
  

   
 

  
 

  
 

   
   

 

  
   

  
 

  

 
 
  
  

 
 

    
   

    
   

 
 

  
 

 

     
  

  
 

   

 
 

 

   
 

      
  

  
 

 
  

  
  

  

  
 

 

(b) (6)

Emergency Use Authorization (EUA) for baricitinib, FOR THE UNAPPROVED 
USE OF AN APPROVED PRODUCT 

Center for Drug Evaluation and Research (CDER) Review 

Identifying Information 
Application Type (EUA or Pre-EUA) 
If EUA, designate whether pre-event 
or intra-event EUA request. 

EUA 

EUA Application Number(s) 92 
Sponsor (entity requesting EUA or 
pre-EUA consideration), point of 
contact, address, phone number, fax 
number, email address 

Eli Lilly and Company 
Lilly Corporate Center 
Indianapolis IN 46285 
Attention: Jillian Fuhs, JD, PharmD 
Advisor, Global Regulatory Affairs-North 
America 

jillian_fuhs@lilly.com 
Submission Date(s) September 10, 2021 
Receipt Date(s) September 10, 2021 
OND Division / Office Division of Rheumatology and Transplant 

Medicine (DRTM)/Office of Immunology and 
Inflammation (OII) 

Established Name/Other names used 
during development 

Baricitinib 

Dosage Forms/Strengths Tablet, 2 mg, 1 mg 
Therapeutic Class Janus kinase inhibitor 
Intended Use or Need for EUA Treatment of coronavirus disease 2019 

(COVID-19) 
Intended Population(s) Hospitalized adult and pediatric patients 2 

years and older with COVID-19 requiring 
supplemental oxygen, non-invasive or 
invasive mechanical ventilation or ECMO 

I. Issue Summary 

The FDA granted authorization on November 19, 2020 for the emergency use of 
baricitinib (EUA 92), in combination with remdesivir, for the treatment of 
suspected or laboratory confirmed COVID-19 in hospitalized adults and pediatric 
patients 2 years of age or older requiring supplemental oxygen, invasive 
mechanical ventilation, or extracorporeal membrane oxygenation (ECMO). On 
July 28, 2021, the EUA was revised to no longer require that baricitinib be used in 
combination with remdesivir for the treatment of COVID-19 in hospitalized adults 
and pediatric patients 2 years of age or older requiring supplemental oxygen, non
invasive or invasive mechanical ventilation, or ECMO. The current EUA 
amendment requests that the Agency authorize splitting of the unscored 2 mg 
tablet in half and administering half the tablet once daily if the 1 mg tablet is 
unavailable. The request is due to a potential shortage of the 1 mg tablets. The 1 
mg once-daily dose is for adult and pediatric patients 9 years of age and older 
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reviewed by OPQ. OPQ concluded that the proposal is reasonable with the 
following comments pertaining to clinical pharmacology: 

“Only 5 of the assay values of the portions of the 16 split tablets, if used as 1 mg 
doses, would be within specification per the approved assay acceptance criterion 

(b) (4)for Olumiant (1 and 2 mg), which is % LC (NDA 207924). Recall that the 
replicate 8a tablet was determined visually to be unequally split. Depending on 
whether or not the replicate 8a portion assays are included or excluded from the 
results, the estimated dose variability would be 67-127% or 80-120% of 1 mg, 
respectively. The CMC team defers to the clinical and/or clinical pharmacology 
teams to decide which estimated level(s) of dosing variability is (are) acceptable 
for renally impaired hospitalized patients. If it is decided that split portions that are 
determined visually to be unequal are to be discarded, the footnote c of Table 1 of 
the EUA factsheet would need to be revised accordingly.” 

As described in the summary, the split portions if visually determined to be 
unequal could lead to dosing variability (e.g., 67-127%), which is likely to result in 
further variation in exposure. As such, we agree with OPQ that the split portions 
that are determined visually to be unequal should be discarded and the footnote c 
of Table 1 of the EUA healthcare provider fact sheet will be revised accordingly. 

IV. Summary of Revisions to EUA Fact Sheets 

Proposed changes to the EUA healthcare provider fact sheet include the addition 
of a footnote c to Table 1 shown below. For clarification, dosage adjustments 
when coadministered with other medications (strong OAT3 inhibitors) were also 
added to Table 1. These dosage adjustments were previously described under 
Drug Interactions. The revised Table 1 is shown below. The revision to the 
healthcare provider fact sheet do not alter the analysis of benefits and risks that 
underlies the authorization of EUA 92. 
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10/07/2021 11:25:55 AM 

NIKOLAY P NIKOLOV 
10/07/2021 11:31:51 AM 

Reference ID: 4869126Reference ID: 4869761 




