
1 

 

 

 

 

Faculty of Sexual & Reproductive Healthcare 

New Product Review from the Clinical Effectiveness Unit 

20mcg ethinylestradiol/3mg drospirenone - Eloine, Daylette 

November 2015 

 

Product Summary 

Description: 

• 20mcg ethinylestradiol/3mg drospirenone (20mcgEE/3mgDRSP) is a combined estrogen and 

progestogen contraceptive pill licensed for contraceptive use. 

• 20mcgEE/3mgDRSP comes in a calendar pack with 24 consecutive active tablets containing 

ethinylestradiol 20mcg and drospirenone 3mg followed by four placebo tablets.  

• Drospirenone is a synthetic progestogen that has antimineralocorticoid activity similar to that of 

progesterone and mild antiandrogenic acivity.   

• There is no pill-free interval: the subsequent pill packet is started the day after the last tablet of 

the previous packet has been taken.  A four day hormone-free interval is provided by the four 

placebo tablets. 

 

Therapeutic indications:   

• In the UK, 20mcgEE/3mgDRSP is licensed for use for contraception only.   

• In the USA, the FDA has approved Yaz for use in treatment of symptoms of Premenstrual 

Dysphoric Disorder (PMDD ie severe premenstrual mood symptoms) and moderate acne vulgaris.  

However this applies only if the woman also wishes to use an oral contraceptive as her method of 

contraception.  Evidence supporting use of 20mcgDRSP/3mgDRSP for these indications is very 

limited and other combined oral contraceptives which may also be effective have been much less 

extensively studied.      

 

Manufacturer:  

• Eloine is manufactured by Bayer and has the same composition as Yaz® (previously available on 

private prescription only and now withdrawn in the UK, replaced by Eloine).  

• Consilient Health has also recently launched a generic preparation named Daylette®. 

Cost:   

• Eloine costs £14.70 for a packet of 3x 28 tablets.   

• Daylette is £10.50 for 3 x28 tablets. 
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How effective is 20mcgEE/3mgDRSP as contraception? 

20mcgEE/3mg DRSP is of comparable effectiveness to other combined oral contraceptives. [1,2,3] 

A large US observational study reports lower failure rates amongst users of a 24/4 EE/DRSP regimen 

than a 21/7 EE/DRSP regimen.  The study also suggests greater contraceptive effectiveness of a 24/4 

EE/DRSP regimen than with a 24/4 regimen containing EE in combination with norethisterone.  The 

dose of EE is not specified.  The authors postulate that this reflects the greater ovarian suppression 

achieved with a shorter hormone-free interval and a progestogen with a longer half life.[4] 

Ovarian suppression was observed to be similar over three cycles amongst 146 women randomised to 

either EE20mcg/LNG as a 21/7 regimen or EE20mcg/3mgDRSP as a 24/4 regimen. [5]  Comparing 

different regimens of EE20mcg/3mgDRSP, ovarian suppression has been observed to be greater with a 

24/4 regimen than with a 21/7 regimen. [6] 

It must be remembered that with typical use of a combined oral contraceptive, the contraceptive 

failure rate has been reported to be about 9%.  

 

How acceptable do women find 20mcgEE/3mgDRSP? 

The bleeding pattern associated with use of EE20mcg/3mgDRSP in a 24/4 regimen has been reported 

to be equivalent to that of EE20mcg/3mgDSG in a 21/7 regimen.  Pooled data from women taking part 

in four clinical trials of EE20mcg/3mgDRSP 24/4 (n=1285) demonstrates similar cycle control to that 

achieved with EE20mcg/3mgDSG 21/7.[1] 

 

Contraindications to use: 

The contraindications to use of combined hormonal contraceptives set out in the UKMEC 2009 [7] and 

in the FSRH guideline Combined Hormonal Contraception 2011[8] apply to 20mcgEE/3mgDRSP. 

 

Interaction with other medications: 

These are in line with other combined hormonal contraceptives.  

In addition, the manufacturers note that concomitant use of EE20mcg/3mgDRSP with aldosterone 

antagonists or potassium-sparing diuretics has not been studied.  As drospirenone has 

antimineralocorticoid activity, the Summary of Product characteristics suggests that serum potassium 

should be checked in the first cycle in women using these drugs. [9,10] 

 

What health risks are associated with use of 20mcgEE/3mgDRSP? 

Venous thromboembolism (VTE): 

The FSRH advises that, in common with combined hormonal contraceptives (CHC) containing 

desogestrel and gestodene, use of drospirenone-containing CHC increases VTE risk by 4.5 to 6 fold to 

9-12 VTE events per 10,000 woman years.[11]  Similarly, a recent large UK database study reports an 

adjusted odds ratio of 4.12 (3.43-4.96) for current use of CHC containing drospirenone compared to 

no use of CHC within the previous year.[12]  
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Arterial disease: 

It has been postulated that the antimineralocorticoid activity of drospirenone might be beneficial for 

blood pressure.  Small, short term studies have not observed a significant change in blood pressure 

over time with use of EE20mcg/3mgDRSP[12,13] and some data suggest that the preparation does not 

negatively affect risk factors for cardiovascular disease [13,14,15]. However data are extremely limited 

and there is no substantive evidence to suggest that risk of arterial disease is any different to that with 

other combined hormonal contraceptives.  

The health risks associated with all combined hormonal contraception [8] should be considered to 

apply to 20mcgEE/3mgDRSP. 

 

What additional benefits may 20mcgEE/3mgDRSP offer? 

In the USA, 20mcgEE/3mgDRSP is licensed for use in the treatment of symptoms of PMDD and 

moderate acne vulgaris in women who choose COC as their contraceptive method.   It should be noted 

that because of the initial suggestion that the antimineralocorticoid activity of DRSP and claims made 

regarding additional benefits of Yasmin®, more studies have considered use of EE/DRSP than other 

combined oral contraception for premenstrual symptoms and acne.  This may have distorted the 

available evidence. 

 

PMDD: 

There is limited evidence suggesting that EE20mcg/3mgDRSP may be beneficial for women with 

symptoms of PMDD (severe premenstrual mood symptoms). However there is no conclusive evidence 

that EE20mcg/DRSP is more effective than other combined oral contraceptives.  

Cochrane review in 2012 [16] concludes that “Drospirenone 3 mg plus ethinyl estradiol 20 μg may help 

treat premenstrual symptoms in women with severe symptoms, that is, premenstrual dysphoric 

disorder. The placebo also had a large effect.  We do not know whether the combined oral 

contraceptive works after three cycles, helps women with less severe symptoms, or is better than 

other oral contraceptives”.   

Since then, an open label trial of 90 Thai women randomised to either 20mcgEE/3mgDRSP or 

20mcgEE/desogestrel demonstrated an improvement over six cycles in Women’s Health Assessment 

Questionnaire scores with both preparations.[17]  A significantly greater effect was reported in the 

drospirenone group.  Conversely, the abstract of a Chinese randomised study of 187 women with 

PMDD reports no significant difference in symptoms between treatment with 20mcgEE/DRSP and 

placebo.  The complete article is not available for review.[18] 

Acne: 

EE20mcg/3mgDRSP may reduce acne lesions in moderate acne vulgaris.  It is not known how effective 

it is compared to other combined hormonal contraceptives and to non-hormonal acne treatments. 

A 2012 Cochrane Review [19] identifies two randomised controlled trials that compare use of 

EE20mcg/3mgDRSP to placebo for moderate acne:  Koltun et al observe a significant reduction in 

inflammatory and non-inflammatory lesions and in total lesion count with EE20mcg/3mgDRSP 

compared to placebo amongst 893 women.[20]  A small trial  (n=25) reported by Palli et al 

demonstrates a significant reduction in truncal acne lesions with EE20mcg/3mgDRSP versus 

placebo.[21] 
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Considering all EE/DRSP combined oral contraceptives (not just 20mcg preparations), the Cochrane 

review for treatment of acne [19] concludes that all “A drospirenone COC appeared to be more 

effective than norgestimate or nomegestrol acetate plus 17β-estradiol but less effective than 

cyproterone acetate”.  All six COCs evaluated in placebo-controlled trials have been found to be 

effective in reducing inflammatory and non-inflammatory facial acne lesions. Few important and 

consistent differences are found between COC types in their effectiveness for treating acne.  How 

COCs compare to alternative acne treatments is unknown since only one trial addressed this 

issue”.[19] 

Reporting on data from a US healthcare database, Joish et al suggest that EE/DRSP is cost-effective 

versus other acne treatments.[22] 

It should be noted that many of the studies which demonstrated the above non-contraceptive 

benefits of EE/DRSP were directly funded by the pharmaceutical industry. 

 

Weight:   

There is no significant evidence that 20mcgEE/3mgDRSP is less likely to be associated with weight gain 

than other combined hormonal contraceptives. 
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