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UNC Inflammatory Bowel Disease Drug Protocol 
 
PROGRAF (tacrolimus): Prograf is a macrolide immunosuppressant produced 
by Streptomyces tsukubaensis. It is currently FDA approved for the 
prevention of organ transplant rejection. Its mechanism of action is via 
inhibition of t-lymphocyte activation. Clinical trials have demonstrated the 
efficacy in the treatment of fistulizing and luminal Crohn’s disease. There is 
some suggestion that Prograf may be effective in the treatment of 
moderate to severe ulcerative colitis in patients who are steroid resistant. 
The ideal length of treatment is usually not more than 6 months secondary 
to potential nephrotoxicity however it has been used more chronically with 
careful monitoring. 
 
Current indications for Prograf at UNC: 
1.  Medically refractory fistulizing and luminal Crohn’s disease not responsive 
to first line immunomodulator therapy. 
2.  Ulcerative colitis that is steroid resistant (as rescue therapy vs. 
cyclosporine when consideration is being made for surgical intervention) 
3.  Pyoderma gangranosum 
 
Treatment Regimen 
 
Baseline evaluation 

• Cholesterol Serum  
• CBC with differential 
• Liver function tests 
• Serum glucose, potassium, magnesium, BUN, creatinine 
• Vital signs (caution should be used in patients who are hypertensive) 

 
Treatment Protocol 
 
Prograf is available in 5mg, 1mg and 0.5mg capsules (Astellas Pharm). There 
is no generic equivalent 
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After baseline lab work is obtained, patients are started on 5mg BID. If 
there is any suggestion of impaired renal function, dose adjustment or 
alternative therapy should be considered. 
 
Patient should be advised to take the Prograf twice daily at approximately 
the same time each day, Pharmacy distributed education materials 
emphasize exactly 12 hour spacing between doses, but this is necessary only 
in transplant anti-rejection protocols. 
 
Patients can take Prograf with or without food, but they should be advised 
to take it the same way every time as this can affect the measured blood 
levels. 
 
Monitoring of serum chemistries to include at minimum potassium, glucose, 
magnesium and creatinine are drawn weekly. CBC should be drawn at least 
monthly following the initiation of therapy. Trough tacrolimus levels are 
drawn weekly. Patients should be advised to hold their morning dose of 
Prograf and have blood work drawn at or around the time their morning dose 
of Prograf is due. Following the lab draw, the morning dose of Prograf can be 
taken as usual. 
 
Prograf dose adjustments are made based on the following “algorithm”. 
Target tacrolimus whole blood concentration is between 10 and 20ng/ml. For 
levels <5ng/ml, consider a 35% dose increase; for levels 5-9ng.ml increase 
dose by 20%. For tacrolimus levels >30ng/ml decrease dose by 35%, for 
levels 21-30 consider a 20% dose decrease. Individualized dosing 
adjustments are made for hyperkalemia, hyperglycemia and elevated 
creatinine levels.  
 
Subjective dose adjustments can be made for side effects that include, but 
are not limited to infection, hypertension, headaches, tremor, paresthesias, 
insomnia, diarrhea, nausea, vomiting, alopecia, impotence. A lower whole blood 
tacrolimus concentration is acceptable if desired effect is achieved at lower 
dose. 
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Consideration must be made to the cost of this medication. It is generally 
considered a premium co-payment for those persons with insurance. Should a 
combination of doses be needed to provide the daily dose (i.e. patient 
requires 6mg BID: one 5mg and one 1mg capsule) each of these dose 
strengths is considered a separate prescription and patients will have double 
out of pocket expense for the prescription. 
 
Prograf is considered a category “C” in pregnancy. Birth defects, neonatal 
hyperkalemia and renal dysfunction in the neonate have been associated with 
the use of Prograf in pregnancy. Risk vs. benefit must be discussed: it is 
likely that the use of Prograf in patients with IBD (vs. its use as an 
antirejection medication in solid organ transplantation) may not be justified 
during pregnancy. Prograf is excreted in human milk and should not be used 
while nursing. 
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Prograf (Tacrolimus) Monitoring Sheet 

 
Patient Name ____________________  Unit # _____________ 
 
Date  

 
      

Drug Dose 
 

       

Hgb/Hct 
 

       

WBC/Plts        

Cholesterol 
(baseline) 

       

AST/ALT 
 

       

Alk Phos/GGT        

BUN/Creatinine        

Prograf Level        

        

        

        

 


