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could represent a direct effect of raxibacumab on CNS tissues vs. evidence of protective immune 
reconstitution secondary to the blockade of immunosuppressive LT activity by raxibacumab. 
 
The safety of raxibacumab has been evaluated in over 400 healthy human volunteers, including 326 
subjects treated with the proposed dose (40 mg/kg) with product manufactured (M11) and formulated (21-
A) by the same process proposed for licensure. Raxibacumab was safe and well tolerated and non-
immunogenic with single or repeat dosing in humans. Concomitant administration of raxibacumab with 
antibiotics in animals did not significantly alter antibiotic efficacy, nor did it alter the safety or 
pharmacokinetics of either antibiotic or raxibacumab in humans. In human clinical trials, administration 
of 40 mg/kg raxibacumab achieved serum levels of raxibacumab comparable with serum levels observed 
in rabbits and monkeys that provided maximal survival benefit.  Raxibacumab is proposed to be 
administered in a single dose of 40 mg/kg IV over 2 hours. 
 
Established pre- and post-exposure prophylaxis for anthrax involves the use of anthrax vaccine adsorbed 
(AVA) and antibiotics. Vaccination requires weeks to establish protective immunity and would not be 
effective in the event of acute exposure to anthrax spores. Limitations of antibiotics include the lack of 
activity against anthrax toxin, poor patient compliance, and inactivity against bioengineered antibiotic 
resistant strains of B. anthracis. Given the current prophylactic options, a mass exposure scenario is 
estimated to generate a death toll orders of magnitude greater than that realized in 2001. Therefore, the 
U.S. Government has made the development of a direct antitoxin a priority for civilian defense. Indeed, 
HGS has been awarded a contract for raxibacumab by the US Government, and this antibody has already 
been included in the U.S. Strategic National Stockpile (SNS) as an investigational agent for use in the 
event of an emergency. By directly targeting the anthrax toxin itself, raxibacumab provides a therapeutic 
intervention strategy that is complementary to antibiotic and vaccine-mediated prophylaxis.  
 
 
3.2.S.1.1 Nomenclature 

Recommended International    
Nonproprietary Name (INN):  Not applicable (see USAN) 
 
Trade name:    Not applicable 
 
Chemical name(s):   Immunoglobulin G1, anti-(anthrax protective antigen) 
     (human monoclonal PA heavy chain), difulfide with  
     human monoclonal PA λ-chain, dimer 
 
Company or laboratory code:  HGS1021, PA mAb, Abthrax™ 
 
Other non-proprietary name(s)  
(USAN):    raxibacumab 
 
Chemical Abstracts Service (CAS) 
registry number:   565451-13-0 
 
NDC     NDC number will be requested during BLA review 

 
3.2.S.1.2 Structure 
 
Raxibacumab is a fully human IgG1 lambda (λ) antibody comprising two identical light chains and two 
identical heavy chains. Raxibacumab has  
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Therapeutic Biological Establishment Evaluation  
Request (TB-EER) Form 

Version 1.0 
 

Instructions:  
The review team should email this form to the email account “CDER-TB-EER” to 
submit: 

1) an initial TB-EER within 10 business days of the application filing date 
2) a final TB-EER 15-30 days prior to the action date 

 
Note: All manufacturing1 locations named in the pending submission, whether contract 
facilities or facilities owned by the applicant, should be listed on this form.  For bundled 
supplements, one TB-EER to include all STNs should be submitted. 
 

 
APPLICATION INFORMATION 

 
PDUFA Action Date:  December 15, 2012  
 
Applicant Name: Human Genome Sciences, Inc 
US License: 1820  
STN(s): 125349  
Product(s): Raxibacumab 
Short summary of application: This is resubmission of BLA 125349 responding to the  
                                                  CR letter dated 14-November-2009.  
 

FACILITY INFORMATION 
  

#1.  
Firm Name: Human Genome Sciences, Inc. 
                     Traville Facility  
Address: 14200 Shady Grove Road 
                Rockville, MD 20850             
FEI: 1000303703 
Responsibility: Corporate headquarters with corporate responsibility for BDS 
manufacture, quality oversight, BDS and cell bank storage, and BDS batch disposition, 
BDS release testing (select methods), Storage of master cell bank (MCB) and working 
cell bank (WCB), and Equivalency testing of WCB. 
 
Inspected by CDER-DMPQ from  and classified VAI.  This was a pre-
licensing inspection that was limited to the manufacture of  drug substance.  

                                                 
1The regulations at 21 C.F.R. § 207.3(a)(8) defines “manufacturing or processing” as “the manufacture, preparation, propagation, 
compounding, or processing of a drug or drugs as used in section 510 of the act [21 U.S.C. § 360] and is the making by chemical, 
physical, biological, or other procedures of any articles that meet the definition of drugs in section 201(g) of the act.  The term 
includes manipulation, sampling, testing, or control procedures applied to the final product or to any part of the process. The term also 
includes repackaging or otherwise changing the container, wrapper, or labeling of any drug package to further the distribution of the 
drug from the original place of manufacture to the person who makes final delivery or sale to the ultimate consumer.”  

Reference ID: 3174260

(b) (4)

(b) (4)









---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

MAHESH R RAMANADHAM
08/14/2012

Reference ID: 3174260



Therapeutic Biological Establishment Evaluation  
Request (TB-EER) Form 

Version 1.0 
 

Instructions:  
The review team should email this form to the email account “CDER-TB-EER” to 
submit: 

1) an initial TB-EER within 10 business days of the application filing date 
2) a final TB-EER 15-30 days prior to the action date 

 
Note: All manufacturing1 locations named in the pending submission, whether contract 
facilities or facilities owned by the applicant, should be listed on this form.  For bundled 
supplements, one TB-EER to include all STNs should be submitted. 
 

 
APPLICATION INFORMATION 

 
PDUFA Action Date:  December 15, 2012  
 
Applicant Name: Human Genome Sciences, Inc 
US License: 1820  
STN(s): 125349  
Product(s): Raxibacumab 
Short summary of application: This is resubmission of BLA 125349 responding to the  
                                                  CR letter dated 14-November-2009.  
 

FACILITY INFORMATION 
  
 
 

#1.  
Firm Name: Human Genome Sciences, Inc. 
                     Traville Facility  
Address: 14200 Shady Grove Road 
                Rockville, MD 20850             
FEI: 1000303703 
Responsibility: Corporate headquarters with corporate responsibility for BDS 
manufacture, quality oversight, BDS and cell bank storage, and BDS batch disposition, 
BDS release testing (select methods), Storage of master cell bank (MCB) and working 
cell bank (WCB), and Equivalency testing of WCB. 
 

                                                 
1The regulations at 21 C.F.R. § 207.3(a)(8) defines “manufacturing or processing” as “the manufacture, preparation, propagation, 
compounding, or processing of a drug or drugs as used in section 510 of the act [21 U.S.C. § 360] and is the making by chemical, 
physical, biological, or other procedures of any articles that meet the definition of drugs in section 201(g) of the act.  The term 
includes manipulation, sampling, testing, or control procedures applied to the final product or to any part of the process. The term also 
includes repackaging or otherwise changing the container, wrapper, or labeling of any drug package to further the distribution of the 
drug from the original place of manufacture to the person who makes final delivery or sale to the ultimate consumer.”  
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