
PREFERRED STEP THERAPY POLICY

POLICY: Ophthalmic – Glaucoma – Combination Products Preferred Step 
Therapy

APPROVAL DATE:  09/18/2019

DRUGS AFFECTED:  
 Combigan® (brimonidine  tartrate  0.2%/timolol  maleate  0.5% 

ophthalmic solution – Allergan)
 Cosopt® (dorzolamide  hydrochloride  2%/timolol  maleate  0.5% 

ophthalmic solution – Akorn, generics)

OVERVIEW
Glaucoma is an ocular disorder that leads to an optic neuropathy characterized by changes in the optic  
nerve head (optic disk) that is associated with loss of visual sensitivity and field.1  The two major types of 
glaucoma are open-angle glaucoma and closed-angle glaucoma.  Primary open-angle glaucoma is the 
most common type of glaucoma, affecting up to 3 million individuals in the US.  Reduction of intraocular  
pressure (IOP) is essential.  Patients with ocular hypertension (IOP of > 22 mmHg) may be treated even 
in  the  absence of  nerve damage,  especially  if  there  are  other  risk factors  for  glaucoma (e.g.,  severe 
myopia, Black race, family history of glaucoma).  Reduction of IOP prevents onset and/or progression of 
glaucoma.  

Both Combigan and dorzolamide hydrochloride 2%/timolol maleate 0.5% ophthalmic solution (Cosopt, 
generics) are indicated for the reduction of elevated IOP in patients with open-angle glaucoma or ocular  
hypertension who require adjunctive or replacement therapy due to inadequately controlled IOP on one  
IOP-lowering agent (e.g., ophthalmic beta-blockers).2,3  Both agents are dosed twice daily (BID).

The IOP-lowering effect of Combigan administered BID was compared over the course of the day with 
individually-administered brimonidine tartrate ophthalmic solution 0.2% administered three times per day 
(TID) and timolol  maleate ophthalmic solution 0.5% administered BID in patients with glaucoma or 
ocular hypertension.2  The IOP-lowering of Combigan

 
BID was less (approximately 1 to 2 mmHg) than 

that seen with the concomitant administration of 0.5% timolol BID and 0.2% brimonidine tartrate TID.  
Combigan

 
BID provided an additional 1 to 3 mmHg decrease in IOP over brimonidine treatment TID and 

an additional 1 to 2 mmHg decrease over timolol treatment BID during the first 7 hours post dosing.  
Combigan

 
administered BID had a favorable safety profile versus concurrently administered brimonidine 

TID and timolol BID in the self-reported level of severity of sleepiness for patients over age 40.

The IOP-lowering effect of dorzolamide/timolol ophthalmic solution BID (dosed morning and bedtime) 
was compared with individually and concomitantly administered 0.5% timolol BID and 2% dorzolamide 
BID and TID.3  The IOP-lowering effect of dorzolamide/timolol BID was greater (1 to 3 mmHg) than that 
of  monotherapy with either 2% dorzolamide TID or 0.5% timolol  BID.  The IOP-lowering effect  of 
dorzolamide/timolol BID was approximately 1 mmHg less than that of concomitant therapy with 2% 
dorzolamide TID and 0.5% timolol BID.  Open-label extensions of two studies were conducted for up to 
12 months, and during this period, the IOP-lowering effect of  dorzolamide/timolol BID was consistent 
during the 12 month follow-up period.
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A preferred step therapy program has been developed to encourage the use of one Step 1 product prior to  
the use of a Step 2 product.  If the preferred step therapy rule is not met for a Step 2 agent at the point of  
service,  coverage will  be determined by the preferred step therapy criteria below.  All  approvals are 
provided for 1 year in duration.  

Automation:  Patients  with  a  history  of  one  Step  1  drug  within  the  130-day  look-back  period  are 
excluded from step therapy.  

Step 1:  generic dorzolamide 2%/timolol maleate 0.5% ophthalmic solution, Combigan

Step 2:  Cosopt

CRITERIA

1. If the patient has tried one Step 1 product, authorization for a Step 2 product may be given.

2. No other exceptions are recommended.
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