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FDA INDICATIONS AND USAGE1,2,3,4 

 

Infliximab is a tumor necrosis factor (TNF) blocker indicated for Crohn’s disease, ulcerative 

colitis, rheumatoid arthritis,  psoriatic arthritis, ankylosing spondylitis, juvenile idiopathic 

arthritis, plaque psoriasis, and  hydradenitis suppurativa. Avsola™, Inflectra®, and  Renflexis® 

are considered biosimilars to Remicade®. Biosimilar drugs are biological products approved 

based on data demonstrating that it is highly similar to an FDA-approved biological product, 

known as a reference product, and that there are no clinically meaningful differences between the 

biosimilar product and the reference product. 
 

APPROVAL CRITERIA1,2,3,4,5,6,7,8,9 

 

1. Patient has one (a,b,c,d,e,f,g,h)of the following diagnosis, is age appropriate and meets 

trial criteria: 

a. Crohn’s disease and is 6 years of age or older 

i. Patient has had a trial and inadequate response or contraindication to two 

conventional therapies (i.e. mesalamine, sulfasalazine, azathioprine/6-

mercaptopurine, methotrexate, etc.). 

b. Ulcerative colitis and is 6 years of age or older  

i. Patient has had a trial and inadequate response or contraindication to two 

conventional therapies (i.e. mesalamine, sulfasalazine, azathioprine/6-

mercaptopurine, methotrexate, etc.) 

c. Rheumatoid arthritis and is 4 years of age or older  

i. Patient has  had a trial and inadequate response or contraindication to two disease 

modifying anti-rheumatic drugs (DMARDs) used concurrently 

d. Psoriatic arthritis and is 18 years of age or older  

i. Patient has had a trial and inadequate response or contraindication to two 

conventional therapies (i.e. methotrexate, sulfasalazine, leflunomide, etc.) 

e. Ankylosing spondylitis and is 18 years of age or older  

i. Patient has had a trial and inadequate response or contraindication to two non-

steroidal anti-inflammatories (NSAIDs) at maximum therapeutic dose for at least 

3 months AND; 

ii. Patient had a trial and inadequate response or contraindication to one 

conventional DMARD for at least 30 days. 

f. Juvenile idiopathic arthritis and is 4 years of age or older  

i. Patient has had a trial, and inadequate response or contraindication to 

intraarticular glucocorticoid injection AND; 

ii. Patient had a trial and inadequate response or contraindication to two 

conventional therapies (i.e. methotrexate, sulfasalazine, leflunomide, etc.) 

g.  Plaque psoriasis in adults 18 years of age and older 

i. Patient has had a trial and inadequate response or contraindication to 

phototherapy, systemic retinoids (oral isotretinoin), methotrexate, or cyclosporine  

Infliximab 
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h.  Hydradenitis suppurativa (HS) 

i. No trial required. 

 
DENIAL CRITERIA 1,2,3,4 

 

1. Failure to meet approval criteria OR; 

2. Patient has not been screened for Tuberculosis OR; 

3. Patient has not been screened for hepatitis B or C OR; 

4. Patient has or develops a serious infection OR; 

5. The dose is  greater than 5 mg/kg in moderate to severe heart failure OR; 
6. The patient’s weight has not been submitted. 

 

 

CAUTIONS1,2,3,4 

 

• See Package Insert 

▪ Remicade®: https://www.janssenlabels.com/package-insert/product-

monograph/prescribing-information/REMICADE-pi.pdf 

▪ Avsola™: https://www.pi.amgen.com/~/media/amgen/repositorysites/pi-

amgen-com/avsola/avsola_pi_english.ashx 

▪ Inflectra®: https://labeling.pfizer.com/ShowLabeling.aspx?id=9271 

▪ Renflexis®: 

https://www.organon.com/product/usa/pi_circulars/r/renflexis/renflexis-pi.pdf 

 

DURATION OF APPROVAL 

• Initial Approval: up to 6 months  

• Reauthorization Approval: up to 12 months if the prescriber documents the patient has 
disease improvement or stabilization. 

   
QUANTITY LIMIT 

• Crohn’s Disease - 5 mg/kg at 0, 2 and 6 weeks, then every 8 weeks. Some adult patients who 

initially respond to treatment may benefit from increasing the dose to 10 mg/kg if they later lose 

their response.  

• Pediatric Crohn’s Disease - 5 mg/kg at 0, 2 and 6 weeks, then every 8 weeks. 

• Ulcerative Colitis - 5 mg/kg at 0, 2 and 6 weeks, then every 8 weeks.  

• Pediatric Ulcerative Colitis - 5 mg/kg at 0, 2 and 6 weeks, then every 8 weeks.  

• Rheumatoid Arthritis - In conjunction with methotrexate, 3 mg/kg at 0, 2 and 6 weeks, then every 

8 weeks. Some patients may benefit from increasing the dose up to 10 mg/kg or treating as often 

as every 4 weeks. 

• Ankylosing Spondylitis - 5 mg/kg at 0, 2 and 6 weeks, then every 6 weeks. 

•  Psoriatic Arthritis and Plaque Psoriasis - 5 mg/kg at 0, 2 and 6 weeks, then every 8 weeks. 

 

https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/REMICADE-pi.pdf
https://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/REMICADE-pi.pdf
https://www.pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/avsola/avsola_pi_english.ashx
https://www.pi.amgen.com/~/media/amgen/repositorysites/pi-amgen-com/avsola/avsola_pi_english.ashx
https://labeling.pfizer.com/ShowLabeling.aspx?id=9271
https://www.organon.com/product/usa/pi_circulars/r/renflexis/renflexis-pi.pdf
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• HCPCS:   

o Remicade® - J1745 

o Avsola™ – Q5121 

o Inflectra® – Q5103 

o Renflexis® -Q5104  
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