
Errata to the FDA Briefing Document 
Meeting of the Anesthesia and Analgesia Advisory Committee 

January 10, 2025 
 
This errata contains corrections to FDA’s briefing information for the January 2025 Meeting of 
the Anesthetic and Analgesic Drugs Products Advisory Committee.  At this meeting, the 
Committee will discuss biologics license application (BLA) 761393, condoliase injection, 
submitted by Seikagaku (SKK) for the proposed indication of “the treatment of radicular leg pain 
associated with confirmed nerve root impingement caused by lumbar disc herniation in adults” 
 
Page 6, Paragraph 3: 
 

FDA Briefing Document reads: 
“If approved, this would be the first drug or biologic product approved for the treatment 
of RLP, and it would be the only product currently on the market for intradiscal injection 
for any indication.” 
 
Clarification: As discussed in Section 2.2 of the Briefing Document, chymopapain 
(NDA/BLA 18663) was approved in 1983 for “treatment of patients with documented 
herniated lumbar intervertebral discs whose symptoms and signs, particularly sciatica, 
have not responded to an adequate period or periods of conservative therapy.” 
Chymopapain was withdrawn from the US market in 2001.  
 

Page 11: Pertinent Drug Development and Regulatory History 
 

The fourth paragraph, first sentence should read, “Condoliase digests chondroitin sulfate, 
which is a prominent component” 

 
Page 15: Study 1133 Key Selection Criteria 
 

The sixth bullet point under “Inclusion Criteria” should read, “Radicular pain must be in 
one leg only and present for ≥6 weeks but <12 months” 

 
Page 21: Footnote of Figure 2  
 

Should read, “Source: Integrated Summary of Efficacy, page 78” 
 
Page 21: Study 1131 Synopsis and Results  
 

The first paragraph, fifth sentence should read, “Study 1131 failed to demonstrate 
efficacy on the primary endpoint” 

 
Page 22: Study 1031 Synopsis and Results 
 

The first paragraph, third sentence should read, “Study 1031 treated 163 patients, with” 



Page 40-41: Prespecified Imaging Findings by Visit  
Corrected table is below. 
 
Table 13. Prespecified Imaging Findings by Visit (Population: Primary Safety Pool: Phase 2/3 
Controlled Studies) 

 
(continued on next page) 



 

Source: Integrated Summary of Safety, Table 35 (modified for clarity) 
 
Page 41: Summary of Modic Changes  
 

The sixth bullet point under “Inspection of Table 13 shows that:” should read, “patients 
with progression from no Modic finding or Modic Type 1 to Modic Type 2” 




