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���� LQKDODWLRQDO�DQWKUD[��WKH�HIIHFWLYHQHVV�RI�UD[LEDFXPDE�IRU�WKHUDSHXWLF�WUHDWPHQW�RI�LQKDODWLRQDO�
���� DQWKUD[�LV�EDVHG�RQ�HIILFDF\�VWXGLHV�LQ�UDEELWV�DQG�PRQNH\V��5D[LEDFXPDE�HIIHFWLYHQHVV�KDV�QRW�
���� EHHQ�VWXGLHG�LQ�KXPDQV��%HFDXVH�WKH�DQLPDO�HIILFDF\�VWXGLHV�DUH�FRQGXFWHG�XQGHU�ZLGHO\�YDU\LQJ�
���� FRQGLWLRQV��WKH�VXUYLYDO�UDWHV�REVHUYHG�LQ�WKH�DQLPDO�VWXGLHV�FDQQRW�EH�GLUHFWO\�FRPSDUHG�
���� EHWZHHQ�VWXGLHV�DQG�PD\�QRW�UHIOHFW�WKH�UDWHV�REVHUYHG�LQ�FOLQLFDO�SUDFWLFH��
����
���� 7KH�HIILFDF\�RI�UD[LEDFXPDE�IRU�WUHDWPHQW�RI�LQKDODWLRQDO�DQWKUD[�ZDV�VWXGLHG�LQ�D�PRQNH\�
���� PRGHO��VWXG\����DQG�D�UDEELW�PRGHO��VWXGLHV���DQG����RI�LQKDODWLRQDO�DQWKUD[�GLVHDVH��7KHVH���
���� VWXGLHV�WHVWHG�UD[LEDFXPDE�HIILFDF\�FRPSDUHG�WR�SODFHER��$QRWKHU�VWXG\�LQ�D�UDEELW�PRGHO��VWXG\�
���� ���HYDOXDWHG�WKH�HIILFDF\�RI�UD[LEDFXPDE�LQ�FRPELQDWLRQ�ZLWK�DQ�DQWLEDFWHULDO�GUXJ�UHODWLYH�WR�WKH�
���� DQWLEDFWHULDO�GUXJ�DORQH��6WXGLHV�ZHUH�UDQGRPL]HG�DQG�EOLQGHG��
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���� DFKLHYH������PRUWDOLW\�LI�XQWUHDWHG��,Q�UDEELW�VWXG\����WUHDWPHQW�ZDV�GHOD\HG�XQWLO����KRXUV�DIWHU�
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���� HOHFWURFKHPLOXPLQHVFHQFH��(&/��DVVD\�IRU�%��DQWKUDFLV�3$��7KH�PHDQ�WLPH�EHWZHHQ�VSRUH�
���� FKDOOHQJH�DQG�LQLWLDWLRQ�RI�VWXG\�WUHDWPHQW�ZDV����KRXUV��,Q�UDEELW�VWXGLHV���DQG����VXVWDLQHG�

���

Reference ID: 3231530 



�

�����������

�

���� HOHYDWLRQ�RI�ERG\�WHPSHUDWXUH�DERYH�EDVHOLQH�IRU���KRXUV�RU�D�SRVLWLYH�UHVXOW�RQ�VHUXP�(&/�DVVD\�
���� IRU�3$�VHUYHG�DV�WKH�WULJJHU�IRU�LQLWLDWLRQ�RI�VWXG\�WUHDWPHQW��7KH�PHDQ�WLPH�EHWZHHQ�VSRUH�
���� FKDOOHQJH�DQG�LQLWLDWLRQ�RI�VWXG\�WUHDWPHQW�ZDV����KRXUV�SRVWH[SRVXUH��(IILFDF\�LQ�DOO�WKHUDSHXWLF�
���� VWXGLHV�LQ�DQLPDOV�ZDV�GHWHUPLQHG�EDVHG�RQ�VXUYLYDO�DW�WKH�HQG�RI�WKH�VWXG\��0RVW�VWXG\�DQLPDOV�
���� �����WR�������ZHUH�EDFWHUHPLF�DQG�KDG�D�SRVLWLYH�(&/�DVVD\�IRU�3$�SULRU�WR�WUHDWPHQW�LQ�DOO���
���� VWXGLHV��
����
���� ����� 7UHDWPHQW�RI�,QKDODWLRQDO�$QWKUD[�LQ�&RPELQDWLRQ�ZLWK�$QWLEDFWHULDO�
���� 'UXJ�
���� 7KH�HIILFDF\�RI�UD[LEDFXPDE�DGPLQLVWHUHG�ZLWK�OHYRIOR[DFLQ�DV�WUHDWPHQW�RI�DQLPDOV�ZLWK�
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���� ZHUH�XQDIIHFWHG�E\�SURGXFW�FR�DGPLQLVWUDWLRQ��)RUW\�WZR�SHUFHQW�RI�FKDOOHQJHG�DQLPDOV�VXUYLYHG�
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���� UD[LEDFXPDE�DW�D�VLQJOH�GRVH�RI����PJ�NJ�DW�WKH�WLPH�RI�H[SRVXUH�����KRXUV�����KRXUV��RU����
���� KRXUV�DIWHU�H[SRVXUH��6XUYLYDO�ZDV��������������LQ�DQLPDOV�WUHDWHG�DW�WLPH�RI�H[SRVXUH�RU����
���� KRXUV��EXW�GHFUHDVHG�WR������������DQG������������DW����KRXUV�DQG����KRXUV��UHVSHFWLYHO\��
����
���� ��� +2:�6833/,('�6725$*(�$1'�+$1'/,1*�
���� 5D[LEDFXPDE�LV�VXSSOLHG�LQ�VLQJOH�XVH�YLDOV�FRQWDLQLQJ������PJ����P/�����PJ�P/��
���� UD[LEDFXPDE�LQMHFWLRQ�DQG�LV�DYDLODEOH�LQ�WKH�IROORZLQJ�SDFNDJLQJ�FRQILJXUDWLRQ��
����
���� 6LQJOH�8QLW�&DUWRQ��&RQWDLQV�RQH�����VLQJOH�XVH�YLDO�RI�UD[LEDFXPDE������PJ����P/�
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���� ��� 3$7,(17�&2816(/,1*�,1)250$7,21�
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����
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PATIENT INFORMATION 
RAXIBACUMAB (rack-see-BACK-u-mab) 

Injection Solution for IV use 

What is RAXIBACUMAB? 
 RAXIBACUMAB is a prescription medicine used along with antibiotic medicines to treat people with 

inhalational anthrax. RAXIBACUMAB can also be used to prevent anthrax disease when there are no other 
treatment options. 

 The effectiveness of RAXIBACUMAB has been studied only in animals with inhalational anthrax. There have 
been no studies in people who have inhalational anthrax. 

 The safety of RAXIBACUMAB was studied in healthy adults. There have been no studies of RAXIBACUMAB 
in children 16 years of age and younger. 

 RAXIBACUMAB is not used for prevention or treatment of anthrax meningitis. 
Before you receive RAXIBACUMAB, tell your healthcare provider about all of your medical 
conditions, including if you are:
�� allergic to any of the ingredients in RAXIBACUMAB. See the end of this leaflet for a list of the ingredients in 

RAXIBACUMAB. 
�� allergic to diphenhydramine (Benadryl®). 
�� pregnant or planning to become pregnant. It is not known if RAXIBACUMAB will harm your unborn baby. 
�� breastfeeding or plan to breastfeed. It is not known if RAXIBACUMAB passes into your breast milk. You 

and your healthcare provider should decide if you will receive RAXIBACUMAB or breastfeed. 
Tell your healthcare provider about all the medicines you take, including prescription and non-prescription 
medicines, vitamins, and herbal supplements. 
How will I receive RAXIBACUMAB? 
• You will be given 1 dose of RAXIBACUMAB by a healthcare provider through a vein (IV or intravenous 

infusion). It takes about 2 hours to give you the full dose of medicine. 
• Your healthcare provider should give you a medicine called diphenhydramine (Benadryl®) before you 

receive RAXIBACUMAB to help reduce your chances of developing a skin reaction from RAXIBACUMAB. 
Benadryl may be given to you to take by mouth or through a vein. 

• Benadryl may make you sleepy, and you should use caution if you will be driving or operating equipment. 
What are the possible side effects of RAXIBACUMAB? 
RAXIBACUMAB may cause serious side effects, including: 
 infusion reactions. Tell your healthcare provider right away if you have rash, hives, or itching while 

receiving RAXIBACUMAB. 
The most common side effects of RAXIBACUMAB include rash, pain in your arms or legs, itchiness, and 
sleepiness. 
Tell your healthcare provider if you have any side effect that bothers you or that does not go away. These are 
not all the possible side effects of RAXIBACUMAB. For more information, ask your healthcare provider. 
Call your healthcare provider for medical advice about side effects. You may report side effects to FDA at 
1-800-FDA-1088. For more information go to dailymed.nlm.nih.gov. 
General information about the safe and effective use of RAXIBACUMAB. 
 This patient information leaflet summarizes the most important information about RAXIBACUMAB. If you 

would like more information, talk to your healthcare provider. You can ask your pharmacist or healthcare 
provider for information about RAXIBACUMAB that is written for health professionals. 

What are the ingredients in RAXIBACUMAB? 
Active ingredient: RAXIBACUMAB 
Inactive ingredients: citric acid, glycine, polysorbate 80, sodium citrate, and sucrose 
Manufactured by: Human Genome Sciences, Inc. (a subsidiary of GlaxoSmithKline), Rockville, MD 20850 
Marketed by: GlaxoSmithKline, Research Triangle Park, NC 27709 
For more information, go to www.gsk.com or call 1-888-825-5249.    

7KLV�3DWLHQW�,QIRUPDWLRQ�KDV�EHHQ�DSSURYHG�E\�WKH�8�6��)RRG�DQG�'UXJ�$GPLQLVWUDWLRQ� ,VVXHG��'$7(�
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