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UK FemSeven (estradiol +/- levonorgestrel) Stock Update 
 
FemSeven Conti® (estradiol/levonorgestrel) available now via 
Alliance Healthcare  
 

January 2021 
 
 

Theramex holds the marketing authorisation for FemSeven 50, 75 and 100® (estradiol), FemSeven 
Conti® (estradiol/levonorgestrel) and FemSeven Sequi® (estradiol/levonorgestrel) in the UK and 
Europe since acquiring these products from Teva Pharmaceuticals Ltd on 1st February 2018. 
 
Non-patient-safety related quality issues were brought to our attention resulting in the gradual 
withdrawal of the FemSeven® portfolio from the market.  
 
We have since been working diligently to fix these issues and are pleased confirm that the entire 
FemSeven® portfolio of products will be returning in 2021 commencing with FemSeven Conti® which 
is available now from Alliance Healthcare. 
 
We anticipate that the rest of the FemSeven® portfolio will be available by mid-2021 and we will 
continue keep health care professionals informed of any changes. We would like to thank both 
patients and prescribers for their continued patience. 
 
 
Further Information 
 
Patients who have any questions with regards to their treatment options should speak to their 
healthcare professional. 
 

For pharmacists and healthcare professionals who wish to place orders for FemSeven Conti®, 
please contact Alliance Healthcare via your usual channels. 
 



Presentation: FemSeven 50: 1.5 mg estradiol patch; FemSeven 75: 

2.25 mg estradiol patch; FemSeven 100: 3 mg estradiol patch. 

Indication: HRT for estrogen deficiency symptoms in postmenopausal 

women. Prevention of osteoporosis in postmenopausal women at high 

risk of future fractures who are intolerant of, or contraindicated for, other 

medicinal products approved for the prevention of osteoporosis. 

Experience of treating women older than 65 years is limited. Dosage & 

administration: FemSeven is an estrogen-only patch that should be 

applied to the skin once weekly on a continuous basis, i.e. each patch is 

replaced with a new one after 7 days. In women with an intact uterus, the 

addition of a progestagen for at least 12 to 14 days every month/28-day 

cycle is essential to help prevent any endometrial hyperplasia induced 

by the estrogen. Unless there is a previous diagnosis of endometriosis, 

it is not recommended to add a progestogen in hysterectomised women. 

For initiation and continuation of treatment of postmenopausal 

symptoms, the lowest effective dose for the shortest duration should be 

used (50 mcg of estradiol in 24 hours); a maximum dose of 100 mcg 

estradiol per day should not be exceeded. If there are persistent signs of 

overdose, such as breast tenderness, the dose should be reduced 

accordingly. Hysterectomised and non-hysterectomised women not 

taking HRT or transferring from another HRT product may start treatment 

with FemSeven on any convenient day. In non-hysterectomised women 

switching from sequential HRT regimens, treatment with FemSeven 

should start after the previous treatment regimen has ended. 

Consecutive new patches should be applied to different sites. It is 

recommended that sites are chosen below the waist where little wrinkling 

of the skin occurs e.g., buttocks, hip or abdomen. FemSeven must not 

be applied on or near the breasts. The patch should be applied to clean, 

dry, healthy and intact skin. The patch should be applied to the skin as 

soon as it is removed from its wrapping. Should part or all of a patch 

detach prematurely (before 7 days) it should be removed, and a new 

patch applied. Forgetting a patch may increase the likelihood of break-

through bleeding or spotting. Contraindications: Known, past or 

suspected breast cancer. Known or suspected estrogen-dependent 

malignant tumours. Undiagnosed genital bleeding. Untreated 

endometrial hyperplasia. Previous or current VTE. Known thrombophilic 

disorders. Active or recent ATE disease. Acute liver disease, or a history 

of liver disease as long as liver function tests have failed to return to 

normal. Known hypersensitivity to the active substance or to any of the 

excipients. Porphyria. Special warnings and precautions for use: 

Before initiating or reinstituting HRT, a complete personal and family 

medical history should be taken. Women should be advised what 

changes in their breasts should be reported to their doctor or nurse. 

Conditions which need supervision: If any of the following conditions 

are present, have occurred previously, and/or have been aggravated 

during pregnancy or previous hormone treatment, the patient should be 

closely supervised. Conditions may recur or be aggravated during 

treatment, in particular: Leiomyoma or endometriosis, risk factors for, 

thromboembolic disorders or estrogen dependent tumours, 

hypertension, liver disorders, diabetes mellitus with or without vascular 

involvement, cholelithiasis, migraine or severe headache, systemic lupus 

erythematosus, history of endometrial hyperplasia, epilepsy, asthma and 

otosclerosis. Therapy should be discontinued if a contraindication is 

discovered and in the following situations: Jaundice or deterioration 

in liver function, significant increase in blood pressure, new onset of 

migraine-type headache, pregnancy. The WHI trial found no increase in 

the risk of breast cancer in hysterectomised women using estrogen-only 

HRT. Randomised controlled data found no increased risk of CAD in 

hysterectomised women using estrogen-only therapy. Interactions: The 

metabolism of estrogens (and progestogens) may be increased by 

concomitant use of substances known to induce drug-metabolising 

enzymes, specifically cytochrome P450 enzymes, such as 

anticonvulsants and anti-infectives. Ritonavir, nelfinavir and herbal 

preparations containing St. John's Wort may induce the metabolism of 

estrogens. At transdermal administration, the first-pass effect in the liver 

is avoided and, thus, transdermally applied estrogens HRT might be less 

affected than oral hormones by enzyme inducers. Clinically, an 

increased metabolism of estrogens may lead to decreased effect and 

changes in the uterine bleeding profile. Pregnancy and lactation: Not 

indicated, treatment should be withdrawn immediately. Side effects: The 

most frequently reported undesirable effects (> 10 %) in clinical trials 

were application site reactions, e.g. pruritus, erythema, eczema, 

urticaria, oedema and changes in skin pigmentation. They were mostly 

mild skin reactions and usually disappeared 2 – 3 days after patch 

removal. Common ADRs (> 1/100; < 1/10): Headache, breast 

discomfort. Uncommon ADRs (>1/1 000; < 1/100): Hair changes, 

sweating increased, Arthralgia, leg cramps, dizziness, paraesthesia, 

migraine, anxiety, appetite increase, depression, insomnia, nausea, 

dyspepsia, abdominal pain, vomiting, blood pressure changes, chest 

pain, vein disorders, vaginal discharge, breakthrough bleeding, oedema, 

fatigue. weight changes Rare (>1/10 000; < 1/1 000): Worsening of 

uterine fibroids. Package Quantities & Cost: Each container (primary 

packaging) consists of a sealed laminated sachet. Package sizes: 

Carton of 4 and 12 patches. Cost: 50 (1x4) £6.04; 50 (1x12) £18.02; 75 

(1x4) £6.98; 100 (1x4) £7.28. Marketing authorisation number: 

FemSeven 50 PL 49876/0007; FemSeven 75 PL 49876/0008; 

FemSeven 100 PL 49876/0009. Marketing authorisation holder: 

Theramex Ireland Limited, 3rd Floor, Kilmore House, Park Lane, 

Spencer Dock, Dublin 1, D01 YE64, Ireland. Legal classification: POM. 

Date of Preparation: November 2020: THX_GB_PI_002527. 

FemSeven® 50,75,100 (estradiol / transdermal patch) Abbreviated Prescribing Information 

Please consult the Summary of Product Characteristics for other adverse reactions and full prescribing information 

Adverse events should be reported. Reporting forms and information can be found at 

www.mhra.gov.uk/yellowcard or search for MHRA Yellowcard in the Google Play or Apple App store. 

Adverse events should also be reported to Theramex on medinfo.uk@theramex.com or Tel: 0333 0096795 

http://www.mhra.gov.uk/yellowcard


Presentation: - FemSeven Conti: 1.5 mg of estradiol hemihydrate and 

0.525 mg levonorgestrel transdermal patch. FemSeven Sequi: 

transdermal Patch. Phase 1: Each patch contains 1.5 mg of estradiol 

hemihydrate. Phase 2: Each patch contains 1.5 mg of estradiol 

hemihydrate and 1.5 mg of levonorgestrel. Indication: FemSeven 

Conti: HRT for oestrogen deficiency symptoms in postmenopausal 

women more than one year after menopause. FemSeven Sequi: HRT 
for oestrogen deficiency symptoms in postmenopausal women. For Conti 

and Sequi experience of treating women older than 65 years is limited. 

Dosage & administration: For transdermal use. FemSeven Conti has 

to be applied once a week. FemSeven Conti is a continuous combined 

HRT treatment without a treatment-off phase. In women with 

amenorrhoea and not taking HRT or women transferring from another 

continuous combined HRT product, treatment with FemSeven Conti may 

be started on any convenient day. In women transferring from sequential 

HRT regimens, treatment should start right after their withdrawal 

bleeding has ended. FemSeven Sequi has to be applied once a week. 

FemSeven Sequi is a continuous sequential HRT without a treatment-off 

phase. Each treatment cycle with FemSeven Sequi consists of the 

successive application of two transdermal patches containing estradiol 

(phase 1) and then two transdermal patches containing estradiol and 

levonorgestrel (phase 2). The following treatment cycle should be 

observed: one phase 1 patch once a week for the first two weeks then 

one phase 2 patch once a week for the following two weeks. In women 

who are not taking HRT or women who switch from a continuous 

combined HRT product, treatment may be started on any convenient 

day. In women transferring from a sequential HRT regimen, treatment 

should begin the day following completion of the prior regimen. For 

initiation and continuation of treatment of menopausal symptoms for both 

products, the lowest effective dose for the shortest duration should be 

used. Method of Administration: FemSeven Conti & FemSeven Sequi 

should be applied to clean, dry, healthy skin, free from any cream, lotion 

or other oily product. The patch should be applied to an area of skin 

without major skin folds, i.e. the buttocks or hips, and not subject to 

chafing by clothing (avoid the waist and also avoid wearing tight clothing 

that could loosen the transdermal patch). FemSeven Conti & FemSeven 

Sequi must not be applied either on or near the breasts. It is advisable 

to avoid applying the patch to the same site twice running. At least one 

week should be allowed to elapse between applications to the same site. 

The patch must be applied directly to the skin and must be firmly pressed 

with the palm of the hand for at least 30 seconds, concentrating on the 

edges. Once applied, the transdermal patch has to be covered by clothes 

to avoid direct exposure to sunlight. Removal of the transdermal patch 

should be carried out slowly to avoid irritating the skin. 

Contraindications: Known, past or suspected breast cancer. Known or 

suspected oestrogen-dependent malignant tumours or pre-malignant 

tumours. Undiagnosed genital bleeding. Untreated endometrial 

hyperplasia. Known thrombophilic disorders. Previous idiopathic or 

current VTE. Known thrombophilic disorders. Active or recent ATE 

disease. Acute liver disease, or a history of liver disease as long as liver 

function tests have failed to return to normal. Known hypersensitivity to 

the active substances or to any of the excipients. Porphyria. Special 

warnings and precautions for use: Before initiating or re-instituting 

HRT, a complete personal and family medical history should be taken. 

Conditions which need supervision: If any of the following conditions 

are present, occurred previously, have been aggravated during 

pregnancy or previous hormone treatment, supervise patient closely. 

Conditions may recur or be aggravated during treatment, in particular: 

Leiomyoma or endometriosis, risk factors for thrombo-embolic disorders 

or oestrogen dependent tumours, hypertension, liver disorders, diabetes 

mellitus with or without vascular involvement, cholelithiasis, migraine or 

(severe) headache, systemic lupus erythematosus, history of 

endometrial hyperplasia, epilepsy, asthma and otosclerosis. Therapy 

should be discontinued if a contraindication is discovered and in 

the following situations: jaundice/deterioration in liver function, 

significant increase in blood pressure, new onset of migraine-type 

headache, pregnancy. The overall evidence suggests an increased risk 

of breast cancer in hysterectomised women using oestrogen-

progestagen HRT, that is dependent on the duration of taking HRT. 

Interactions: The metabolism of oestrogens and progestogens may be 

increased by concomitant use of substances known to induce drug-

metabolising enzymes, specifically cytochrome P450 enzymes, such as 

anticonvulsants and anti-infectives. Ritonavir, telaprevir, nelfinavir and 

herbal preparations containing St. John's Wort may induce the 

metabolism of oestrogens and progestogens. At transdermal 

administration, the first-pass effect in the liver is avoided and, thus, 

transdermally applied oestrogens and progestagens might be less 

affected than oral hormones by enzyme inducers. Clinically, an 

increased metabolism of oestrogens and progestogens may lead to 

decreased effect and changes in the uterine bleeding profile. Fertility, 

Pregnancy and lactation: Not indicated, treatment should be withdrawn 

immediately. Side effects: FemSeven Conti: the most frequently 

reported undesirable effects (> 10 %) in clinical trials were application 

site reactions, breast tenderness and bleeding or spotting. Common 

ADRs (> 1/100; < 1/10): Headache, dyspepsia and mastodynia. 

Uncommon ADRs (>1/1 000; < 1/100): Fluid retention/ oedema/weight 

increase/loss, fatigue, leg cramps, dizziness, migraine, bloating, 

abdominal cramps, nausea, hypertension, endometrial hyperplasia 

benign breast tissue changes and depression. Rare (>1/10 000; < 1/1 

000): Cholelithiasis, cholestatic jaundice and increase in size of uterine 

fibrosis. FemSeven Sequi: The most frequently reported undesirable 

effects (> 10 %) in clinical trials were application site reactions. Common 

ADRs (> 1/100; < 1/10): Headache, mastodynia, nausea, vomiting, 

Breakthrough bleeding, spotting, increase/decrease in libido. 

Uncommon ADRs (>1/1 000; < 1/100): Fluid retention/ oedema/weight 

increase/loss, fatigue, dizziness, leg cramps, migraine, bloating, 

abdominal cramps, hypertension, dysmenorrhoea, endometrial 

hyperplasia, benign breast tissue changes. Rare (>1/10 000; < 1/1 000): 
Cholelithiasis, cholestatic jaundice, increase in size of uterine fibrosis 

and depression. Package Quantities & Cost: FemSeven Conti: the 

container consists of a sealed laminated sachet. Each carton box has 4 

or 12 TDSs. Cost: 1x4 £15.48. 1x12 £44.12 FemSeven Sequi: Each 

phase 1 or phase 2 transdermal patch is contained in an individual 

sachet. Each carton contains 4 or 12 sachets consisting of 2 x phase 1 

patches and 2 x phase 2 patches or 6 x phase 1 patches and 6 x phase 

2 patches. Cost: 1x4 £13.18; 1x12 £37.54. Marketing authorisation 

number: FemSeven Conti: PL 49876/0010. FemSeven Sequi: PL 

49876/0011. Marketing authorisation holder: Theramex Ireland 

Limited, 3rd Floor, Kilmore House, Park Lane, Spencer Dock, Dublin 1, 

Legal classification: POM. Date of Preparation: November 2020: 

THX_GB_PI_002526. 

• FemSeven® Conti & FemSeven® Sequi (estradiol / levonorgestrel / transdermal patch) Abbreviated Prescribing Information 

• Please consult the Summary of Product Characteristics for other adverse reactions and full prescribing information 

Adverse events should be reported. Reporting forms and information can be found at 

www.mhra.gov.uk/yellowcard or search for MHRA Yellowcard in the Google Play or Apple App store. 

Adverse events should also be reported to Theramex on medinfo.uk@theramex.com or Tel: 0333 0096795 

http://www.mhra.gov.uk/yellowcard

	FemSeven Conti Stock Update Jan 2021 - PIv2
	FINAL FemSeven 50,75, 100 Prescribing Information THX_GB_PI_002527 November 2020
	FINAL FemSeven Conti and FemSeven Sequi Prescribing Information THX_GB_PI_002526 November 2020

