
 

From:	 Do, Yu 
To:	 Erik.Bjornson@baxalta.com 
Cc:	 Thompson, Edward 
Subject:	 Mid-Cycle Communication Summary for BL 125566/0 (ADYNOVATE): Teleconference, May 19, 2015, 10:00 a.m. 

to 11:00 a.m., EDT 
Date:	 Wednesday, June 10, 2015 5:02:00 PM 
Attachments:	 BL125566_May 19_2015_Mid_Cycle Communication_Teleconference CERT3.pdf 

Dear Mr. Bjornson: 

Attached is the Mid-Cycle Communication summary for BL 125566/0. 

Please acknowledge receipt of this document and let me know if you have any questions. 

Sincerely, 

Yu Do, M.S. 
Regulatory Project Manager 
FDA/OMPT/CBER/OBRR/IOD/RPMS 
(240) 402-8343 
yu.do@fda.hhs.gov 

"THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT 
IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, 
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not 
the addressee, or a person authorized to deliver the document to the addressee, you are 
hereby notified that any review, disclosure, dissemination, copying, or other action based on 
the content of this communication is not authorized. If you have received this document in 
error, please immediately notify the sender by e -mail or phone." 
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Mid-Cycle Communication Teleconference
 

Application:�� �%LRORJLFV�/LFHQVH�$SSOLFDWLRQ��%/$��� 
� 
Tracking Number:�� �671���������� � � 

Product name:  $QWLKHPRSKLOLF�)DFWRU��5HFRPELQDQW���3(*\ODWHG�>%$;����@ 

Proposed Indications: � �)RU�WKH�WUHDWPHQW�RI�DGROHVFHQW�����WR������\HDUV�ROG��DQG�DGXOW������������� 
\HDUV�ROG��SDWLHQWV�ZLWK�KHPRSKLOLD�$�IRU�����FRQWURO�DQG�SUHYHQWLRQ�RI��� 

������������������������������������������EOHHGLQJ�HSLVRGHV��DQG�����URXWLQH�SURSK\OD[LV�WR�SUHYHQW�RU�UHGXFH�WKH������� 
������������������������������������������IUHTXHQF\�RI�EOHHGLQJ�HSLVRGHV�� 

Applicant: %D[WHU�+HDOWKFDUH�&RUSRUDWLRQ 

Meeting date and time���0D\�����������������D�P��WR�������D�P���('7� 

Committee Chair: =H�3HQJ 

RPM: (GZDUG�7KRPSVRQ�DQG�<X�'R� 

Attendees: 

CBER 
=H�3HQJ��2%55�'+55�/+� 
(GZDUG�7KRPSVRQ��2%55�,2�5306� 
<X�'R��2%55�,2�5306� 

Baxter Healthcare Corporation 
(ULN�%MRUQVRQ��'LUHFWRU��*OREDO�5HJXODWRU\�$IIDLUV� 
,UDM�'DL]DGHK��$VVRFLDWH�'LUHFWRU��*OREDO�5HJXODWRU\�$IIDLUV� 
1LNKLO�0HKWD��9LFH�3UHVLGHQW��*OREDO�5HJXODWRU\�$IIDLUV� 
%ULJLWW�$EEXHKO��0HGLFDO�'LUHFWRU��+HPDWRORJ\� 
:HUQHU�(QJO��6HQLRU�0DQDJHU��%LRVWDWLVWLFV� 
$QQH�3UHQHU��9LFH�3UHVLGHQW��&OLQLFDO�5HVHDUFK��+HPDWRORJ\� � 
*UDHPH�/RZH��6HQLRU�0DQDJHU��/DERUDWRULHV� 
)ORUHQFH�0DQLHUH��4XDOLW\�0DQDJHU� 
.ODUD�3DOIUDGHU��4XDOLW\�3URGXFW�2ZQHU� � 
:HUQHU�+RHOOULHJO��'LUHFWRU��5	 '��QRQ�FOLQLFDO�� 

Other 
&KULVWRSKHU�6HVH��(DVWHUQ�5HVHDUFK�*URXS��(5*�� 
� 
� � 



Discussion Summary: 

��	 )'$�VWDWHG�WKDW�QR�VLJQLILFDQW�LVVXHV�RU�PDMRU�GHILFLHQFLHV�KDYH�EHHQ�LGHQWLILHG�E\�WKH� 
5HYLHZ�&RPPLWWHH�WR�GDWH��� 
� 
1R�IXUWKHU�GLVFXVVLRQ�� 
� 

��	 )'$�VWDWHG�WKDW�WKH�UHYLHZ�RI�WKH�FOLQLFDO�GDWD�WR�GDWH�GLG�QRW�UDLVH�PDMRU�VDIHW\�FRQFHUQV��� 
7KH�FXUUHQW�WKLQNLQJ�RI�WKH�UHYLHZ�FRPPLWWHH�LV�WKDW�D�Risk Evaluation and Mitigation 
Strategy��5(06��LV�QRW�UHTXLUHG���+RZHYHU��URXWLQH�SKDUPDFRYLJLODQFH�LV�UHFRPPHQGHG� 
� 
1R�IXUWKHU�GLVFXVVLRQ�� 
� 

��	 )'$�VWDWHG�WKDW�WKH�FXUUHQW�WKLQNLQJ�RI�WKH�UHYLHZ�FRPPLWWHH�LV�WKDW�WKLV�%/$�ZLOO�QRW�EH� 
SUHVHQWHG�DW�WKH�Blood Products Advisory Committee�PHHWLQJ� 

1R�IXUWKHU�GLVFXVVLRQ��
 
�
 

��	 )'$�VWDWHG�WKDW�WKH�FXUUHQW�WKLQNLQJ�RI�WKH�UHYLHZ�FRPPLWWHH�LV�WKDW�LQVSHFWLRQ�RI�WKH� 
PDQXIDFWXULQJ�IDFLOLWLHV�LV�QRW�UHTXLUHG�IRU�WKLV�%/$�� 
� 
1R�IXUWKHU�GLVFXVVLRQ�� 
� 

��	 )'$�VWDWHG�WKDW�WKH�IROORZLQJ�LQIRUPDWLRQ�UHTXHVWV��,5V��ZHUH�VHQW�WR�%D[WHU�EXW�
 
UHVSRQVHV�IURP�%D[WHU�KDYH�QRW�EHHQ�UHFHLYHG�
 

D� )'$�VHQW�DQ�,5�RQ���0D\������DQG�LV�H[SHFWLQJ�%D[WHU¶V�UHVSRQVH�E\���-XQH������� 
� 

E� )'$�VHQW�WZR�DGGLWLRQDO�,5V�RQ����0D\������DQG����0D\������DQG�LV�H[SHFWLQJ� 
%D[WHU¶V�UHVSRQVHV�WR�WKHVH�WZR�,5V�E\����0D\�������
 

�
 
1R�IXUWKHU�GLVFXVVLRQ��
 
�
 

��	 )'$�VWDWHG�WKDW�WKH�$JHQF\�ZLOO�VHQG�%D[WHU�DQRWKHU�,5�RQ�VWDELOLW\�VWXGLHV�DQG� 
LPSXULWLHV�LQ�0D\�������DQG�WKDW�WKH�UHYLHZ�LV�RQJRLQJ�DQG�DGGLWLRQDO�LQIRUPDWLRQ�PD\� 
EH�UHTXHVWHG�DV�WKH�QHHG�DULVHV�� 

Additional discussion: 
%D[WHU�DVNHG�DERXW�WKH�GHWDLOV�RQ�WKLV�QHZ�,5���)'$�H[SODLQHG�WKDW�%D[WHU�KDG�QRW� 
LQFOXGHG�WKH�WHVW�UHVXOWV�IRU�Free PEG��Total PEG��DQG�Degree of PEGylation�RQ�WKH� 
FRQIRUPDQFH�ORWV�RI�%$;�����ILQDO�GUXJ�SURGXFW��)'3����)'$�DVNHG�%D[WHU�WR�WDNH�WKHVH� 
SDUDPHWHUV�LQWR�DFFRXQW�LQ�WKH�RQJRLQJ�VWDELOLW\�VWXGLHV�DQG�WR�LQFOXGH�WKH�WHVW�UHVXOWV�RI� 
WKHVH�SDUDPHWHUV�ZKHQ�%D[WHU�VXEPLWV�XSGDWHG�VWDELOLW\�GDWD�IRU�WKHVH�FRQIRUPDQFH�ORWV� 
RI�%$;�����)'3�� 
� 

�	 �� 



��	 %D[WHU�DQG�)'$�DJUHHG�WR�KROG�WKH�/DWH�&\FOH�0HHWLQJ�RQ�7KXUVGD\����$XJXVW������ 
IURP������S�P��WR������S�P��YLD�WHOHFRQIHUHQFH�� 

1R�IXUWKHU�GLVFXVVLRQ��
 
�
 

��	 )'$�VWDWHG�WKDW�WKH�DFWLRQ�GXH�GDWH�IRU�WKLV�%/$�LV�:HGQHVGD\�����1RYHPEHU������� 
� 
1R�IXUWKHU�GLVFXVVLRQ�� 
� 

Additional Discussion 
� 

��	 %D[WHU�DVNHG�IRU�DQ�XSGDWH�RQ�WKH�VWDWXV�RI�WKH�UHYLHZ�RQ�WKH�FOLQLFDO�DQG�QRQ�FOLQLFDO� 
VHFWLRQV�RI�WKH�%/$���)'$�UHVSRQGHG�WKDW�WKH�UHYLHZV�RI�WKH�FOLQLFDO�DQG�QRQ�FOLQLFDO� 
GDWD�DUH�VWLOO�RQJRLQJ���� 
� 

��� %D[WHU�DVNHG�IRU�WKH�VFKHGXOH�RI�WKH�ODEHOLQJ�UHYLHZ���)'$�VWDWHG�WKDW�WKH�ODEHOLQJ�UHYLHZ� 
PHHWLQJ�LV�VFKHGXOHG�LQ�ODWH�$XJXVW��DQG�UHYLVLRQV�RI�WKH�ODEHO�DUH�H[SHFWHG�WR�EH� 
FRQGXFWHG�E\�PLG�6HSWHPEHU�� 
� 

��� %D[WHU�DVNHG�IRU�DQ�XSGDWH�RQ�WKH�VWDWXV�RI�WKH�UHYLHZ�RI�WKH�SURSULHWDU\�QDPH�DQG�WKH� 
LVVXDQFH�RI�WKH�SURSULHWDU\�QDPH�DFFHSWDQFH��31$��OHWWHU���)'$�VWDWHG�WKDW�WKH�31$� 
OHWWHU�LV�EHLQJ�GUDIWHG�DQG�LV�H[SHFWHG�WR�EH�VHQW�WR�%D[WHU�LQ�HDUO\�-XQH���$GGLWLRQDOO\�� 
%D[WHU�FRQILUPHG�WKDW�WKH�UHTXHVW�RI�WKH�SURSULHWDU\�QDPH�UHYLHZ�IRU�WKLV�SURGXFW�ZDV�QRW� 
VXEPLWWHG�WR�,1'�������� 
� 

End 
�	 � 

�	 �� 


