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CHANGE HISTORY

1 First draft based on the previous Levonelle PGD and Dorset November 2017
HealthCare PGD (PH Internal copy)

2 Second draft - shared with Local Pharmaceutical Committee for December 2018
comment and review (including frontline use perspective)
Third draft (PH Internal) January 2018
Fourth draft - shared with Dorset CCG Medicines Management January 2018
Team for updates '

-| Fifth draft — updates by PH for-further review by PGD contributors. | May 2018 .. ...

Final version | N | May 2018

6.1 Revision to final version — change to wording in Records Kept August 2018
section (simplified for clarity) and updated consultation form in
appendices to match PharmOutcomes — no clinically significant
changes
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TRAINING AND COMPETENCY OF REGISTERED COMMUNITY PHARMACISTS WORKING
UNDER THE PGD

The community pharmacist must be authorized by name, under the current version of this PGD
before working according to it. '

Qualifications and

professional registration Registered pharmacist

Before offering the service, all Pharmacists providing treatment
under this PGD must complete the CPPE e-learning course and
online assessment for Safeguarding Children and Emergency
Contraception o

e CPPE e-learning course and online assessment for
Safeguarding Children and Emergency Contraception and any
additional local training to address changes to national
guidance

* Able to demonstrate competency in line with the NICE Good
Practice Guidance: Patient group directions: competency
framework for health professionals using patient group
directions

Initial training

Competency assessment

Every 3 years

e CPPE online assessment on Safeguarding Children and the
CPPE Emergency Contraception e-learning course

OR
Ongoing training and o Attend the local CPPE Emergency Hormonal Contraception
competency (EHC) and Safeguarding course

e The pharmacy must have a copy of the Current BNF available
for reference and be familiar with the information in the BNF
about the use of POEC

e The pharmacy must have a copy of the CPPE learning pack
with updates available for reference.

A registered pharmacist is accountable for his or her actions in
accordance with the General Pharmaceutical Council.

All registered pharmacists are personally accountable for their
practice and in the exercise of professional accountability there is
Lines of accountability a requirement to maintain and improve their professional
knowledge and competence.

The PGD.may be used only within the confines of the service
specification by pharmacists and pharmacies commissioned by
PH Dorset

Version number: 6.1 Valid from: August 2018
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CLINICAL CONDITION

Clinical condition or
situation to which this
PGD applies

Women of reproductive age requiring oral emergency contraception

Inclusion criteria

Any woman presenting for emergency contraception, no more
than 72 hours (3 days) after Unprotected Sexual Intercourse
(UPSI) or failed contraceptive method

Women requiring emergency contraception up to 72 hours where
ulipristal acetate is contraindicated.

Patient has no contraindications to levonorgestrel acetate

Copper intrauterine device has been considered and declined or
deemed inappropriate

Women who have vomited within 3 hours of taking Ievonorgestrel
1500 micrograms

Women under 16 years of age must be assessed competent using
Fraser Guidelines

Exclusion criteria

Personal Characteristics and Reproductive History

_ ulipristal acetate) since last menses

Pregnancy known, or suspected

Patient under 16 years of age and assessed as not competent
using Fraser Guidelines

Patient is 16 years of age and over but assessed as not
competent to consent

Any episode of UPSI more than 72 hours ago (refer to PGD for
ulipristal acetate if appropriate)

Any other episode of UPSI since last menses

Previous use of emergency contraception (levonorgestrel or

Patients who are at risk of ectopic pregnancy (prewous hlstory of
salpingitis or of ectopic pregnancy), in line with the Marketing
Authorisation. A GP consultation is recommended to confirm any
individual circumstance.

NOTE: supply against a third party request is not permitte'd under this
direction and the client must be present in the pharmacy.

Other Conditions

Allergy or hypersensitivity to the active substance levonorgestrel
or any of the excipients, or with rare hereditary problems of

galactose intolerance, the Lapp lactase deficiency or glucose-

galactose malabsorption (tablets contain lactose)
Severe hepatic dysfunction.

Severe malabsorption syndromes, such as Crohn's disease.
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Advise the patient that in line with the Marketing Authorisation you
are unable to supply levonorgestrel, however a GP consultation is
recommended to ascertain if dose adjustment may be applicable.

Interacting Medicines

Medicines containing cyclosporine (levonorgestrel contra-
indicated)

Cautions (including
any relevant action to
be taken)

Check with the patient what other medicines they take

If the patient is under 13 years of age follow local safeguarding
policy (refer to information at the end of the Fraser Competence
section below)

Breastfeeding

Levonorgestrel is secreted into breast milk. Potential exposure of
an infant to levonorgestrel can be reduced if the breast-feeding
woman takes the tablet immediately after feeding and avoids
nursing for at least 8 hours following administration of the tablet.

United Kingdom Medical Eligibility Criteria UKMEC (2016)
guidelines for emergency contraception POSTPARTUM
(breastfeeding or not breastfeeding):

o Emergency contraception is not required if unprotected sex or
barrier method failure occurs <3 weeks postpartum.

o Oral emergency contraception (as either levonorgestrel or
ulipristal acetate) are indicated from 3 weeks postpartum.

o Emergency Copper-IUD is indicated from 4 weeks
postpartum.

o Women who are fully breastfeeding, amenorrhoeic and <6
months postpartum can rely on the lactational amenorrhoea
method (LAM) as an effective method of contraception.
However if breastfeeding frequency decreases or
menstruation recurs emergency contraception may be
indicated.

Arrangements for
referral for medical
advice

For advice contact Dorset Contraception and Sexual Health Service

on 0300 303 1948

Action to be taken if
patient excluded

Do not supply levonorgestrel under PGD
Discuss reasons for exclusion and alternative contraception.

Advise that Copper IUD as emergency contraception is most
effective method, and refer as appropriate

Refer to appropriate / preferred health provider aé required:

Contraceptive and Sexual Health Service (C&SH) 0300 303 1948, or

Make an appointment with GP, or
Contact out-of-hours service on 0845 6001013

Document all actions taken

Note:
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A&E departments do not fit intrauterine contraceptive devices (IUCD).
An IUCD may be fitted up to 5 days after unprotected sexual
intercourse or 5 days after expected date of ovulation in that cycle.
Therefore refer to C&SH clinic or GP regarding this option. IUCD is
the most reliable form of emergency contraception.

Ulipristal acetate (ellaOne®) is licensed for emergency contraception
and may be provided up to 120 hours after unprotected sexual
intercourse or contraceptive failure.

Action to be taken if
patient declines
treatment

¢ Discuss reasons for exclusion and alternative methods of
emergency contraception e.g. IUCD

¢ Record the refusal in the relevant patient record
» Refer to appropriate / preferred health provider (see above)

¢ Document all actions taken

Drug interactions

forLevonelle®

e The metabolism of levonorgestrel is enhanced by concomitant use
of liver enzyme inducers. Women taking enzyme inducing drugs,
or within 4 weeks of stopping them, e.g. barbiturates (including
phenobarbital and primidone), ritonavir, carbamazepine,
phenytoin, rifampicin, rifabutin, griseofulvin and St John's Wort —
double the usual dose of levonorgestrel from 1500 micrograms to
3000 micrograms (i.e. 2 packs) as per European Medicines
Agency advice.

e Advise patient to have a pregnancy test to exclude pregnancy
after use of levonorgestrel-containing emergency contraception

e Advise them to seek prompt medical advice if they do become
pregnant

* Medicines containing levonorgestrel may increase the risk of
cyclosporin toxicity due to possible inhibition of cyclosporin
metabolism — use of levonorgestrel contra-indicated

For more information refer to the Summary of Product Characteristics

DETAILS OF THE MEDICINE

Name, form and

strength of medicine

Levonorgestrel 1500 microgram tablets

Legal category

Prescription only medicine (POM)

Route/method of

administration

e For oral administration.

e One tablet should be taken as soon as possible, preferably within
12 hours, and no later than 72 hours after unprotected intercourse
or failure of a contraceptive method.

e For patients taking enzyme inducing medications (refer to drug
interactions section above)

Version number: 6.1
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e The tablet(s) must be taken at the time of the consultation.

Dosage/frequency

¢ Dose to be taken as soon as possible and no later than 72 hours
after unprotected sexual intercourse.

¢ Dose is either one 1500 microgram Levonorgestrel tablet, or for
patients taking enzyme inducing medication, two 1500mcg tablets

e If vomiting occurs within three hours of taking the dose, another
dose should be taken immediately, one further dose of either
1500mcg or 3000mcg can be supplied under this PGD.

Quantity to be
administered and/or
supplied

¢ One 1500 microgram Levonorgestrel tablet or two 1500mcg
levonorgestrel tablets for patients taking enzyme inducing
medications (refer to drug interactions section above)

Adverse effects

Very common ((2 1/10)

¢ Headache

¢ Nausea

e Lower abdominal pain

e Bleeding not related to menses

s Fatigue

Common ((z 1/100 to <1/10),

e Diarrhoea

e Vomiting

e Dizziness

e Bleeding patterns may be temporarily disturbed, but most
women will have their next menstrual period within 7 days of the
expected time.

e lIrregular menses

* Breast tenderness

Refer to Summary of Product Characteristics (SPC) and current
British National Formulary (BNF) for full list and further information.

In the event of untoward or unexpected adverse reactions:
e If necessary seek appropriate emergency advice and assistance
¢ Document in the individual’s medication record

e Complete incident procedure if adverse reaction is severe (refer to
local policy)

Use the ‘Yellow Card’ system to report serious adverse drug
reactions directly to the Medicines and Healthcare products
Regulatory Agency (MHRA). Yellow cards are available in the back of
the BNF or report online at https://yellowcard.mhra.gov.uk/

Records to be kept

The authorised behrhﬂhity pharmacist must:
1. Enter required details on PharmQOutcomes to ensure appropriate
reimbursement and auditable outcomes.

2. OR, if unable to access PharmQOutcomes, complete the
Community Pharmacy EHC PGD consultation form (enclosed)
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recording:

e Where appropriate the assessment of competence in line
with Fraser guidelines

e Appropriate local record of the supply
e Details of any referrals e.g. to C&SH

Information recorded on this form should be input into
PharmOutcomes at the earliest opportunity.

Follow-up advice to .
be given to patient or
carer

Client must be advised to attend an appropriate local healthcare

provider (GP / C&SH) following treatment if next period is delayed
(more than 7 days), absent or abnormal e.g. exceptionally heavy
or light, if they experience pelvic pain or are otherwise concerned.

Recommend a pregnancy test is taken at 3 weeks (see oral /
written information to be given to patient or carer).

Recommend referral / attendance at appropriate local healthcare
provider (GP / C&SH) for ongoing contraception and STl testing as
required

PATIENT INFORMATION

Oral/Written
information to be

given to patient .-

Provide the manufacturer’'s Patient Information leaflet
All clients should be signposted to the following websites:

o Family Planning Association (FPA) — www.fpa.org.uk
o Sexual Health Dorset - https://sexualhealthdorset.org/

Explain mode of action, side effects, benefits and how to take
medication. Advise that menstrual periods may be early or delayed
— most women will have thelr next menstrual perlod wnthln 7 days
of-the expected-time:- T e -

Advise that if supplied under the PGD, the medication should be
taken immediately, before leaving the pharmacy

Advise to adopt a regular method of contraception

Explain emergency post coital intrauterine device (IUD) is
considered a more effective method of emergency contraception
and community pharmacists should signpost to an appropriate
healthcare provider after supply of levonorgestrel, where
appropriate and acceptable to the patient

Adyvise about the risks of the medication including failure rates and
side effects and actions to be taken

Advise breastfeeding is not recommended for 8 hours following
ingestion of levonorgestrel, advise the individual to express and
discard the breast milk during this time

Advise the patient to return to the pharmacy if the patient vomits
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within three hours of taking the medicine (if vomiting occurs, one
more dose can be provided under this PGD)

If a woman wishes to continue using hormonal contraception she
can do so after using levonorgestrel (refer to relevant
contraceptive PIL). The SPC for levonelle recommends using
additional barrier contraception until the next menstrual period.

If no withdrawal bleed occurs in the next pill-free period following
the use of levonorgestrel after regular hormonal contraception,
pregnancy should be ruled out.

After Levonorgestrel intake, menstrual periods are usually normal
and occur within 7 days of the expected date. If menstrual periods
are delayed by more than 5 days or abnormal bleeding occurs at
the expected date of menstrual periods or pregnancy is suspected
for any other reason, pregnancy should be excluded.

If pregnancy does occur after treatment with levonorgestrel, the
possibility of an ectopic pregnancy should be considered. The
absolute risk of ectopic pregnancy is likely to be low, as
levonorgestrel prevents ovulation and fertilisation. Ectopic
pregnancy may continue, despite the occurrence of uterine
bleeding. :

Advise levonorgestrel is for occasional use only. It should in no
instance replace a regular method of contraception.

Advise on safer sex practices and possible need for screening for
sexually transmitted infections following UPSI

Ensure the individual has contact details of local contraceptive and
sexual health services - Tel: 0300 303 1948

Offer a pack of 3 condoms from pharmacy stock

Version number: 6.1
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Appendices

Appendix A Key references

1. Summary of product characteristics for each brand of the medicine(s) covered by the PGD

Current British National Formulary (BNF)

Questions and Answers on Levonelle® (European Medicines Agency), May 2016

> w DN

GPhC Standards of conduct, ethics and performance code of conduct

o

NICE (MPG2) Patient Group Directions March 2017

6. NMC The Code, London 2015

7. NMC Standards for Medicines Management 2010

8. NICE Medicine Practice Guideline: Patient Group Directions (MPG2), August 2013

9. NICE Competency Framework for healthcare professionals using Patient Group Directions
August 2013

10. FSRH. Clinical Guidance for Emergency Contraception March 2017

11.FESRH Clinical Guidance on Quick Starting Contraception April 2017. CEU

12. ESRH Clinical Guidance on Drug Interactions and Hormonal Contraception January 2017
CEU

13.ESRH UK Medical Eligibility Criteria for Contraceptive Use November 2016 CEU
14.ESRH Clinical Guidance Contraception after Pregnancy January 2017 CEU

Sources of further information

Faculty of Sexual and Reproductive Health (FSRH) (formerly Family Planning Association) :
https://www.fsrh.org/home/

NHS Clinical Knowledge Summaries http://www.cks.nhs.uk/contraception emergency
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Appendix B Health professionals’ agreement to practise

This Patient Group Direction is for use in

................................................... Pharmacy

Or by a locum pharmacist in pharmacies approved to offer the service

The direction must be read, agreed to and signed by each of the pharmacists who work within it.
All professions must act within their appropriate Code of Professional Conduct. One copy
should be given to each pharmacist with the master copy being kept by the manager of each
pharmacy approved to offer the service.

I confirm that | have read and understood the content of this Patient Group Direction and
that | have received the appropriate training in order to implement it effectively. | agree to
work within its parameters.

Version number: 6.1 Valid from: August 2018
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COMMUNITY PHARMACY LEVONORGESTREL
EHC PGD CONSULTATION FORM (AUGUST 2018)

Pharmacists should enter the details of the consultation straight on to PharmOutcomes or, if
access issues with PharmOutcomes, use this form to record. The information recorded here should
be entered into the PharmOutcomes after the consultation to ensure payment.

Pharmacy, Client and GP details
Consultation date: :

Time:

Pharmacist name:

Client’s name: (for pharmacy use only):

Date of birth:

If under 16, advise client of additional assessment requirements and limits of confidentiality to

safequard and protect the child

Client’s postcode (first portion of
postcode e.g. DT3 or BH14):

GP surgery: (if known, otherwise use
pharmacy postcode)

Client’s Ethnicity

White - British

White - Irish

White — any other white background

Mixed — White and Black Caribbean

Mixed — White and Black African

Mixed — White and Asian

Mixed — Any other mixed background

Asian or Asian British - Indian

Asian or Asian British - Pakistani

Asian or Asian British - Bangladeshi

Asian or Asian British — Any other
Asian background

Black or Black British - Caribbean

Black or Black British - African

Black or Black British - Any other Black
background

Other Ethnic Groups - Chinese

T rgroup -

Other Ethnic Groups — Any other ethnic

Other Ethnic Groups — Note stated

Client Under 16 Years

For clients who are under 16 years of age there should be a discussion with the young person to
explore the following issues, including an assessment of the young person’s maturity.

Fraser assessment:
¢ Understanding of advice given
e Encouraged to involve parents

o The effect of physical or mental health of your person if advice/treatment withheld
e Action is in the best interest of the young person.

Is the client Fraser competent?

Yes No

Referral for safeguarding?

Yes No

Version number: 6.1
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