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PREFERRED STEP THERAPY POLICY 
 

POLICY: Estrogen-Progestin Combination (patches) Preferred Step Therapy 

 Climara Pro® (estradiol/levonorgestrel transdermal patch – Bayer) 

 CombiPatch® (estradiol/norethindrone acetate transdermal patch – Noven) 

 

REVIEW DATE: 10/21/2020 

 

 

OVERVIEW  
CombiPatch and Climara Pro are transdermal hormone replacement therapy (HRT) products that combine 

an estrogen and a progestin.1,2  Variations in the indications of each product are noted in the Table 1.   

 
Table 1.  FDA-Approved Indications and Product Description.1,2 

Drug FDA-Approved Indication(s) Dosing Availability 

CombiPatch For use in women with a uterus for: 

 Treatment of moderate to severe 

vasomotor symptoms associated with 

menopause. 

 Treatment of moderate to severe vulvar 

and vaginal atrophy associated with 

menopause.  When prescribing solely for 

the treatment of symptoms of 

vulvar/vaginal atrophy, topical vaginal 

products should be considered. 

 Treatment of hypoestrogenism due to 

hypogonadism, castration, or primary 

ovarian failure. 

Continuous combined regimen:  

CombiPatch is worn continuously 

and replaced twice weekly during a 

28-day cycle. 

      Continuous sequential regimen:  An 

estradiol 0.05 mg/day only 

transdermal patch is worn for the first 

14 days of the 28-day cycle (replace 

patch once or twice weekly, 

depending on the product used; see 

the respective product’s prescribing 

information).  For the remaining 14 

days of the cycle, CombiPatch is 

worn, replacing twice weekly. 

0.05 mg estradiol/ 

0.14 mg norethindrone 

acetate per day (9 cm2 

size) 

0.05 mg estradiol/ 

0.25 mg norethindrone 

acetate per day (16 cm2 

size) 

 

         

Climara Pro  Treatment of moderate to severe 

vasomotor symptoms due to 

menopause. 

 Prevention of postmenopausal 

osteoporosis.  When prescribing solely 

for the prevention of postmenopausal 

osteoporosis, therapy should only be 

considered for women at significant risk 

of osteoporosis and non-estrogen 

medication should be carefully 

considered. 

Climara Pro is worn continuously 

and replaced once weekly. 

0.045 mg estradiol/ 

0.015 mg levonorgestrel 

per day (22 cm2 size) 

 

 

 

GUIDELINES 
The 2017 hormone therapy position statement by the North American Menopause Society states that  

hormone therapy is recommended as first-line therapy for bothersome vasomotor symptom; it may be 

considered as a primary therapy for prevention of bone loss and fracture in postmenopausal women at 

elevated risk of osteoporosis or factures; and is recommended until at least the median age of menopause 

in women with hypoestrogenism caused by hypogonadism, primary ovarian insufficiency, or premature 

surgical menopause.3   

 

POLICY STATEMENT 
This program has been developed to encourage the use of a 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 Product 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.   
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Automation:  A patient with a history of one Step 1 Product within the 130-day look-back period is 

excluded from Step Therapy.   

 

Step 1: CombiPatch 

 

Step 2: Climara Pro  

 

 

CRITERIA 

 

1. If the patient has tried one Step 1 Product, approve a Step 2 Product. 

 

2. If the patient is prescribed the Product for the prevention of postmenopausal osteoporosis, approve 

Climara Pro. 

 

3. No other exceptions are recommended. 
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