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Patient Group Direction for 

Community Pharmacists signed up to the Berkshire Pharmacy Sexual Health Service 2022/23-2024/25
	This Patient Group Direction (PGD) must only be used by registered community pharmacists who have been named and authorised by their organisation to practice under it. The most recent and in date final signed version of the PGD should be used.
This document has been written and authorised on the understanding that it remains in its entirety with no additions, omissions or alterations.


Patient Group Direction

for the supply of                      
Ulipristal Acetate 30 milligrams tablet (EllaOne®) for Emergency Hormonal Contraception (EHC)
by registered community pharmacists for 

women aged 13 – 24 years old 

in Berkshire West
Version number: 1
Change history
	Version number
	Change details
	Date

	V1
	New PGD for Ulipristal acetate developed
Includes latest FSRH emergency contraception guidance 2017
	January 2019

	V1
	Reviewed the PDG and hyperlinks checked and updated as necessary
Organisational and contacts changes updated 

Includes latest FSRH emergency contraception guidance 2017, updated in December 2020
 
	December 2021


PGD development
	Name 
	Job title and organization
	Signature 
	Date

	Lead author
	Sushma Acquilla , Consultant in Public health, Berkshire West Public Health Hub
(on behalf of, Reading Borough Council, West Berkshire Council and Wokingham Borough Council)
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	22nd Feb 2022

	Lead pharmacist
	Akinwumi A Adeniran GPhC No 2053371

Vice Chair LPC
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	14th March 2022

	Senior representative of professional group using the PGD
	Chief Executive Officer, Local Pharmacy Committee, Pharmacy in Thames Valley
	[image: image4.jpg]



	14th March 2022

	Other members of the PGD working group
	
	
	

	
	Rachel Johnson, Senior Programme Officer, Public Health and Wellbeing, West Berkshire Council
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	08/02/2022

	
	
	
	


PGD authorisation 

	Name 
	Job title and organisation 
	Signature
	Date

	Senior doctor (or dentist)
	Dr Ingrid Slade Consultant in Public Health, Wokingham Borough Council
	
	

	Senior pharmacist
	
	
	

	Person signing on behalf of authorising body
	
	
	


PGD adoption by the provider

	Name 
	Job title and organisation
	Signature 
	Date

	Signatures to be determined locally, if relevant
	
	
	


Training and competency of registered community pharmacists
	
	Requirements of registered community pharmacists working under the PGD

	Qualifications and professional registration
	Pharmacist, registered with GPhC

	Ongoing training and competency
	To have signed the Public Health Contract to provide services according to the Patient Group Direction for which they are competent.

Understands legal implications of working under a PGD and accepts professional responsibility.
To have completed relevant training as defined in the service specification. Please also refer to ‘records to be kept’ section below. 
To have completed training in safeguarding, Child Sexual Exploitation (CSE) and Fraser Competency.
Maintain their competency and have a commitment to continuing professional development, including attending locally organised training where possible, and to be able to demonstrate this if requested.
To  be  aware  of  local  referral  options,  for  signposting  patients  where appropriate.
To train their team to confidentially and discreetly direct any patients or referrals from GPs or nurses to the pharmacist.
To complete all necessary paperwork and collect agreed data to enable monitoring and evaluation of the project.


Clinical condition

	Clinical condition or situation to which this PGD applies
	Emergency contraception for females between 72 hours (3 days) and 120 hours (5 days) of unprotected sexual intercourse (UPSI) or contraceptive failure (e.g. split condom or missed contraceptive pill).

For choice of emergency contraceptive method refer to FSRH emergency contraception decision making algorithm 1 and 2 - ensure latest version by checking on FSRH website: 
https://www.fsrh.org/standards-and-guidance/current-clinical-guidance/emergency-contraception/ 

	Inclusion criteria
	
Females aged 13 to 24 years who request emergency hormonal contraception between 72 hours and 120 hours after:

1) Unprotected sexual intercourse or 

2) Failure of a contraceptive method or who are at risk of pregnancy after UPSI

where: 

· a copper-bearing Inter-uterine device (Cu-IUD) has been considered and not selected

· women who have vomited within 3 hours of taking a previous dose of ulipristal
· women have had 1 or more episodes of UPSI which all occurred within the last 120 hours

· women who are to be fitted with an emergency Cu-IUD at a later date within the time frame for Cu-IUD

· 5 days or estimated 5 days prior to ovulation (ulipristal acetate is preferable in this case and should be offered when emergency hormonal contraception is requested less than 72 hours after UPSI)
· Women who have had UPSI earlier in the same cycle as well as within the last 5 days (evidence suggests that ulipristal acetate EC and levonorgestrel EC do not disrupt an existing pregnancy and are not associated with fetal abnormality).

Are willing to accept treatment from a pharmacist under the Berkshire West Pharmacy Sexual Health Service. 

Under 16s (and at least 13 years or over) must be assessed using Fraser guidelines and the relevant assessment form completed.  
Relevant history, including safeguarding, must be taken to exclude contra-indications to emergency hormonal contraception and to elicit the validity of the request.

	Exclusion criteria 
	Patients not meeting inclusion criteria
· Females aged under 13 years 
· Females aged 25 years and over
· Females aged 13-16 years who fail to meet the criteria for Fraser Guidelines and where guardian or parental consent is withheld or unavailable
· Individual 16 years of age and over and assessed as not competent to consent

· Females not providing valid consent (see section below)
· Women who have had UPSI less than 72 hours prior to presentation, (unless date of UPSI 5 days or estimated 5 days prior to ovulation), refer to the PDG for levonorgestrel
· Women who have had UPSI more than 120 hours prior to presentation

· Less than 21 days following childbirth

· Less than 5 days following abortion, miscarriage, ectopic pregnancy or uterine evacuation for gestational trophoblastic disease

· Unexplained vaginal bleeding

Exclusions due to risk of pregnancy: 
· Pregnancy or suspected pregnancy 
· Risk of pregnancy more than 72 hours previously e.g. last menstrual bleeding overdue.

Exclusion due to sensitivities or other concurrent drug treatments:
· Known hypersensitivity to ulipristal or any other ingredients in EllaOne®
· Significant previous problems with emergency hormonal contraception
· Individuals using enzyme inducing drugs/herbal products e.g. St John’s Wort or within 4 weeks of stopping them 

· Women taking regular medication that increases gastric pH such as proton pump inhibitors, antacids, and H2-receptor antagonists

· Women with severe asthma  controlled by an oral glucocorticoid
Exclusion due to comorbidities:
· Patients with rare hereditary problems of galactose intolerance, the Lapp lactase deficiency or glucose-galactose malabsorption should not take ulipristal acetate 
· Patients with Hepatic dysfunction.
· Severe malabsorption (e.g. Crohn’s disease)

	Cautions (including any relevant action to be taken)
	· Breast-feeding is not advised for 7 days following intake of ulipristal acetate.  Do not express milk for storage for 1 week after taking ulipristal acetate.  Advise to express and discard milk to maintain lactation. 
· Ulipristal acetate binds to progesterone receptors and may reduce the efficacy of other progesterone containing contraceptives. 

· The effectiveness of ulipristol could be reduced if progesterone has been taken, refer to the FSRG Guidelines Emergency Contraception.
· Women who have already received treatment with ulipristal acetate or levonorgestrel in their current cycle.  
· Women who have already taken levonorgestrel, ulipristal acetate could theoretically be less effective if taken in the following 7 days.
· Current breast cancer, In vitro data indicate that ulipristal acetate may be an inhibitor of BCRP (Breast Cancer Resistance Protein) transporters at the intestinal level. The effects of ulipristal acetate on BCRP are unlikely to have any clinical consequences
· Liver Enzyme inhibitors e.g. itraconazole, clarithromycin, nefazodone: increase plasma levels of ulipristal acetate.   The manufacturer states this is unlikely to have any clinical consequence.

·  Although evidence suggests that oral emergency contraception administration after ovulation is ineffective, emergency contraception should not be withheld. 
· EHC providers should be aware that if a woman has already taken levonogestrel EC, ulipristal acetate EC could theoretically be less effective if taken in the following 7 days.

EHC providers should be aware that the effectiveness of ulipristal acetate-EC could theoretically be reduced if a woman has taken progestogen in the 7 days prior to taking ulipristal acetate-EC. 

	Arrangements for referral for medical advice
	Refer to GP or sexual health clinic

	Action to be taken if patient excluded 
	· Women should be offered an alternative method of emergency contraception if  appropriate

· Discuss reasons for exclusion and refer to GP or sexual health clinic as soon as possible bearing in mind the fact that efficacy diminishes with time.

· If UPSI occurred more than 5 days (120 hours), refer patient to GP or sexual health clinic as soon as possible for IUD fitting to prevent pregnancy. Please note that not all GPs provide IUD and there may be a waiting list. 
· If a referral to the GP or sexual health clinic is required, it is expected that where possible and providing that the patient agrees, the pharmacist should make an appointment for them, explaining the need for fast-track Emergency Contraception. 

· Referrals and instances of declined treatment should be recorded in PharmOutcomes.
· For details of local sexual health clinics please visit: 

https://www.safesexberkshire.nhs.uk/local-services/all-clinics/
· 
Consider safeguarding. 

	Action to be taken if patient declines treatment
	· Document that the patient has declined treatment and record action taken on PharmOutcomes.

· Refer to GP or sexual health clinic, if appropriate, as soon as possible bearing in mind the fact that efficacy of emergency hormonal contraception diminishes with time.
· Advise the patient to visit her GP or the sexual health clinic to review ongoing contraceptive needs and for sexual health screening.

	Consent
	Prior to the supply of ulipristal acetate, consent must be obtained. If the patient is aged 13-16, competence according to Fraser guidelines must be assessed, if parents or guardians consent has not been obtained.
If a patient requests, they should be informed about how their data is stored, who will be able to access that information and how that data may be used. Refer to the latest GPhC Guidance on Patient Confidentiality and Guidance on Consent.
Where English is not easily understood, translations and properly recognised interpreters should be used.
Anybody aged 18 years or over (adult) is assume to be capable of making decisions unless there is reasonable doubt. 


Details of the medicine
	Name, form and strength of medicine

Include ▼for black triangle medicines
	Ulipristal acetate 30mg tablet
Product is licensed for use in women less than 18 years of age. It is also available for women aged 18 and over. 

	Legal category
	Prescription only medicine (POM)

	Indicate any off-label use (if relevant) 
	Nil

	Route/method of administration
	Oral. 
One tablet should be taken orally, as soon as possible, but no later than 120 hours after UPSI or contraceptive failure. It may be taken with or without food. However, if vomiting occurs within 3 hours, another tablet should be taken.   

If vomiting is significant the pharmacist should consider referral to a GP for alternative emergency treatment and/or anti emetics as appropriate.

	Dose and frequency
	One 30mg tablet as a single dose.

	Quantity to be administered and/or supplied
	One tablet 

	Maximum or minimum treatment period
	Single oral dose.  

If vomiting occurs within three hours of taking the tablet, another tablet should be taken immediately. The patient should return to the pharmacy or contact a GP or sexual health clinic for advice, and to obtain another tablet or appropriate treatment.
Treatment can be used more than once in the cycle if clinically indicated.

	Adverse effects
	Most commonly reported side effects:  Abdominal pain, nausea, headache, and dysmenorrhoea. 
Common side effects (≥1:100 to < 1:10) include: 
· Mood disorders, dizziness, abdominal discomfort, vomiting, myalgia, back pain, pelvic pain, breast tenderness and fatigue.

· Further information is available in the Summary of Product Characteristics and Patient Information Leaflet
If symptoms of drowsiness / lack of concentration are experienced women should be advised not to drive or use machinery. 
Adverse Drug Reaction Monitoring
Any adverse reaction to the product should be reported to the Medicines Health Regulatory Agency (MHRA) through the Yellow Card scheme and to the patient’s GP with the patient’s consent. https://yellowcard.mhra.gov.uk/
Serious Event Monitoring
If a Pharmacist makes a supply and becomes aware the supply was outside the authority of this PGD, a record should be made and appropriate action taken.
Pharmacists should consider reporting any issues relating to the scheme to their local Public Health team.  

	Records to be kept 
	The pharmacy must keep and maintain appropriate records to enable verification of service provision and training requirements.
Robust procedures must be in place to protect confidentiality of information received, stored, sent and destroyed.
A standard record form should be completed on PharmOutcomes for each customer, including those which are excluded from the protocol or declined treatment.
The Pharmacist may also want to keep a record in the PMR.
The records must be kept in the pharmacy for at least two years - this can be achieved by maintaining records on PharmOutcomes.

	Follow up actions required:
	None required by the pharmacist unless safeguarding concerns are raised, in which case the pharmacists should follow the local safeguarding procedures as outlined in the accompanying EHC service specification.   

Ensure advice is given as defined in this PGD and that actions are recorded on PharmOutcomes.

	Label requirements
	If the medicine is not taken immediately during the consultation, the pack should be labelled with a pharmacy label, according to the Human Medicines Regulations 2012. Medicine should be taken as soon as possible.

	Storage
	Store in a cool, dry place in the original packaging in accordance with the manufacturer’s instructions.

	Premises
	Premises should provide an acceptable level of privacy to respect patients’ right to confidentiality, dignity and safety.

Pharmacies must designate a specific space in the pharmacy for a poster or sticker relating to this service


Patient information

	Written information to be given to patient or carer
	Provide the patient with:
· Patient Information Leaflet provided with medication
· The appropriate Public Health information leaflet(s)
· Contact details for local sexual health services / GP


	Follow-up/verbal advice to be given to patient or carer
	· Emergency post coital intrauterine device (Cu-IUD) should always be considered as a more effective alternative when emergency contraception is required.
Administration advice
· Ensure patient understands purpose of medication, how to take it, and that it should be taken as soon as possible.
· Advise what to do if the dose is vomited within three hours (see “Details of administration”). 
· If more than 120 hours has elapsed since UPSI refer to the GP or nearest sexual health clinic.
· Women should be advised to wait 5 days after taking ulipristal acetate-EC before starting suitable hormonal contraception. 

· Restart (or quick start) hormonal methods at day 5 and use extra precautions from this point as per table 4 (page 31) in FSRH Emergency Contraception Guidelines.
· Breastfeeding is not recommended for 7 days after taking ulipristal acetate. See advice in cautions (including any relevant action to be taken).
Effect on menstrual cycle
· Next menstrual period should be within a week of its expected date

· Follow up and pregnancy testing should always be undertaken if next period is abnormally light, heavy, or brief or delayed by more than 5 to 7 days.

· If pregnancy occurs after treatment, the possibility of ectopic pregnancy should be considered. Ectopic pregnancy may continue despite occurrence of uterine bleeding.
Contraceptive and STI advice
· Advise patient that the emergency hormonal contraceptive pill is not 100% effective at preventing pregnancy after unprotected sex.

· An emergency IUD should always be offered as an option to a patient requesting emergency hormonal contraception as this is the most effective method of preventing an unplanned pregnancy in an emergency situation. Once inserted, it works like an ongoing method of contraception. 
· Women should be advised to wait 5 days after taking ulipristal acetate-EC before starting suitable hormonal contraception.
· After using the emergency contraception, it is recommended to use a barrier method (e.g. condom, diaphragm or cap) or abstain from sexual intercourse until their contraception method becomes effective. 
· Advise the patient to visit her GP or the sexual health clinic to review ongoing contraceptive needs.
· This dose of ulipristal acetate does not provide contraceptive cover for subsequent UPSI.
· Use of emergency contraception does not replace the necessary precautions against sexually transmitted infections. Advise patient that she may be at risk of STI and recommend that she attends a sexual health clinic for sexual health screening.  Emergency contraception is an occasional method. It should not be used to replace a regular contraceptive method.


Appendices

Appendix A Key references 

	References

	1
	Faculty of Sexual and Reproductive Healthcare, Clinical Effectiveness Unit (CEU) Statement (May 2011) Missed Pill Recommendations 

	2
	Faculty of Sexual & Reproductive Healthcare (FSRH) Clinical Guidance, Clinical Effectiveness Unit - Emergency Contraception, March 2017: updated December 2020 
https://www.fsrh.org/standards-and-guidance/documents/ceu-clinical-guidance-emergency-contraception-march-2017/ (accessed December 2021)

	3
	Online NICE BNF (Ulipristal acetate):  https://bnf.nice.org.uk/drug/ulipristal-acetate.html
(accessed December 2021)

	4
	HRA Pharma UK, EllaOne® 30mg Summary Product Characteristics (SPC) January 2017. https://www.medicines.org.uk/emc/product/6657/smpc (accessed December 2021)

	5
	NICE Clinical Knowledge Summary on Emergency Hormonal Contraception https://cks.nice.org.uk/contraception-emergency (accessed December 2021)


Appendix B Health professionals’ agreement to practise 

Uliprisital acetate PGD SIGNATURE SHEET
Pharmacy name: 

Pharmacy Address:

Please ensure that all pharmacists providing the Berkshire Sexual Health Service in this pharmacy have signed the form below. Please retain this form in the pharmacy and send a copy to your Public Health team if requested to do so.
I am a registered Pharmacist and I have read and understood this PGD. I am competent and agree to supply uliprisital acetate 30mg (EllaOne®) in accordance with this document.
	Name 
	GPhC
Registration Number
	Signature
	Senior representative authorising health professional 
	Date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


� Delete section if not relevant





Valid from: 01/04/2022
Review date: 01/03/2023
Expiry date: 31/03/2025
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