPHQWDWLRQ�RI�QHZ�)'$�OHJLVODWLRQ��

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

Marketing & Promotional Practices
6NLOOHG�VXSSRUW�RQ�
• /DEHOLQJ�UHTXLUHPHQWV
• 3URPRWLRQDO�PDWHULDOV
• 'LUHFW�WR�FRQVXPHU�DGYHUWLVLQJ�UHYLHZ�SURFHVVHV
• 5HPHGLDWLRQ�RI�XQWLWOHG�DQG�ZDUQLQJ�OHWWHUV
• 8VH�RI�VRFLDO�PHGLD

Litigation Support
&UHGLEOH�RSLQLRQV�YLD�

• )'$�LQVWLWXWLRQDO�DQG�UHJXODWRU\�NQRZOHGJH�VKDULQJ
• ([SHUW�GHFODUDWLRQV
• ([SHUW�UHSRUWV
• 'HSRVLWLRQ�WHVWLPRQ\
• 7ULDO�WHVWLPRQ\

MEDICAL DEVICE SERVICES LEADERSHIP

DAN SCHULTZ, M.D. 
Principal, Medical Device & Combination Products
)RUPHU�'LUHFWRU�RI�WKH�)'$ōV�&HQWHU�IRU�'HYLFHV�DQG�
5DGLRORJLFDO�+HDOWK��&'5+���GLVWLQJXLVKHG� 
���\HDU�FDUHHU�LQFOXGHV�VHUYLFH�DV�D�SK\VLFLDQ��
VHQLRU�)'$�RIƓFLDO��DQG�PHPEHU�RI�WKH� 
8�6��3XEOLF�+HDOWK�6HUYLFH��863+6��

MAURA NORDEN
Senior Vice President, Medical Device & 
Combination Products and General Counsel 
15 years RI�SURIHVVLRQDO�H[SHULHQFH� 
DGYLVLQJ�OHDGLQJ�PHGLFDO�GHYLFH�DQG�GUXJ� 
FRPSDQLHV�RQ�D�EURDG�UDQJH�RI�)'$� 
UHJXODWRU\�PDWWHUV�

HEATHER ROSECRANS
Executive Vice President,  
Medical Device & Combination Products
2QH�RI�WKH�QDWLRQōV�OHDGLQJ�����N��H[SHUWV�� 
ZLWK�DQ�)'$�FDUHHU�WKDW�VSDQQHG�PRUH�WKDQ� 
���\HDUV�DQG�LQFOXGHG�D�SLYRWDO�UROH�LQ� 
GHYHORSLQJ�WKH�)'$ōV�����N��SURJUDP�

CATHERINE ROWE
Director of Operations, 
Medical Device & Combination Products
0RUH�WKDQ����\HDUV�RI�SURIHVVLRQDO�H[SHULHQFH� 
LQ�PDUNHWLQJ��VDOHV��DQG�SURMHFW�PDQDJHPHQW�

SAMANTHA EAKES
Director, Regulatory Affairs 
0DVWHUōV�LQ�3XEOLF�+HDOWK�IURP�WKH�%RVWRQ�8QLYHUVLW\� 
6FKRRO�RI�3XEOLF�+HDOWK�SURYLGHV�FULWLFDO�SXEOLF� 
KHDOWK��DGYRFDF\��DQG�UHJXODWRU\�NQRZOHGJH�

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�0HGLFDO�'HYLFH�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�

ZZZ�JUHHQOHDIKHDOWK�FRP




