
Unapproved Uses 
Generic Name Trade Name Approved Use (if any) Unapproved/Investigational Use 
Adalimumab Humira Reducing signs and symptoms and maintaining 

response in Crohn’s disease (CD) in patients with 
inadequate response to conventional therapy and 
in those who have lost response to or are 
intolerant of infliximab; juvenile idiopathic 
arthritis; psoriatic arthritis; ankylosing 
spondylitis; plaque psoriasis 

Use during pregnancy or breastfeeding 

Antibiotics various various* CD; use during pregnancy or 
breastfeeding 

Azathioprine Imuran  Prevention of rejection in renal 
homotransplantation  
 
Severe, active rheumatoid arthritis (RA) that is 
unresponsive to rest, aspirin, or other nonsteroidal 
anti-inflammatory drugs (NSAIDs) or to agents in 
the class of which gold is an example 

Induction and maintenance of remission 
in CD or ulcerative colitis (UC); use 
during pregnancy or breastfeeding 

Balsalazide Colazal Treatment of mild to moderate UC in patients 5 
years of age and older 

CD; use during pregnancy or 
breastfeeding  

Budesonide, controlled-
release 

Entocort-EC Treatment and maintenance of mild to moderate 
CD involving the ileum and/or ascending colon 
for up to 3 months 

UC; treatment of CD for >3 months; use 
during pregnancy or breastfeeding 

Certolizumab Cimzia Reducing signs and symptoms and maintaining 
response in CD patients with inadequate response 
to conventional therapy 
 
Moderate to severe RA 

Use during pregnancy or breastfeeding 

Corticosteroids various 
 

UC and regional enteritis; endocrine disorders; 
rheumatic disorders; collagen disorders; 
dermatologic diseases; allergic states; ophthalmic 
diseases; respiratory diseases; hematologic 
disorders; neoplastic diseases; edematous states; 
nervous system disorders (acute exacerbations of 
multiple sclerosis); and miscellaneous disorders 
(tuberculosis meningitis, trichinosis)  

CD; use during pregnancy or 
breastfeeding  



Cyclosporine Sandimmune, 
Neoral 

Kidney, liver, and heart transplantation; RA; 
psoriasis 

UC; use during pregnancy or 
breastfeeding 

Infliximab Remicade Adult and pediatric CD and UC; RA; ankylosing 
spondylitis; psoriatic arthritis; plaque arthritis 

Use during pregnancy or breastfeeding 

6-Mercaptopurine Purinethol Remission induction and maintenance therapy of 
acute lymphatic leukemia 

Induction and remission in inflammatory 
bowel disease; use during pregnancy or 
breastfeeding  

Mesalamine Apriso Maintenance of remission of UC in patients 18 
years of age and older 

CD; treatment of active UC; pediatric 
IBD; use during pregnancy or 
breastfeeding 

Mesalamine Asacol 
 

Treatment of mild to moderate UC 
 
Maintenance of remission of UC 

CD; pediatric IBD; use during pregnancy 
or breastfeeding  

Mesalamine Asacol HD Treatment of moderate UC 
 
 

Treatment of mild UC; maintenance of 
remission of UC; CD; pediatric IBD; use 
during pregnancy or breastfeeding  

Mesalamine  Lialda Induction of remission in patients with active, 
mild to moderate UC 
Maintenance of remission of UC 

CD; pediatric IBD; use during pregnancy 
or breastfeeding  

Mesalamine Pentasa Induction of remission and for the treatment of 
patients with mild to moderate UC 

Maintenance of remission of UC; CD; 
pediatric IBD; use during pregnancy or 
breastfeeding 

Mesalamine rectal 
suspension enema 

Rowasa Treatment of active mild to moderate distal UC, 
proctosigmoiditis or proctitis 

Maintenance of remission of UC; 
pediatric IBD 

Methotrexate Rheumatrex Treatment of neoplastic diseases  
 
Symptomatic control of severe, recalcitrant, 
disabling psoriasis that is not adequately 
responsive to other forms of therapy 
 
Management of selected adults with severe, 
active, RA (ACR criteria), or children with active 
polyarticular-course juvenile RA who have had an 
insufficient therapeutic response to or are 
intolerant of an adequate trial of first-line therapy 
including full-dose NSAIDs  

CD; use during pregnancy or 
breastfeeding 



Metronidazole Flagyl Trichomoniasis, amebiasis, treatment of T. 
vaginalis in asymptomatic consorts, anaerobic 
bacterial infections, intra-abdominal infections, 
skin and skin structure infections, gynecologic 
infections, bacterial septicemia, bone and joint 
infections, central nervous system infections, 
lower respiratory tract infections, endocarditis 

CD; use during pregnancy or 
breastfeeding 

Natalizumab Tysabri Induction and maintenance of clinical response 
and remission in adult patients with moderately to 
severely active Crohn’s disease with evidence of 
inflammation who have had an inadequate 
response to, or are unable to tolerate, conventional 
CD therapies and inhibitors of TNF-α  

Use during pregnancy or breastfeeding 

Olsalazine Dipentum Maintenance of remission of UC in patients who 
are intolerant of sulfasalazine 

Treatment of active UC; use during 
pregnancy or breastfeeding 

Sulfasalazine Azulfidine Treatment of mild to moderate UC and as 
adjunctive therapy in severe UC 
 
Prolongation of the remission period between 
acute attacks of UC 

CD; use during pregnancy or 
breastfeeding 

Sulfasalazine Azulfidine-EN Treatment of mild to moderate UC and as 
adjunctive therapy in severe UC 
 
Prolongation of the remission period between 
acute attacks of UC 
 
Treatment of patients with RA who have 
responded inadequately to salicylates or other 
NSAIDs  
 
Treatment of pediatric patients with polyarticular-
course juvenile RA who have responded 
inadequately to salicylates or other NSAIDs  

CD; use during pregnancy or 
breastfeeding 

Tacrolimus Prograf Prophylaxis of organ rejection in patients 
receiving allogeneic liver, kidney, or heart 
transplants 

CD; UC; use during pregnancy or 
breastfeeding 



Thalidomide Thalomid Multiple myeloma; cutaneous manifestations of 
moderate to severe erythema nodosum leprosum 

CD; UC; use during pregnancy or 
breastfeeding 

*Approved indications vary among agents. 
 


