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Policy Subject:   Entyvio 
Policy Number:  SHS PBD48 
Category:            Gastroenterology  
Policy Type:    Medical    Pharmacy  
Department:       Pharmacy  

Dates: 
Effective Date:        June 24, 2015 
Revision Date         July 30, 2018 
Approval Date:        August 22, 2018 
Next Review Date:  August 2019 

Product (check all that apply): 
 Group HMO/POS  
 Individual HMO/POS 
 PPO  
 ASO 

Clinical Approval By: 
Medical Directors  
PHP: Peter Graham, MD 
Pharmacy and Therapeutics Committee            
PHP: Peter Graham, MD 

 

Policy Statement: 

Physicians Health Plan, PHP Insurance & Service Company, and Sparrow PHP will cover Entyvio 
(vedolizumab) through the Medical Benefit based on approval by the Clinical Pharmacist or Medical 
Director using the following determination guidelines 
 

 

Drugs and Applicable Coding:   
 J-code: J3380 (1u = 1mg)                    

 

Clinical Determination Guidelines: 

      Document the following with chart notes: 
 

A.   Crohn’s Disease (CD) 
      1.   Age:  > 18yo  
      2.   Prescriber:  Gastroenterologist 

3.   Diagnosis & severity: Mod-severe active CD. 
4.   Other therapies:  Failed or had significant adverse effects to 2 below w different MOA 

a.   DMARD therapy (4 mons): Azathioprine, 6-mercaptopurine or methotrexate 
5.   Dosage regimen:  

a.  Entyvio IV (vedolizumab):  300 mg at 0, 2, & 6 wks., then q 8 wks.  
b.   D/C:  No evidence of therapeutic benefit by wk. 14  

      6.   Approval 
           a.   Initial:  4 mons 
           b.   Re-approval: Clinical remission or a ↓ or sustained ↓ in disease activity (corticosteroid-free    
                 clinical remission by wk 14).   
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B.   Ulcerative Colitis (UC) 
      1.   Age:  > 18yo  
      2.   Prescriber:  Gastroenterologist 

3.   Diagnosis & severity: Mod-severe active UC (eg. endoscopy w marked erythema, no vascular   
      pattern, friability, & erosions to spontaneous bleeding/ulceration). 
4.   Other therapies: Failed or had significant adverse effects to 1 of each category below: 

a.   Conventional therapies (4 mons.):  Mesalamine, metronidazole 
b. Chronic DMARD (4 mons.): Sulfasalazine 

5.   Dosage regimen:  
a.   Entyvio IV (vedolizumab):  300 mg at 0, 2, & 6 wks., then q 8 wks. 
b.   D/C:  No evidence of therapeutic benefit by wk. 14  

      6.   Approval 
           a.   Initial:  4 mons 
           b.   Re-approval: Clinical remission or a ↓ or sustained ↓ in disease activity (↓ rectal bleeding,     
                 improved mucosa by endoscopy & corticosteroid-free clinical remission by wk. 14).   
C.  Exceptions:  Skipping the requirements of “2. Other therapies” are allowed if patient exhibits     

            severe or fulminant disease (See Appendix I) 

 
 
      
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



  

Pharmacy Benefit Determination Policy 

Page 3 of 4 
 

 

Appendix I- Definitions of Disease Activity in Crohn’s Disease and Ulcerative colitis5 
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 Appendix II: Monitoring & Patient Safety 

Drug Adverse Reactions Monitoring REMS 
Entyvio® 
(vedolizumab) 

• CNS: HA (12%)
• GI: Nausea (9%)
• MSK: Arthralgia (12%)
• Resp.: Nasopharyngitis (13%),

URI (7%), Cough (5%)
• Other: Pyrexia (9%), Fatigue

(6%)

• During infusion patients should be
monitored

• Hypersensitivity rxs
• S & Sx of infection

None 
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