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	1. Name of Drug, Brand Name, Form and Strength
	Ethinylestradiol 10 microgram tablets

	2. Licensed Indications 
	Hormone replacement therapy for failure of ovarian development e.g. in patients with gonadal dysgenesis where initial oestrogen therapy is later followed by combined oestrogen/progestogen therapy.

	3. Criteria for shared care


	Prescribing responsibility will only be transferred when

· Treatment is for a specified indication and duration.

· Treatment has been initiated and established by the secondary care specialist.

· The patient’s initial reaction to and progress on the drug is satisfactory.

· The GP has agreed in writing in each individual case that shared care is appropriate.

· The patient’s general physical, mental and social circumstances are such that he/she would benefit from shared care arrangements

	4. Patients excluded from shared care
	•
Unstable disease state

•
Pregnant and breast feeding patients 

•
Patient does not consent to shared care.

•
Patient does not meet criteria for shared care specified in section 3.



	5. Therapeutic use &  background
	In girls who have constitutional delay of puberty (CDP) or ovarian/gonadal failure (e.g.in those with disorders of sexual differentiation, Turner's syndrome, idiopathic primary ovarian failure) and hypogonadotrophic hypogonadism, pubertal induction is indicated to enable the individual to progress through puberty normally with the assistance of oestrogen replacement at titrated doses.

	6. Contraindications (please note this does not replace the SPC or BNF and should be read in conjunction with it).
	Contraindication:

· Active or recent arterial thromboembolic disease, e.g. angina, myocardial infarction

· Current or recent idiopathic venous thromboembolism (deep venous thrombosis, pulmonary embolism)

· Personal or family history of thromboembolism

· Known or suspected oestrogen dependent tumours

· Acute liver disease or a history of liver disease as long as liver function tests have failed to return to normal

· Acute Porphyria

· Known hypersensitivity to the active substance or to any of the excipients

· Patients with rare hereditary problems of galactose intolerance, the Lapp-lactose deficiency, or glucose-galactose malabsorption should not take this medicine.
· Systemic Lupus erythematosis
Cautions:

• Risk factors for oestrogen dependent tumours e.g. 1st degree heredity for breast cancer

• Leimyoma (uterine fibroids) or endometriosis

• A history of, or risk factors for, thromboembolic disorders (see below)

• Hypertension

• Liver disorders (e.g. liver adenoma)

• Diabetes Mellitus

• Otosclerosis
· Cholelithiasis 

• Asthma

• Migraine or (severe) headache and epilepsy

• Systemic Lupus erythematosis

• Hyperplasia of the endometrium (see below)

Reasons for immediate withdrawal of therapy

• Jaundice or deterioration in liver function

• Significant increase in blood pressure

• New onset of migraine-type headache

· Pregnancy



	7. Prescribing in pregnancy and lactation
	This drug cannot be prescribed in the pregnant/breastfeeding patient. Under these circumstances prescribing should be stopped.

	8. Dosage regimen  for continuing care

	Route of administration
	oral

	
	Preparations available: Ethinylestradiol 10 microgram tablets

	
	Treatment is for female patients age 12 years and over who have not started menstruating.

In gonadal failure or hypogonadotrophic hypogonadism a 2-3 year program of titrating up ethinylestradiol will be undertaken as follows:

Duration from start of treatment

Number of 10 microgram tablets per dose and dosing frequency

Average dose (micrograms) per day

0 – <6 months

½ tablet once a day on alternate days

2.5 micrograms

6 – <12 months

½ tablet once daily

5 micrograms

12 – <18 months

1 tablet once a day on day 1,

 ½ tablet once a day on day 2 and alternate between day 1 and day 2.

7.5 micrograms

18 – <24 months

1 tablet once a day

10 micrograms

12 – <30 months

1½ tablets once a day

15 micrograms

30 months onwards

2 tablets once a day

20 micrograms

Note: From 30 months onwards continue on 20 micrograms once a day until the patient has her first menarche, then ethinylestradiol will be discontinued and the following will be prescribed:

· If the patient has a uterus present then a combined oral contraceptive pill (COC) may be initiated or alternatively hormone replacement therapy (HRT) may be used.

· If the uterus is absent, then oestrogen only HRT may be used.

If after 36 months the patient has not started menstruating then the Specialist (consultant) may consider increasing the dose to 30 micrograms once daily.
British Society for Paediatric Endocrinology and Diabetes, "Guidance Statement: Hormone Supplementation For Pubertal Induction In Girls" (last updated in 2016). The dosing in this SCP reflects the regimen recommended in the BSPED guidelines.

	
	Is titration required
	Yes

In gonadal failure or hypogonadotrophic hypogonadism

	
	Titrate dosage according to table above and response.
Maintenance dosage up to a maximum 30 micrograms / day

	
	Adjunctive treatment regime:

N/A  

	
	Conditions requiring dose reduction: (dose to be reduced to previous dose without side-effects)
e.g. impaired renal/ liver function
Reasons for immediate withdrawal of therapy

· Jaundice or deterioration in liver function

· New onset of migraine-type headache

· Pregnancy

	
	Usual response time :

For gonadal failure or hypogonadotrophic hypogonadism a variable response time, hence the 2-3 year titration duration.

	
	Duration of treatment:

2-3 years in gonadal failure or hypogonadotrophic hypogonadism to induce puberty completely 

	
	Treatment to be terminated by:
Specialist paediatric endocrinologist

	
	NB. All dose adjustments will be the responsibility of the initiating specialist care unless directions have been specified in the medical letter to the GP. 

	9.Drug Interactions 
For a comprehensive list consult the BNF or Summary of Product Characteristics


	The following drugs may be prescribed with caution:
· Anti-convulsants (e.g. phenobarbitol, phenytoin, carbamazepine), anti-infectives (e.g. rifampicin, rifabutin, nevirapine, efavirenz) and modafinil may decrease plasma oestrogen levels.

· Herbal preparations containing St Johns Wort (Hypericum Perforatum) decrease plasma oestrogen levels.

· Ethinylestradiol has been shown to decrease serum concentrations of lamotrigine, sodium valproate and valproic acid when the two drugs are co-administered.
· Ethinylestradiol may reduce the effects of anticoagulants such as warfarin, phenindione or nicoumalone.

· The doses of insulin or hypoglycaemic drugs may need to be adjusted due to the mild diabetogenic effect of ethinylestradiol.

· Ethinylestradiol may inhibit the metabolism of theophylline and reduce its clearance.

	10. Adverse drug reactions 
For a comprehensive list (including rare and very rare adverse effects), or if significance of possible adverse event uncertain, consult Summary of Product Characteristics or BNF
	Specialist to detail below the action to be taken upon occurrence of a particular adverse event as appropriate. Most serious toxicity is seen with long-term use and may therefore present first to GPs. 

	
	Adverse event
System –  symptom/sign


	Action to be taken Include whether drug should be stopped prior to contacting secondary care specialist
	By whom

	
	Jaundice / raised Liver function test (LFTs) (more than 2 times the upper limit of normal)


	Stop Ethinylestradiol and review. Check any other reason such as drug interaction including over the counter medication as risk of hepatic dysfunction Liaise with Specialist. If LFTs improve, consider restarting on lower dose
	GP to stop medication and liaise with Specialist re cause and restarting

	
	Significant sudden rise in blood pressure
	Liaise with Specialist. Dose reduction or medication termination may be required
	GP to decide after liaising with Specialist.

	
	New onset of migraine type headache
	Liaise with Specialist. Dose reduction or medication termination may be required
	GP to decide after liaising with Specialist.

	
	Pregnancy
	Stop ethinylestradiol and inform Specialist
	GP

	
	The patient should be advised to report any of the following signs or symptoms to their GP without delay:           
Significant headache

Jaundice

Significant change in weight

Signs of DVT (calf pain, swollen calf)


	
	Other important co morbidities: 
Oestrogens may cause fluid retention, and therefore patients with cardiac or renal dysfunction should be carefully observed

Patients with pre-existing hypertriglyceridemia should be followed closely since rare cases of large increases of plasma triglycerides leading to pancreatitis have been reported with oestrogen therapy.


	
	Any adverse reaction to a black triangle drug or serious reaction to an established drug should be reported to the MHRA via the “Yellow Card” scheme.


	10.Baseline investigations
	List of investigations / monitoring  undertaken by secondary care
Clinical examination with pubertal staging

Karyotype (before onset of treatment)

Basal gonadotrophins (LH/FSH) or gonadotrophin releasing hormone test, thyroid function, prolactin (before onset of treatment)

Basal oestradiol level (before onset of treatment)

Pelvic ultrasound (at baseline and completion of induction of puberty)

LFTs

Urea and creatinine (U&Es)

Triglcerides and cholesterol

Full blood count and clotting factors


	11. Ongoing monitoring requirements to be undertaken by Specialist

	Is monitoring required? 
	Yes or No (if yes complete following section) Yes

	
	Monitoring
	Frequency
	Results
	Action
	By whom

	
	Blood pressure
	6 monthly


	High BP ≥ 140/90
	Repeat BP measurement 2 weeks apart. If elevated on 2 consecutive readings liaise with Specialist
	By 

hospital clinic (additional blood pressuring monitoring may be requested from GP / practice nurse if high)

	12. Pharmaceutical aspects 

	Nil specific

	14. Responsibilities of initiating specialist
	· Initiate treatment and prescribe dose changes

· Undertake baseline monitoring.  

· Dose adjustments

· Monitor patient’s initial reaction to and progress on the drug. 

· Ensure that the patient has an adequate supply of medication until GP supply can be arranged. 

· Patients will be considered suitable for transfer to GP prescribing ONLY when they meet the criteria listed in section 3 above. 

· The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Failure to supply all the required information will result in the refusal of the request until all information has been supplied

· Patients will only be transferred to the GP once the GP has agreed.

· Continue to monitor and supervise the patient according to this protocol, while the patient remains on this drug, and agree to review the patient promptly if contacted by the GP

· Provide GP with diagnosis, relevant clinical information and baseline results, treatment to date and treatment plan, duration of treatment before consultant review.  

· Provide GP with details of outpatient consultations, ideally within 14 days of seeing the patient or inform GP if the patient does not attend appointment.

· Provide GP with advice on when to stop this drug.

· Act upon communication from the GP in a timely manner.

· Provide patient with relevant drug information to enable Informed consent to therapy.

· Provide patient with relevant drug information to enable understanding of potential side effects and appropriate action including risk of DVT.

· Provide patient with relevant drug information to enable understanding of the role of monitoring.

· Provide patient with monitoring booklet where appropriate.

· Be available to provide patient specific advice and support to GPs as necessary.

	15. Responsibilities of the GP


	· Continue treatment as directed by the specialist.

· Act upon communication from the specialist in a timely manner.

· GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish.

· If the GP does not feel it is appropriate to take on the prescribing then the prescribing responsibilities will remain with the specialist. The GP should indicate the reason for declining.

· Ensure no drug interactions with concomitant medicines.

· To monitor and prescribe in collaboration with the specialist according to this protocol.
· To ensure that the monitoring and dosage record is kept up to date (if applicable).

· Symptoms or results are appropriately actioned, recorded and communicated to secondary care when necessary. 
· Enter a READ code (e.g. 8BM5.00) on to the patient record to highlight the existence of shared care for the patient.
· Seek urgent advice from secondary care if:

· Toxicity is suspected.

· The patient becomes pregnant

· Non-compliance is suspected

· There is marked deterioration in the patient’s condition

· The GP feels the patient is not benefiting from the treatment.

· New onset of migraine type headache

· The shared care agreement will cease to exist, and prescribing responsibility will return to secondary care, where:

· The clinical situation deteriorates such that the shared care criterion of stability is not achieved. 

· The clinical situation requires a major change in therapy.

· GP feels it to be in the best stated clinical interest of the patient for prescribing responsibility to transfer back to the consultant team. The consultant team will accept such a transfer within a timeframe appropriate to the clinical circumstances.

· There must be discussion between the consultant team and GP on this matter and agreement from the consultant team to take back full prescribing responsibility for the treatment of the patient. The consultant team should be given 14 days’ notice in which to take back prescribing responsibilities from primary care.


	16. Responsibilities of the patient
	· To take medication as directed by the prescriber, or to contact the GP if not taking medication

· To attend hospital and GP clinic appointments, bring monitoring booklet (if issued)

· Failure to attend will result in medication being stopped (on specialist advice).

· To report adverse effects to their Specialist or GP.

	17.Additional Responsibilities

e.g. Failure of patient to attend for monitoring, Intolerance of drugs, Monitoring parameters outside acceptable range, Treatment failure, Communication failure


	List any special considerations


	Action required


	By whom


	Date



	
	Nil
	Nil
	
	

	18. Supporting documentation
	The SCG must be accompanied by a patient information leaflet  - see appendix



	19. Patient monitoring booklet
(may not be applicable for all drugs)
	Not applicable

	20. Contact details
	See Appendix 1


Appendix 1 – Local Contact Details

	Commissioner contact information 


	Name:  Roz Jones

	
	Email:  roz.jones2@nhs.net

	
	Contact number:  01138252815

	
	Organisation:  North of England Specialised Commissioning Team (North West Hub), NHS England


	Lead author contact information 


	Name:  Dr. Mars Skae

	
	Email:  Joanne.davis@cmft.nhs.uk

	
	Contact number:  0161 7011628

	
	Organisation:  Royal Manchester Children’s Hospital (RMCH)


	Secondary care contact information 


	If stopping medication or needing advice please contact: 

	
	RMCH Paediatric Endocrine Team (Prof. P Clayton, Prof L Patel, Dr. I Banerjee, Dr. S Ehtisham, Dr. R Padidela, Dr. M Skae)

	
	Contact number:  CMFT Switchboard (0161 2761234) – contact relevant consultant

	
	Fax: 0161 7011631 

	
	Hospital:   Royal Manchester Children’s Hospital (RMCH)


Shared Care Agreement Form
Specialist request

*IMPORTANT: ACTION NEEDED
Dear Dr
[insert Doctors name here]
Patient name:
[insert Patients name here]
Date of birth:
[insert date of birth]
NHS Number: [insert NHS Number]
Diagnosis:
[insert diagnosis here]
This patient is suitable for treatment with [insert drug name] for the treatment of
[insert indication]
This drug has been accepted for Shared Care according to the enclosed protocol (as agreed by Trust / CCG / GMMMG). I am therefore requesting your agreement to share the care of this patient. 

The patient has been fully counselled on the medication.

Treatment was started on [insert date started]   [insert dose].
If you are in agreement, please undertake monitoring and treatment from [insert date]
NB: date must be at least 1 month from initiation of treatment.

Baseline tests: 
[insert information]
Next review with this department:
[insert date]
You will be sent a written summary within 14 days. The medical staff of the department are available at all times to give you advice. The patient will not be discharged from out-patient follow-up while taking [insert text here]. 

Please use the reply slip overleaf and return it as soon as possible.

Thank you.

Yours 

[insert Specialist name]
Shared Care Agreement Form 

GP Response

Dear Dr [insert Doctors name]
Patient 
[insert Patients name]
NHS Number
[insert NHS Number]


Identifier
[insert patient date of birth/address]
I have received your request for shared care of this patient who has been advised to start [insert text here]
A
I am willing to undertake shared care for this patient as set out in the protocol

B
I wish to discuss this request with you

C
I am unable to undertake shared care of this patient.

	My reasons for not accepting are:

(Please complete this section)

	

	

	

	

	

	

	

	


GP signature





Date 

GP address/practice stamp

This leaflet has been written specifically about the use of ethylestradiol in children. The information may differ from that provided by the manufacturer. Please read this leaflet carefully.

Keep it somewhere safe so that you can read it again.

Name of drug

Ethinylestradiol (Ethinyloestradiol)

Why is it important for my child to take this medicine?

Ethinylestradiol belongs to a group of

medicines called oestrogens (female sex

hormones). Ethinylestradiol is a synthetic

(man-made) oestrogen.

Oestrogens are a group of naturally occurring

hormones which have a wide range of actions

in the body. These include effects on the

development of the body and maintaining the

menstrual cycle (periods) in women.

Ethinylestradiol is used for:

• Induction of puberty in girls with delayed puberty.

• Induction of puberty in girls with problems with ovaries such as ovarian failure. The tablets replace the naturally occurring oestrogen if not enough is being produced. This can be in older women going through, or after the

menopause or in younger women whose ovaries have not developed properly.

• Hormone Replacement Therapy (HRT) -

This is the most common use of Ethinylestradiol in adults. 

What is Ethinylestradiol available as?

Tablets: Ethinylestradiol Tablets BP

10 micrograms (licensed), 2 micrograms (unlicensed)

When should I give Ethinylestradiol?

Ethinylestradiol is usually given once each day. This is usually in the morning. It should be given at about the same time each day so that this becomes part of your child’s daily routine, which will help you to remember.

How much should I give?

Your doctor will work out the amount of ethinylestradiol (the dose) that is right for your child. The dose will be shown on the medicine label.

It is important that you follow your doctor’s

instructions about how much to give.

How should I give it?

Tablets should be swallowed with a glass of

water, milk or juice. Your child should not chew

the tablet. You can crush the tablet and mix it with a small amount of soft food such as yogurt, honey or jam. Make sure your child swallows it straight away, without chewing.

Your doctor may prescribe a dose that means you need to cut a tablet in half. To help give a half tablet, ideally use a tablet splitter / cutter, which you can get from your doctor or pharmacist. If this is not available, use a sharp

knife.

When should the medicine start working?

The medicine should start working straight away but you may not see much difference in your child for several months.

What if my child is sick (vomits)?

If your child is sick having a dose of ethinylestradiol, wait until the next planned dose and administer this. You do not need to give them an extra dose. Wait until the next normal dose.

What if I forget to give it?

If your child forgets to take ethinylestradiol

• Do not take a double dose to make up for a

missed dose. Simply take the next dose as

planned.

• Forgetting a dose may increase the chances

of a breakthrough bleed in girls with an

intact womb that has a lining.

Never give a double dose of ethinylestradiol.

What if I give too much?

If you think you may have given your child too much ethinylestradiol, contact your doctor or NHS 111 (dial 111) or take your child to hospital.

Take this leaflet and the medicine container or packaging with you, even if it is empty. This will be useful to the doctor. Have the medicine or packaging with you if you telephone for advice.

Taking too many tablets at once may make you feel sick or be sick. It can also make girls

have a period afterwards.  

Are there any possible side-effects?

We use medicines to make our children better, but sometimes they have other effects that we don’t want (side-effects).

Side-effects you must do something about

Like all medicines ethinylestradiol can cause

side-effects, although not everybody gets them.

If you suffer from any of the following you should see your doctor as soon as possible and do not take any more tablets until your doctor tells you to:

• Unexpected migraine, with or without

disturbed vision (these headaches could be an

early warning sign of a stroke).

• Painful swelling in your leg, sudden chest

pain or difficulty breathing (these problems

may be a sign of a blood clot)

• A pain in your chest that spreads to your

arm and neck (this pain could be a sign of

heart disease). 

See your doctor as soon as possible if you get

any of the following symptoms:

• If bleeding or spotting starts after you

have been taking the tablets for a while. 

Other side-effects you need to know about

• Your child may feel or be sick.

• Your child may get headaches or migraine.

• Your child may have mood changes.

• Your child’s breasts may become tender and enlarge.

• Your child’s eyes may hurt if you wear contact lenses.

• Your child may get a skin rash, including skin

discolouration known as chloasma.

• Your child may be more likely to have high blood pressure, blood clots, gallstones or jaundice.

• Your child may get unexplained pains, particularly in your calves.

• Your child may retain fluid and put on weight.

If any of the side effects gets serious, or if you

notice any side effects not listed in this leaflet,

please tell your doctor or pharmacist.

This medicine is for your child. Never give it to

anyone else. It may harm them even if they have the same symptoms as your child.

There may, sometimes, be other side-effects that are not listed above. If you notice anything unusual and are concerned, contact your doctor.

Can other medicines be given at the same time as ethinylestradiol?

You can give your child medicines that contain

paracetamol or ibuprofen, unless your doctor has told you not to.

Ethinylestradiol should not be taken with some

medicines that you get on prescription. Tell your doctor and pharmacist about any other medicines your child is taking before giving ethinylestradiol.

Check with your doctor or pharmacist before giving any other medicines to your child. This includes herbal or complementary medicines.

Is there anything else I need to know about this medicine?

• Make sure you follow your doctor’s instructions.

• Keep all your clinic appointments, as your doctor or nurse needs to check how your child is doing.

General advice about medicines

• Try to give medicines at about the same times each day.

• If you are not sure a medicine is working, contact your doctor but continue to give the medicine as usual in the meantime. Do not give extra doses as you may do harm.

• Only give this medicine to your child. Never give it to anyone else, even if their condition appears to be the same, as this could do harm.

If you think someone else may have taken the medicine by accident, contact your doctor straight away.

• Make sure that you always have enough medicine. Order a new prescription at least 2 weeks before you will run out.

• Make sure that the medicine you have at home has not reached the ‘best before’ or ‘use by’ date on the packaging. Give old medicines to your pharmacist to dispose of.

Where should I keep this medicine?

· Keep out of the reach and sight of children.

· Do not use ethinylestradiol after the expiry

date on the container. The expiry date refers tothe last day of that month.

· Store below 25°C. 

· Keep the medicine in the container it came in.

· Medicines should not be disposed of via

waste water or household waste. Return any

medicine you no longer need to your pharmacist.

· Make sure that children cannot see or reach the medicine.

Who to contact for more information

Your doctor, pharmacist or nurse will be able to give you more information about ethinylestradiol and about other medicines used to as hormone replacement.

You can also get useful information from:

NHS 111

Royal Manchester Children’s Hospital Medicines Information helpline: 0161 276 6270
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	Drug
	Ethinylestradiol 10 microgram tablets

	Indication
	Induction of delayed puberty in female patients age 12 years and over who have not started menstruating. (unlicensed for use in children).

	Overview
	In girls who have constitutional delay of puberty (CDP) or ovarian/gonadal failure (e.g.in those with disorders of sexual differentiation, Turner's syndrome, idiopathic primary ovarian failure) and hypogonadotrophic hypogonadism, pubertal induction is indicated to enable the individual to progress through puberty normally with the assistance of oestrogen replacement at titrated doses.

	Specialist’s Responsibilities
	Initial investigations: Assess suitability of patient for treatment. Discuss benefits and side effects of treatment with the patient/carer to include the unlicensed nature of ethinylestradiol.

· Clinical examination with pubertal staging

· Karyotype (before onset of treatment)

· Basal gonadotrophins (LH/FSH) or gonadotrophin releasing hormone test, thyroid function, prolactin (before onset of treatment)

· Basal oestradiol level (before onset of treatment)

· Pelvic ultrasound (at baseline and completion of induction of puberty)

· LFTs, Urea and creatinine (U&Es), Triglcerides and cholesterol

· Full blood count and clotting factors
Initial regimen: 
In gonadal failure or hypogonadotrophic hypogonadism a 2-3 year program of titrating up ethinylestradiol will be undertaken as follows:

Duration from start of treatment

Number of 10 microgram tablets per dose and dosing frequency

Average dose (micrograms) per day

0 – <6 months

½ tablet once a day on alternate days

2.5 micrograms

6 – <12 months

½ tablet once daily

5 micrograms

12 – <18 months

1 tablet once a day on day 1,

 ½ tablet once a day on day 2 and alternate between day 1 and day 2.

7.5 micrograms

18 – <24 months

1 tablet once a day

10 micrograms

12 – <30 months

1½ tablets once a day

15 micrograms

30 months onwards

2 tablets once a day

20 micrograms

Note: From 30 months onwards continue on 20 micrograms once a day until the patient has her first menarche, then ethinylestradiol will be discontinued and the following will be prescribed:

· If the patient has a uterus present then a combined oral contraceptive pill (COC) may be initiated or alternatively hormone replacement therapy (HRT) may be used.

· If the uterus is absent, then oestrogen only HRT may be used.

If after 36 months the patient has not started menstruating then the Specialist (consultant) may consider increasing the dose to 30 micrograms once daily.
British Society for Paediatric Endocrinology and Diabetes, "Guidance Statement: Hormone Supplementation For Pubertal Induction In Girls" (last updated in 2016). The dosing in this SCP reflects the regimen recommended in the BSPED guidelines.
Clinical monitoring:  Provision of 6 monthly review appointments.
Safety monitoring: 
Blood pressure

6 monthly

Prescribing details: Specialist initiated. Transferred to the GP once stabilised. To stop the drug or provide GP with advice on when to stop this drug.
Documentation: The consultant team will write formally to the GP to request shared care using the GMMMG agreed process. Patients will only be transferred to the GP once the GP has agreed. Provide GP with diagnosis, relevant clinical information, treatment plan, duration of treatment with 14 days of seeing the patient or inform GP if the patient does not attend appointment. 

	GP’s Responsibilities
	Maintenance prescription: Prescribe ethinylestradiol in accordance with the specialist’s recommendations. 

Clinical monitoring: To report to and seek advice from the specialist on any aspect of patient care which of concern to the GP and may affect treatment.
Safety monitoring: Monitor for adverse effects.
Duration of treatment: 2-3 years in gonadal failure or hypogonadotrophic hypogonadism to induce puberty completely. Stop treatment on advice of specialist.

Re-referral criteria: Seek urgent advice from secondary care if:
· Toxicity is suspected.
· The patient becomes pregnant
· Non-compliance is suspected
· There is marked deterioration in the patient’s condition
· The GP feels the patient is not benefiting from the treatment.
· New onset of migraine type headache
Documentation: GPs should reply to request for shared care to either accept or decline within 14 days. A form is available on the GMMMG website to facilitate this, if you so wish. 

	Adverse Events
	Adverse events

Action

Jaundice / raised Liver function test (LFTs) (more than 2 times the upper limit of normal)

Stop ethinylestradiol and review. Check any other reason such as drug interaction including over the counter medication as risk of hepatic dysfunction .Liaise with Specialist. If LFTs improve, consider restarting on lower dose

Significant sudden rise in blood pressure

Liaise with Specialist. Dose reduction or medication termination may be required

New onset of migraine type headache

Liaise with Specialist. Dose reduction or medication termination may be required

Pregnancy

Stop ethinylestradiol and inform Specialist



	Contra-indications

Cautions

Drug Interactions
	Please refer to the BNF and/or SPC for information

	Other Information
	Oestrogens may cause fluid retention, and therefore patients with cardiac or renal dysfunction should be carefully observed

Patients with pre-existing hypertriglyceridemia should be followed closely since rare cases of large increases of plasma triglycerides leading to pancreatitis have been reported with oestrogen therapy.

	Contact Details
	Name:

Address:

Telephone:
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