
Commercial Team
Emergency Contraception Pharmacies Annual Review Meeting Guidance for Regional Offices  


This document is created to enhance the Emergency Contraception Contract Management meeting, providing a guidance of what it is expected from each Regional Office to comply with quality elements of the contract, but also the expectations of the local pharmacy to maintain safe and good quality levels on the service delivery within the Lincolnshire County Council. 

This guidance is divided into 3 parts:
Section 1
· Expected documents and or reports to be provided 5 working days prior to the Annual Review Meeting.
· Overall Performance and Risk Rating Evaluation 

Section 2
· A document to be signed by the responsible Manager of each Regional Office, outlining the required documents and assuring the quality in service delivery.

Section 3
· Overview of local pharmacy spot checks, detailing what aspect will be reviewed and what documentation the contract officer will request as part of the visit. 



This section is to be completed by the Contract Officer. Prior to the meeting, some details will be requested from the Regional Manager who will take responsibility of the process of the annual review to all the Pharmacies within LCC. 
The Overall Performance that will be evaluated by the contract officer. The possible values are" Inadequate", "Requires Improvement", "Good", and "Outstanding"
The Risk rating values are "Low", "Medium", "High"





	Pharmacy Name
	

	Pharmacy address
	

	Pharmacy Manager/Regional Manager
	

	Overall Performance
	



This section is to be completed by the Contract Officer: Including all the names of the Attendees at the Annual Review Meetings. 
	Attendees Names:
	Designation
	Organisation

	
	
	

	
	
	

	Apologies:
	Designation
	Organisation

	
	
	




	Introduction

	
Contract Officer will need to Provide to Regional Offices:
Poster for EC (currently in development)
SI form report and email guidance on how to send a report
Safeguarding report and contact details to send a report (Zoe Jackson Safeguarding&Review@lincolnshire.gov.uk or 01522 553100)
Child protection lead contact details
Consultation and medication provided audit form with signatures. 
Guidance letter to be signed 
•For immediate concerns about a child, contact 01522 782333 (Children's Social Care, customer services centre); or for an adult contact 01522 782155
http://activelincolnshire.com/useful-contacts/

Documents and templates attached
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Section 1 
These are the expected Documents that the Regional Office will need to present to the Contract Officer at the time of the Annual Review Meeting. 
Time and date will be agreed by both parties to provide enough notice for this to be completed by the Provider. 
	Ref:
	Emergency Contraception

	1
	Policies and Procedures
	

	1.1
	Infection Control and Prevention (Hand Hygiene)
Risk Management
Safeguarding Adults and Children
Business Continuity Plan
Complaints procedure and SI procedure

	The policies will be viewed to ensure that they are up to date and relevant.

1. - Infection Control Policy (Hand Hygiene Policy or Procedure to ensure that each Pharmacy has a safe level of Hygiene to deliver EC). 
2. - Risk Management Policy and a Risk assessment for the target group to provide safety and confidentiality to each service user. Ensuring that this is cascaded to each Pharmacy team.
3. - Safeguarding Policy Adult and Children Policy. 
4. – Business continuity Plan Policy



	2
	Quality Standards (National Standards) Staff Competency
	Findings

	2.1
	Ensure the staff involved in providing EC have the necessary training and competency to do so:
Including the following:
· Each pharmacist provided a signed PGD for Levongestrel
· Ella One Guidance awareness
· IG and GDPR training 
· Enhanced DBS certificate
· Gillick competency / Fraser guidance training
· All staff Safeguarding Children level 1 
· Pharmacists to provide the CPPE declaration of Competence
· Pharmacist to maintain competence through CPD
· The staff team is aware of the consultation and Consent form and ensure copies are retained in confidential storage.
· Staffing levels (notify if a pharmacy stops delivering EC and when will be reopening the service)
	Section 2
This section includes the Quality Assurance certificate that needs to be signed by the Regional Officer/Manager.  









This section will show the documents that are expected to be present  at the annual review and which documents are not expected at the annual review, however the Regional Manager will ensure that the actions have been taken to complete all documentation to adhere to the contract requirements. If it is required, the Contract Officer will be able to request these documents. 
Documents to be emailed to the contract officer 5 working days prior to the annual review meeting. 
a) Signed Levogenstrel PGD for each pharmacist that will deliver the EC.
b) Declaration of Competence certificate for each Pharmacist that will deliver EC. 
These 2 documents will need to be updated every time a new pharmacist is hired and would like to deliver EC. 
c) Details of any Pharmacies that haven't been able to deliver EC due to lack of training 


Documents that are not requested at the annual review, however, the Regional Manager has returned a signed document taking responsibility that actions have been taken to complete all of these documents. 
The following documents are required by exception. The purchaser may request a contract management meeting with the service provider if any concerns in the following areas are identified: The issue of a Default Notice, Safeguarding, Performance/Performance Monitoring Arrangements, Outcomes, Service Quality, Payments, Serious incidents, Negative Service User Feedback.
-	Ella One Guidance awareness cascaded to the pharmacist
-	IG and GDPR training 
-	Enhanced DBS certificates
-	Gillick competency Fraser guidance training
-	All staff Safeguarding Children level 1 
-	Pharmacist to maintain competence through CPD
-             Cascade to local pharmacies contact details and process and form to report SI,                      
               Safeguarding and Children Protection Lead report and contact details. 



	3
	Outcomes 
	Findings	

	3.1
	Ensure the completion of the Pharmacy Based Young Women’s EC Service activity claim forms submitted quarterly submission to the Contracts Manager, Lincolnshire County Council by the 5th of the following month at the end of each quarter (Appendix 2).  
Nil returns should also be completed.
· Have these been submitted in time for each pharmacy?



	Each Regional Office is requested to submit every quarter the activity claim forms, per pharmacy activity.
The nil activity will need to be reported every quarter. 
This document will be reviewed at the annual contract meeting with Contract Officer. The Contract Officer will bring this information with the reports that have been submitted. The Regional Offices should have a copy of each pharmacy activity at the meeting to clarify any discrepancies. 

	3.2
	-Review Quarterly claim forms received. (Number of consultations, Number of Ella one and levongestrel given)
(We will review the quarterly submissions are accurate and payments have been completed) 
-We will review trends and discuss demand
 
	[bookmark: _GoBack]Invoices and payment schedule will be presented by contract officer, to ensure that the payment has been done without delay. 
The Regional Offices should have a copy of each pharmacy activity at the meeting to clarify any discrepancies if any.
Activity spreadsheet report will be presented by Contract officer to Regional Office. 

	3.3
	-Number of clients  under 13 years old
-Number of Child protection lead reported and informed LCC Contract Office

	Regional Offices will need to make a report for each pharmacy, reporting the number of clients under 13 years old and the number of clients under 18 years old that have been reported to child protection lead. 
Nil reports need to be submitted. 


	3.4
	-Log of Pharmacies that have stopped/re-started EC service due to lack of staff or any other reason.
	The regional Office to report if the EC service has been interrupted, with a narrative report, the reason why and when is the estimated date that will reopen. 

	4
	SI, Safeguarding, Complaints.
	Findings

	
	-SI Reports
-Safeguarding reports
-Complaints or negative feedback
	Regional Office to present in a narrative report on any activity in case of a SI report, Safeguarding Report, complaints and negative feedback if any. 

	
	

	5
	
Viability and Safety. (Spot check) 1 weeks' notice announced visits. (Section 3)
	Findings

	5.1
	-Provider to confirm they have a private room available to deliver confidential face to face consultations. 
-EC service is promoted by a poster display
-Consent forms awareness and kept in a secured place
-Accredited Pharmacist (PGDs) are available during the visits 
-Ella One Guidance document awareness.
-Assess the pharmacy can deliver EC during 80% of the time while is open.
- Pharmacist and Staff Awareness:
-Gillik competency Fraser guidance test
-Child Protection Lead contact details 
-Safeguarding report awareness
-SI report awareness and form 
-Audit sheet signed of have received medication and consultation.

Spot check outcomes will be reported at the annual review for each pharmacy visited.
	Copy of the poster will be provided. 
At the spot check the Contract Officer with Official ID, will present to the counter of the Pharmacy and will explain that is an EC spot check. 
What the Contract Officer is expected to ask and review:
· See the private room where the EC appointment are held (Privacy, clean, organised)
· Hand gel (Hand hygiene). 
· Poster display showing a free and private service for all women under up to 19 years old. 
· Awareness of Ella One guidance
· Awareness of consent form to be kept and verify these are locked in a secured place
· Awareness of the service to be provided from 13 to 19 years old
· Under 13 years old sent a report to child protection services
· Audit sheet signed by client and pharmacist (match the activity of the quarterly report)
· SI report from and contact email to report
· Safeguarding contact details and report form awareness of Gillick competency.
· Child protection lead contact details
· Review that EC is available 80% of the time when the pharmacy is open. 
· To review the name of the pharmacist is accredited and it is in the list of pharmacist that has signed the PGD.





	6
	Other Agency information

	

	6.1
	The Contract Officer will update on any key changes/new services or other information about local provision which may be of interest. 



	







	Actions arising summary


	Action Ref
	Section of annual relationship review form
	Action
	Action Owner
	Deadline Date

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	




	Risk Rating outcome:
	Choose an item.
	Date Completed :
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Reporting Safeguarding concerns 


If you suspect or believe a child is suffering, or is likely to suffer, significant harm (including any 
form of mistreatment or abuse) you should ALWAYS report your concerns. 


If you are at a sports club then there should be an assigned club welfare officer who you may be 
able to talk to, if not then there are plenty of people able to help, please see below.  


Children's Social Care 


8am - 6pm Monday - Friday 
Please call the Customer Service Centre on 01522 782 111 
Out of Hours Emergency 
Monday to Thursday from 5pm to 8:45am and on Fridays from 4:45pm all the way through to 8:45 
am on Mondays with a 24-hour service on Bank Holidays please call 01522 782 333. 


If there is no immediate danger to the child, or if you need some advice or information, you can 
contact the Children Services Customer Service Centre (CSC) on 01522 782 111. If it is outside 
normal office hours you can contact the Emergency Duty Team (EDT) on 01522 782 333. 


Lincolnshire Police 


In an emergency dial 999, if less urgent phone 101 


National Society for the Prevention of Cruelty to Children (NSPCC) 
Tel 0808 800 5000 


Active Lincolnshire 


Lead Safeguarding Officer Lynsey Norris – call 01522 730 325 or 
email lynsey.norris@activelincolnshire.com   
Deputy Safeguarding Officer Alex Mulligan - call 01522 730 325 or email 
alex.mulligan@activelincolnshire.com   


LADO – Local Authority Designated Officer 


The LADO should be alerted to all cases in which it is alleged that a person who works with 
children has behaved in a way that has harmed a child or may have harmed a child or possibly 
committed a criminal offence against a child/children.
Any National Governing Body Safeguarding Lead looking to contact one of Lincolnshire County 
Council’s Local Area Designated Officer’s (LADO’s) can do so by calling Lincolnshire County 
Council Children’s Services LADO team on 01522 554 674. 


NSPCC 0808 800 5000 


Child Protection in Sport Unit (CPSU) 0116 3665590 



mailto:lucy.blakey@activelincolnshire.com

mailto:lizzie.borrill@activelincolnshire.com





Are you aged 18 or under? 


ChildLine offers free, confidential advice and support whatever your worry, whenever you need 
help. 
https://www.childline.org.uk/ or call the number below. 


ChildLine


In an emergency always dial 999 


The Lincolnshire Children’s Safeguarding Board also have a comprehensive website with details on 


how to help young people keep safe. 


https://www.lincolnshire.gov.uk/lscb/young-people/staying-safe/ 


Are you a young Person with a concern? 



https://www.childline.org.uk/

https://www.lincolnshire.gov.uk/lscb/young-people/staying-safe/








image2.emf
Serious Incident  Report.doc


Serious Incident Report.doc


Public Health Serious Incident Reporting Form 

This report should be completed to report all serious incidents, near-misses or to highlight areas of concern to Lincolnshire County Council. This report does not replace the provider’s duty to inform the Lincolnshire County Council Customer Service Centre of any safeguarding issue. This report does not negate clinical / Health Providers of the need to report serious health related incidents and to follow this process. This report does not negate a CQC registered providers' duty to report Serious or Untoward Incidents. All serious incidents and near misses should be reported within 24 hours of the provider being aware of the incident.

SECTION A TO BE COMPLETED BY THE SUBMITTER:


PROVIDER DETAILS

		Name of Person submitting the form




		



		Contact details of submitter




		



		Date of Completion




		



		Name of Provider




		



		Name of Service




		



		Any other known service




		





SERVICE USER DETAILS (if applicable)


		Service Users Unique Identifying number, (e.g. Mosaic Number, NHS number – please specify which is used)



		Number:

		



		

		Type of Number, e.g. Mosaic, The Avenue:

		



		Organisations internal incident reporting number if applicable.



		





INCIDENT DETAILS

		Date of incident

		



		Location of incident

		



		Is this For Action or For Information?

		For Action




		



		

		For Information




		



		If you have already completed an internal investigation / report you can attach this here to provide details of the incidents / action





SERIOUS INCIDENT


		Please tick the relevant Category:

		a) Deaths, excluding deaths by natural causes;

		



		

		b) An occurrence where a Service User, member of staff or a member of the public is attacked, has sustained injuries, or has sustained harm in other ways (e.g. through drug overdose or self-harm), either on the Providers premises or during the delivery of this service;




		



		

		c) Fire or flood or any other incident which renders any part of the building uninhabitable;

		



		

		d) Any incident occurring under the provision of the Independent Safeguarding Authority as a referral (Previously POVA).




		



		

		e) Anyone reported as a missing person to the police.




		



		

		f) A near-miss that could have resulted in a serious incident as defined above. This includes any incidents where a slight change in circumstance, or a delay in support received/action taken, could have deteriorated into a serious incident.




		



		

		g) A data breach or breach relating to information governance as defined within the Data Protection Act.




		



		

		h) 'Other'

		



		Details of Serious Incident (if not included in attached report)



		



		Details of any actions taken to date (if not included in attached report)



		



		Have reporting responsibilities been followed where applicable?




		Safeguarding


Include date reported




		



		

		CQC


Include date reported




		



		

		Police


Include Incident / Crime reference Number and date




		



		

		STEISS


Include incident number and date reported




		





Please send all completed forms to:


Public_Health_Incident_Report@lincolnshire.gov.uk

SECTION B TO BE COMPLETED BY THE PROVIDER:


		Outline of investigation undertaken into the Serious Incident / Highlighted Concern




		



		Actions to be taken as a result




		





Please ensure all completed forms are sent via a reply to the original email and copy in:


Public_Health_Incident_Report@lincolnshire.gov.uk

SECTION C TO BE COMPLETED BY THE PROGRAMME OFFICER:


		Please tick the relevant Category:

		Substantiated

		



		

		Unsubstantiated

		



		

		Partially Substantiated

		



		Does this need escalating?

		Yes / No



		Date escalated if applicable

		



		Date closed

		





Page 2 of 4
           Public Health Serious Incident Reporting Form

Version 7
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EllaOne Guidelines FINAL 


Date written: December 2018 


Date for review: December 2020 


 


 


 


 


 


 


Guideline to support the supply of: 


Ulipristal acetate 30mg tablets (EllaOne®) 


By pharmacists in Lincolnshire community pharmacies, 


commissioned by Lincolnshire County Council to provide 


reproductive and sexual health services  


April 2019 


 


 


 


 


Version Control  


Version 
number 


Change details Date  


1 First draft written  December 
2018 


Anna Prescott 


2 Reviewed by Public Health  Jan 2019 Alastair 
Hennessey 


 


  







Introduction 


Ulipristal Acetate (UPA) 30mg tablets (EllaOne®) is classified as a P (pharmacy) 


medicine when supplied as emergency contraception (EC) for episodes of 


unprotected sexual intercourse (UPSI).  It is licensed for all women of child bearing 


age, including adolescents under 16 who need to be deemed competent using the 


Fraser Guidelines https://www.cqc.org.uk/sites/default/files/20180228_briefguide-


capacity_consent_under_18s_v2.pdf  


This guideline aims to support community pharmacists in Lincolnshire, 


commissioned by Lincolnshire County Council to provide sexual health services, to 


supply UPA, where clinically appropriate, in line with the service specification.  


NB: A PGD is not legally required as UPA is a P medicine.  


A copper intrauterine device (Cu-IUD) remains the most effective form of EC. If this 


is not an option or if the patient declines, then oral EC should be offered.  Women 


should also be offered oral EC if they have accepted referral for insertion of Cu-IUD 


in case this can’t be done within an acceptable time frame or if she changes her 


mind.   


UPA 30mg tablets and levonorgestrel (LNG) 1500mg tablets are the two options 


available for oral EC.  See the decision tree to guide choice. Patient choice and 


individual factors will determine suitability of each agent, however UPA may be 


preferred over LNG in the following circumstances:  


 Last UPSI occurred ≥72hrs but ≤120 hours 


 Those with BMI >26kg/m2 or weight >70kg 


 If UPSI is likely to have taken place during the 5 days prior to the estimated 


day of ovulation   


 


Indication for UPA 


UPA is licensed for EC within 120 hours (5 days) of UPSI and under the service 


specification, can be supplied to:  


 Any female aged 16-19 years of age  


 Any female aged 13-15 years who is deemed to be Fraser competent (this 


must be assessed and documented); clients aged less than 16 years must be 


offered the opportunity to seek parental consent prior to treatment. Fraser 


Guidelines:- https://www.cqc.org.uk/sites/default/files/20180228_briefguide-


capacity_consent_under_18s_v2.pdf  


 


 


 



https://www.cqc.org.uk/sites/default/files/20180228_briefguide-capacity_consent_under_18s_v2.pdf

https://www.cqc.org.uk/sites/default/files/20180228_briefguide-capacity_consent_under_18s_v2.pdf

https://www.cqc.org.uk/sites/default/files/20180228_briefguide-capacity_consent_under_18s_v2.pdf

https://www.cqc.org.uk/sites/default/files/20180228_briefguide-capacity_consent_under_18s_v2.pdf





 Exclusion Criteria 


 Clients with severe liver impairment  


 Clients with severe asthma who are on oral glucocorticoids  


 Clients who have taken CYP3A4 enzyme inducing medicines or herbal 


products in the last 4 weeks  


 Breastfeeding women who do not wish to hold off from feeding for 1 week  


 Pregnancy or suspected pregnancy – and avoid in women with uterine fibroids 


 Known allergy to any ingredients (NB: including lactose and galactose 


intolerance)  


 If UPSI occurred more than 5 days previously  


 Unexplained vaginal bleeding  


 A progestogen containing contraception has been used in the previous 7 days  


 LNG emergency contraception has been used in the same cycle  


 Acute porphyria  


 Severe malabsorption  


 


Additional Considerations  


Weight 


 Women with a BMI ≥26kg/m2 or >70kg should be informed that the 


effectiveness of the Cu-IUD is not known to be affected by weight or BMI and 


remains the most effective choice of EC 


 Evidence suggests that UPA may be more effective than LNG in women with 


a BMI ≥26kg/m2 or >70kg and is the preferred option for oral EC if Cu-IUD is 


not an option  


 For women weighing >85kg or with a BMI >30kg/m2, it is not known whether 


UPA or double dose LNG is more effective  


Breastfeeding 


 


 Women who are breastfeeding should be advised not to breastfeed and to 


express and discard milk for a week after they have taken UPA 


Drug interactions  


 Women taking the following drugs should not take UPA concomitantly; 


carbamazepine, efavirenz, fosphenytoine, griseofulvin, nevirapine, 


oxcarbazepine, phenobarbital, phenytoin, primidone, rifabutin, rifampicin, St 


John’s Wort, long term use of ritonavir  


 UPA can reduce the efficacy of combined oral contraceptives and 


progestogen only contraceptives. The efficacy of UPA as EC can also be 







reduced by progestogen.  If UPA is used, progestogen containing drugs 


should not be restarted for 5 days afterwards 


 Alternative barrier methods of contraception should be recommended for 16 


days or until next period 


 


Vomiting  


 If vomiting occurs within three hours, another tablet should be taken as soon 


as possible  


Referral  


Any woman excluded from supply should be referred to Lincolnshire Integrated 


Sexual Health (LISH) by self-referral on 01522309309, or their GP as appropriate.  


LNG may be an alternative in some circumstances (see PGD for guidance) 


Dosage and frequency  


30mg (1 tablet) to be taken orally as a single dose.  Encourage medication to be 


taken on the premises. If vomiting occurs within 3 hours of taking UPA, a second 


dose may be given.  


Side Effects 


Common side effects include; mood disorders, headache, dizziness, nausea, 


abdominal pain/discomfort, vomiting, back pain. Consult the EllaOne® SPC for the 


full list of side effects. 


Any serious reactions should be documented in the patients record and the GP 


should be informed.   


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 obtained via Freephone 0800 731 6789 or online 


at www.yellowcard.mhra.gov.uk 


Advice and Information for Clients  


Explain the following to clients:  


 Oral EC methods do not provide ongoing contraception.  


 After oral EC, there is a pregnancy risk if there is further UPSI and ovulation 


occurs later in the same cycle.  


 To wait 5 days after taking UPA before starting suitable hormonal 


contraception.  Women should be made aware that they must use condoms 



https://www.medicines.org.uk/emc/product/6657/smpc

file:///C:/Users/Anna/Dropbox%20(Soar%20Beyond)/DELIVERY/__Clients/Lincoln%20PMOS%20service/EHC%20PGD/www.yellowcard.mhra.gov.uk





reliably or abstain from sex during the 5 days waiting and then until the 


contraception method is effective. 


 To take a pregnancy test if after taking UPA, the next menstrual period is 


delayed by more than 7 days or is lighter than usual.  


In addition to the above, provide further information regarding protection from STI's 


and contraceptive choices. An EllaOne® patient information leaflet should be 


provided and information on where the client can go to access reproductive and 


sexual health services. 


Follow up arrangements  


 If a client vomits within three-hours, then she should be advised to return for a 


further supply. 


 Advise patient to seek medical help promptly if any lower abdominal pain 


develops, as this may be a sign of ectopic pregnancy.  


 Consider need for sexually transmitted infection screening. 


 Advise follow up with sexual health service or GP for ongoing contraceptive 


needs. 


Records to be kept  


The treatment episode should be recorded on the pro-forma in line with the service 


specification; all completed pro-formas should be kept in the pharmacy until the 


patient is 25 years old.  


Pro-formas may need to be provided to Lincolnshire County Council for audit 


purposes.  


Claim forms should be submitted as per service specification.  







EllaOne Guidelines FINAL 


Date written: December 2018 


Date for review: December 2020 
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PGD Levonorgestrel 1500mcg tablet- young women  
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This Patient Group Direction (PGD) must only be used by registered 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. 


 


 


Patient Group Direction (PGD) 


for the supply and administration of: 


Levonorgestrel 1500 microgram Emergency Contraception 


by registered pharmacists for: 


Young Women aged 13-19 years 


In accredited community pharmacies, commissioned by Lincolnshire County Council 


to provide sexual health services  


 


 


 


 


 


 


 


Date PGD comes into effect: June 2018 
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Date PGD Expires: June 2020 


Version Control  


Version 
number 


Change details Date  


1  March 
2014 


Sharon Hayler 


2 Add version control sheet  


Cautions- updated advice on breastfeeding 


Drug interactions- added fosphenytoin, dabrafenib 
and fosaprepitant, additional information about 
ulipristal 


Staff characteristics- updated in line with PGD 641 


References- updated 


January-
March 
2016 


Sharon Hayler 


3 New PGD template  


Inclusion of training/competency requirements for 
pharmacists 


Update on dosing for clients with high BMI/over 
70kg and those taking enzyme inducing drugs 


Exclusion of patients <21 days post-partum, women 
who have used ulipristal in previous 5 days, current 
breast cancer   


Removal of exclusion criteria re. taking more than 
one dose in same cycle- moved to caution  


Cautions updated- weight, fertility, ovulation 


Vomiting- changed from 2 hours to 3 hours   


Effectiveness of ulipristal vs levonorgestrel  


Additional information for patients 


May 2018 Anna Prescott 
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PGD development 


Name  Job title and organisation Signature  Date 


Dr Katy Win GP Registrar 
 


14
th
 


June 
2018 


Anna Prescott 
Clinical Services Manager 
and Pharmacist, Soar 
Beyond  


14
th
 


June 
2018 


Steve Mosley  
Chief Officer, Community 
Pharmacy Lincolnshire  


 


14
th
 


June 
2018 


Carol Skye 
Programme Manager- Health 
Protection  


 


14
th
 


June 
2018 


 


PGD authorisation  


Name  Job title and organisation  Signature Date 


Dr Katy Win GP Registrar 
 
14


th
 June 


2018 


Anna Prescott  
Clinical Services Manager and 
Pharmacist, Soar Beyond 


 


14
th
 June 


2018 


Steve Mosley 
Chief Officer, Community 
Pharmacy Lincolnshire 


 


14
th
 June 


2018 


Approved on behalf of Lincolnshire County Council by: 


Derek Ward Director of Public Health 


 


19
th
 June 


2018 


 


PGD adoption by the Provider 


 


 


 


Name  Job title and organisation Signature  Date 
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PATIENT GROUP DIRECTION 


Levonorgestrel 1.5mg Tablet 


 


Lincolnshire County Council PGD 


 


Requirements of registered pharmacists working under the PGD 


Qualifications and 
professional registration 


Registered Pharmacist with the General Pharmaceutical Council 
who has completed the CPPE Declaration of Competency process. 
 
Is authorised by name to work under the current version of the PGD 


Initial training 


 Has completed the CPPE Declaration of Competence for 
Emergency Hormonal Contraception on the CPPE website. 


 Has enabled the CPPE viewer on their CPPE account. 


 Has read and understood the service specification provided 
by Lincolnshire County Council. 


 Is authorised by name to work under the current version of 
the PGD 


 All pharmacy staff to be aware of and working within 
Lincolnshire Safeguarding Children Board policies (see 
www.lincolnshire.gov.ukllscb), and NHS Lincolnshire 
Safeguarding policies (http://southwestlincolnshireccg.  
nhs.uk/safeguarding). 


 For immediate concerns about a child, contact 01522 
782333 (Children's Social Care, customer services centre); 
or for an adult contact 01522 782155 


 The pharmacist will be professionally accountable for this 
work as defined in their professional standards of conduct, 
ethics and performance 


 


Competency assessment  CPPE Declaration of Competence process completed 


Ongoing training and 
competency 


 Review and reassess Declaration of Competence every 2 
years 


 It is the responsibility of the individual pharmacist to ensure 
that s/he has appropriate knowledge of the product and its 
compatibility with other medical conditions and medications.  
Refer to the summary of product characteristics (SPC) and 
BNF for further details of this product. 


 
 


Clinical condition to which the PGD applies  


Clinical condition or Request in person for emergency hormonal contraception 
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situation to which this 
PGD applies 


(EHC) within 72 hours (3 days) of unprotected sexual 
intercourse (UPSI) or failure of a contraceptive method  


Inclusion criteria Women requesting EHC within 72 hours of UPSI or whose usual 
method of contraception may have been ineffective and are: 


 Age 16-19 years 


 Age 13-15 years old AND meet the criteria detailed in the 
Fraser guidelines 
EHC can only be provided if the child is assessed as 
competent as per the Fraser guidelines. Records must be 
kept.  
Child protection and safeguarding issues must be 
addressed if identified during this assessment. Call 
01522782333 
 


Women who have received levonorgestrel 1.5mg emergency 
hormonal contraception for this episode of UPSI but have vomited 
within 3 hours of the dose (provided the repeat dose will be 
taken/administered within 72 hours of UPSI) 
 
It should always be advised that Emergency intrauterine device 
(IUD) insertion is the most effective emergency contraception 
available   
 
If an episode of UPSI or failure of barrier method occurs within 72 
hours and the client wishes to seek Cu-IUD insertion, the oral 
EHC should still be offered (if no exclusion criteria) in case the 
Cu-IUD cannot be inserted or the individual changes her mind.  If 
the episode of UPSI occurred between 72 to 120 hours ago and 
the individual is referred to be considered for a Cu-IUD, still 
encourage them to either purchase EllaOne® or seek from an 
alternative provider, for the same reasons. 


Exclusion criteria  Under 13 years of age- child protection and 
safeguarding issues must be addressed 


 13-15 years of age and NOT assessed as Competent- 
child protection and safeguarding issues must be 
addressed  


 No informed consent for treatment  


 Patient representatives- supply to a third party is not 
permitted 


 More than 72 hours since UPSI (Ulipristal effective <120 
hours) 


 Pregnancy is established or suspected 


 Less than 3 weeks (21 days) post-partum  


 Less than 5 days after abortion or miscarriage- refer to 
sexual health services  


 Less than 5 days after taking ulipristal as emergency 
hormonal contraception 


 Unexplained or unusual vaginal bleeding 


 History of ectopic pregnancy or salpingitis 


 Active/previous trophoblastic disease 


 Known hypersensitivity to levonorgestrel or any of the 
excipients 


 Galactose intolerance, the Lapp lactase deficiency or 
glucose-galactose malabsorption. All levonorgestrel 
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products contain lactose 


 acute porphyria (see BNF for more detail) 


 Severe hepatic dysfunction 


 Current breast cancer  


 Patients taking interacting drugs with the exception of 
enzyme inducers and griseofulvin 


 Severe malabsorption syndromes or small bowel resection 
(e.g. Active Crohn’s disease/IBD).  


Cautions (including any 
relevant action to be 
taken) 


 Vomiting- Caution should be given to women on drugs 
that cause diarrhea/vomiting e.g. Orlistat.  A repeat dose 
can be given if the individual has severe diarrhoea lasting 
>24 hours, or if she vomits within <3 hours of taking the 
oral EHC. For persistent symptoms, consider the Cu-IUD 
and recommend consistent use of condoms. 
 


 Breastfeeding- Levonorgestrel EHC is not known to be 
harmful, it is secreted in small amounts- patients can be 
reassured that restrictions are not necessary 
If woman is fully exclusively breast feeding, amenorrhoeic 
and within 6 months of delivery she should not need EHC 
but may wish to take it to cover any risk  
 


 Higher weight- BMI >26Kg/m
2 


or weight >70Kg, it is not 
known if levonorgestrel is as effective.  Other forms of 
emergency contraception such as EllaOne® or the Cu-
IUD are not affected by weight and should be considered 
as first line.  If not suitable, then a 3mg dose may be used 
as per dosing schedule  
 


 Previous use of LNG-EHC during current menstrual 
cycle- offer referral to contraceptive services for post-
coital IUD. in addition, supply EHC according to this PGD 
if no exclusion criteria 
 


 Fertility- After using EHC, it is recommended to use a 
barrier method until the next menstrual period started.  
The use of LNG does not contraindicate the continuation 
of regular hormonal contraception  
 


 Ovulation- Encourage women who do not wish to 
become pregnant to seek insertion of Cu-IUD if all UPSI 
has occurred within 120 hours or if has occurred within 
5 days after likely ovulation. Make it known that 
evidence demonstrates that taking oral EHC after 
ovulation has occurred is ineffective. 
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Drug Interactions Enzyme inducing drugs reduce the efficacy of levonorgestrel so 
an emergency Cu-IUD would be preferable.  If declined, or whilst 
awaiting fitting, a 3mg dose of levonorgestrel can be given where 
the client is currently taking or has used enzyme inducing drugs in 
the last 28 days.  
 
The following list of enzyme-inducing drugs is derived from the 
FSRH guideline “Drug Interactions with Hormonal Contraception” 
It is not a complete list.  The SPC and BNF should be consulted 
for all drugs. 


 Antiepileptics e.g. carbamazepine, eslicarbazepine, 
oxcarbazepine, phenobarbital. Phenytoin, primidone, 
rufinamide, topiramate  


 Antibiotics e.g. rifabutin, rifampicin  


 Antiretrovirals Always use the HIV drug interaction 
checker www.hiv-druginteractions.org  


 Antidepressants e.g. St John’s Wort 


 Others e.g. bosentan, modafinil, aprepitant 


 
Other drug interactions:  


 Ciclosporin-  increased risk of ciclosporin toxicity. Patient 
should discuss with GP 


 Griseofulvin- reduced efficacy of levonorgestrel- dose of 
levonogestrel can be doubled  


 Warfarin and phenindione - may 
reduce anticoagulant effect 


 Crizotinib, dabrafenib, vemurafenib and 


ulipristal* - possible reduced effect of 


levonorgestrel 


 Selegiline –  potentially increased plasma 


concentration and therefore risk of toxicity 


(manufacturer advises avoid concomitant use) 


 Tizanidine- levonorgestrel potentially increases 


plasma concentration leading to toxicity  


 
*UIipristal (EIIaOne® or Esmya®) - ulipristal binds to the 
progestogen receptor with high affinity and may interfere with the 
action of progestogen containing contraceptives.  
 
Use of EllaOne® in the same cycle-  


 Levonorgestrel EHC should not be used until 5 days after 
ulipristal administration.  


 Effectiveness of EllaOne® could be reduced if a woman 
has taken levonorgestrel in the 7 days prior to taking 
EllaOne®. 


 Signpost to alternative services for consideration of Cu-
IUD/repeat EllaOne®. 


 
Use of Esyma® -  


 May theoretically reduce the efficacy of levonorgestrel.  
Refer to sexual health services or GP for consideration of 
Cu-IUD or other alternatives.  



http://www.hiv-druginteractions.org/





 


Lincolnshire County Council  
PGD Levonorgestrel 1500mcg tablet- young women  


Expires: June 2020     Page 8 of 14 
 


 


Arrangements for referral 
for medical or 
safeguarding advice 


If in any doubt about whether to supply under this PGD, refer the 
patient to their GP or contact local sexual health service 01522 
309309 
 
If under 18, consider need for possible child protection process, or 
refer to the Lincolnshire Children’s Safeguarding Team 
 


Action to be taken if 
patient excluded 


 Discuss reason for exclusion with client 


 Clients over 20 may be eligible to purchase EHC, or refer 
to other appropriate service, where EHC may be free of 
charge 


 Explain that a doctor or nurse independent prescriber may 
be able to offer emergency contraception when a 
pharmacist can’t and encourage or arrange attendance at 
appropriate service as soon as possible 


 Refer or signpost to a GP or sexual health service If >72 
hours since last episode of UPSI, for consideration of a 
copper IUD/EllaOne®.  EllaOne® is licensed for use up to 
120 hours following UPSI.   


 Advise patient may register with any GP in the area on a 
temporary basis for contraceptive care or Advise patient 
they may attend Sexual Health Services - contact 01522 
309309 for details  


 Discuss future contraception needs and methods  


 Document action/referrals made, and advice given in 
patient's record 


 Offer condoms where appropriate  


Action to be taken if 
patient declines treatment 


 Advise patients of risk that the episode of UPSI may result 
in pregnancy, and also explain the risk of sexually 
transmitted infections (STIs) 


 Give advice regarding alternative Sexual Health or 
General Practice venues (including out of hours services 
where necessary) and encourage the client to seek further 
help 


 Advise patient may register with any GP in the area on a 
temporary basis for contraceptive care 


  Discuss future contraception needs and methods 


  Document action and refusal in patient's record 


 Offer condoms 
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Details of the medicine 


Name, form and strength 
of medicine 


Levonorgestrel 1500 microgram tablet  


Legal category POM 


Indicate any off-label use 
(if relevant) 


The following uses are off label for levonorgestrel 1500 mcg: 


 Supply to individuals under 16 years of age* 


 Used more than once in a cycle* 


 Double dose in clients who have a BMI >26kg/m
2
 or >70Kg* 


 Double dose in clients who are taking enzyme inducing 


drugs* 


*use endorsed by Faculty of Sexual and Reproductive Health Care 


Clinical Effectiveness Unit  


Route/method of 
administration 


Oral administration to be taken on the pharmacy premises 


Identification of Medicine Labelling of the medication includes: 


 Details of the drug, strength, dosage form, quantity, batch 
number, and expiry date 


 Patient name 


 Date of dispensing  


Dose and frequency  One tablet (1500 micrograms) to be taken as a single dose as 
soon as possible (and no later than 72 hours) after UPSI or 
failure of a contraceptive method  


 
 Two tablets to be taken as a single dose as soon as possible, 


and no later than 72 hours after UPSI for women taking liver 
enzyme inducing drugs/griseofulvin or women who have taken 
such drugs in the last 28 days and Cu-IUD declined, awaiting 
fitting or unsuitable 


 


 Two tablets to be taken as a single dose for women with a BMI of 
>26Kg/m


2
 or who weigh >70Kg.  (see cautions) 


 


 If the patient vomits within three hours of taking the dose a 
further dose should be supplied and should be taken immediately 


 


 One further dose of either 1500 micrograms or 3000 micrograms 
can be supplied under this PGD  


 



http://publications.nice.org.uk/patient-group-directions-gpg2/appendix-a-glossary#off-label-use
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Quantity to be 
administered and/or 
supplied 


One 1500microgram tablet as a single supply  


 
OR 
 
2 x 1500 microgram tablets as detailed in the dose schedule above 
 


Maximum or minimum 
treatment period 


The treatment is a single dose which can be repeated if client vomits 
within 3 hours.   


Adverse effects Very Common (>1/10) 


 Bleeding not related to menses 


 Headache  


 Nausea 


 Lower abdominal pain  


 Fatigue 
Common (>1/100, <1/10) 


 Dizziness 


 Diarrhoea 


 Vomiting 


 Delay of menses more than 7 days 


 Irregular menstruation 


 Breast tenderness  


 
This list may not represent all reported side-effects of levonorgestrel.  
Refer to the most current BNF or SPC for more information. SPCs 
are accessible via www.medicines.org.uk  


 


Advise clients to seek advice from pharmacy, Lincolnshire Sexual 
Health Service or their GP if they experience or are concerned about 
adverse effects. 


 


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 
obtained via Freephone 0800 731 6789 or online at 
www.yellowcard.mhra.gov.uk 


Records to be kept The following details of supply under the PGD are to be recorded by 
the practitioner: 


 Consultation date 


 Patient's name, address (only in form of shortened post 
code), date of birth and consent given (If there are 
safeguarding concerns, more patient details may be needed). 


 Fraser Competence assessment if under 16 


 Reason for request 


 Assessment of pregnancy risk  


 Details of last normal menstrual period and where in the 
cycle 


 Details of any exclusion criteria and cautions 


 Client understanding of EHC 


 Follow-up advice provided to the patient  


 Details of allergies   


 Details of how the patient met the PGD 


 Name, strength, dose, frequency, quantity, route, batch 
number and expiry date of any medicine 



http://www.medicines.org.uk/

http://www.yellowcard.mhra.gov.uk/
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 Date and time of administration/or supply 


 Name and Signature of the pharmacist administering or 
supplying the medication on a PGD 


 Details of action taken/referral made if patient not included 
under the PGD 


 Details of any adverse drug reaction. 
 


 


 


Patient information 


Written 


information/advice to be 


given to patient or carer 


 Explain that insertion of the Copper IUD is the most effective 
form of emergency contraception - contact Sexual Health 
service on 01522309309 for more information. 


 Give client a copy of the manufacturers patient information 
leaflet for levonorgestrel  


 Explain mode of action, side effects, benefits and how to take 
the medication.  Advise that menstrual periods may be early 
or delayed- most women will have their next menstrual period 
within 7 days of the expected time.  


 Oral EHC is unlikely to be effective if taken after ovulation 
has taken place. 


 Inform individuals who are currently breastfeeding that the 
limited available evidence gives no indication of adverse 
effects on this. Inform that levonorgestrel also is not 
associated with any fetal abnormality. 


 Inform the individual that in the event that they fit the criteria 
for a double dose of Levonorgestrel, i.e. 3mg, that the 
insertion of a copper IUD is more effective as the 
effectiveness of doubling the dose of this oral EHC is 
unknown. 


 Treatment details including advice if vomiting occurs within 
three hours 


 Explain possible change in bleeding pattern following use 


 Explain there is still risk of becoming pregnant. If menstrual 
periods are delayed by more than five days or are abnormal 
in any way, patient should carry out a pregnancy test and 
seek medical advice 


 Contact doctor for follow up if pregnancy has occurred to 
exclude risk of it being ectopic 


 Discuss risk of sexually transmitted infection and use of 
condoms- provide condoms where appropriate. Advise 
booking sexual health check up 2 weeks after UPSI but 
earlier if symptomatic 


 Discuss need for reliable contraception for the remainder of 
cycle and for the future. Explain that oral EHC is for 
emergency use only occasionally and is not to be used as a 
substitute for regular hormonal contraception.  


 If using hormonal contraception, advise to restart immediately 
and use barrier method for a further seven days 
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 Ensure patient understands the implication of off-license use 
where this is applicable. 


 Ensure patient understands that the oral EHC does not 
protect against any further UPSI after taking the EHC. 
Encourage them to seek commencement of ongoing 
hormonal contraception if not already on this (immediately if 
levonorgestrel administered) or to use barrier methods to 
prevent further risk of pregnancy. 


 Bleeding pattern may be temporarily disturbed- if the next 
menstrual period is more than 5 days overdue, pregnancy 
should be excluded. 


Follow-up advice to be 
given to patient or carer 


 If a patient vomits within three-hours then she should be 
advised to return for a further supply 


 Advise patient to seek medical help promptly if any lower 
abdominal pain develops or if period unusually light or brief or 
if menstrual period more than seven days late 


 Consider need for sexually transmitted infection screening 


 Advise follow up with sexual health service or GP for ongoing 
contraceptive needs 
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Appendices 


Appendix 1 Key references  


1. Summary of Product Characteristics for each brand of levonorgestrel covered by the PGD 
Available from: www.medicines.org.uk  


2. NHS Executive HSC 2000/026. Patent Group Directions (England Only), London 2000 


3. British National Formulary, February 2018 (accessed via medicines complete) 


4. NICE Medicine Practice Guideline: Patient Group Directions (MPG2), August 2013, Updated 
March 2017 


5. NICE Competency Framework for healthcare professionals using Patient Group Directions 
January 2018 


6. The Faculty of Sexual and Reproductive Healthcare (FSRH) CEU Clinical Guidance: 
Emergency Contraception, December 2017 


7. FSRH CEU Clinical Guidance: Drug Interactions with Hormonal Contraceptives, November 
2017 


8. FSRH UK Medical Eligibility Criteria for Contraceptive Use, 2016 


9. FSRH CEU Clinical Guidance: Contraceptive Choice for young people, March 2010 


  



http://www.medicines.org.uk/

http://webarchive.nationalarchives.gov.uk/20120503110635/http:/www.dh.gov.uk/en/Publicationsandstatistics/Lettersandcirculars/Healthservicecirculars/DH_4004179

https://www.nice.org.uk/guidance/mpg2/resources

https://www.nice.org.uk/guidance/mpg2/resources

file:///C:/Users/Anna/Downloads/fsrh-guideline-emergency-contraception-2017.%20(1).pdf

file:///C:/Users/Anna/Downloads/fsrh-guideline-emergency-contraception-2017.%20(1).pdf

https://www.fsrh.org/standards-and-guidance/documents/ceu-clinical-guidance-drug-interactions-with-hormonal/

https://www.fsrh.org/ukmec/

https://www.fsrh.org/policy-and-media/fsrh-position-statements/fsrh-position-statement-on-young-people/
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Appendix 2 Health professionals’ agreement to practice  


 
This patient group direction is for use in ………………………………………Pharmacy. 
 


 
This Patient Group Direction is to be read, agreed and signed by all eligible Healthcare 
Professionals who will administer/supply under it. PGDs DO NOT REMOVE INHERENT 
PROFESSIONAL OBLIGATIONS OR ACCOUNTABILITY.   It is the responsibility of each 
professional to practice only within the bounds of their own competence and in 
accordance with their own Code of Professional Conduct. 


 
Pharmacist 
As a registered Healthcare Professional 
eligible to work under this PGD Ihave 
read this PGD and agree to follow 
the directions contained within it and 
to administer/supply in accordance 
with this document and within my 
scope of professional practice. 


 Authorising Person 
As the authorising  person Iam responsible 
for ensuring that only fully competent, 
qualified and trained professionals 
operating within the scope of their 
professional practice will work under this 
PGD. I understand that  Iam also 
responsible for maintaining a list of names 
of the individuals who may work within this 
PGD and for keeping this with the master 
copy of the PGD.  Each individual 
professional must receive and sign for a 
personal copy of the PGD. 


Pharmacist 
Name 


Signature Date Signature of 
Authorising Person 


Date 


     


     


     


     


     


     


     


     


     


 


This signature page to be retained with a full copy of the PGD in the pharmacy and a 
copy to be returned to the Area Manager if applicable and requested to do so. 


 


Patient Group Direction for the Supply and/or Administration of 


levonorgestrel 1500microgram tablets 
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This form is a suggested method to record EC consent and 


consultation in relation to Lincolnshire County Council  


commissioned  EC services. 


Some pharmacies will have their own recording 


methodology which may include an electronic system. This 


information is confidential under GDPR. If a sample is 


requested for LCC audit purposes the person identifiable 


information must be redacted.  


Completed forms should be retained for 8 years, or until the client is 25 years of age- whichever is 


longer.  


 
 


YES NO 


Is the patient presenting in person?   Refer 


Is the patient 13 years of age or over?   Refer 


If the patient is between 13 and 16 years of age, are they 
deemed Fraser competent? (see assessment, Appendix 1)  


 Refer 


 


Date of consultation  
 


 


Patient’s age/date of birth  
 


 


Patient’s postcode (first part only) 
 


       


Reason for request  UPSI ☐          Condom Failure ☐      Missed Pill ☐                  


 


Vomited previous dose ☐                         Other ☐ 


Regular Contraception  COC ☐               POP☐               Patch ☐                


 


Injection ☐            Implant  ☐           IUD/S  ☐          


 


Other ☐                 None ☐ 


 


Date and approximate time of UPSI  
 


 


Allergies/adverse drug reactions (please 
state)  
 


 


 


Hours since UPSI  <72 hours  ☐        72-96 hours ☐          96-120 hours ☐          


>120 hours ☐ 


 


Pharmacy stamp 


 


 


 







 
Lincolnshire County Council EC Record Form  
Version 1.  Created by Soar Beyond Feb 2019 
Approved for use by:  DR. MUHAMMAD ADIL MUGHAL (GMC NO. 7274508) 12-04-2019  Page 2 of 6 
 


 


Menstrual History  


 


Establish Risk of pregnancy 


 


 


 


 


What is normal length of menstrual period?   


Date of last menstrual period (LMP)  
(i.e. first day of bleed)? 


 


Day in cycle/pill packet?  


Where in the cycle point?  
Early/late = >10 days before or >2 days 
after ovulation  
Mid-cycle = 10 days before or within 2 days 
of ovulation 


Early/late 
 
Mid-cycle 
 
Unsure  


 YES NO  


Was the LMP abnormal?  Refer   


Previous UPSI since LMP (no EHC)?  Refer   


Did UPSI occur after likely date of 
ovulation?   


Supply, advice of efficacy
 
& 


refer   
 


Is a pregnancy test required? Refer  


NB: The Cu-IUD is the most effective form of emergency contraception (EC) and should be 
explained and offered to clients as first line.  If criteria for insertion of a Cu-IUD are not met or a 
Cu-IUD is not acceptable to a woman, then consider oral EC.  If a woman opts for Cu-IUD, 
assessment and supply of oral EC should be considered when waiting for insertion.  


Cu-IUD referral:      Yes ☐                   No ☐                 


EHC Indicated: 
Is the client: 


1. presenting within 72 hours of UPSI 
and in early/late cycle or unsure 
where in cycle AND/OR 


2. Breastfeeding 
3. Taking EC due to failed hormonal 


contraception 


Consider levonorgestrel  
 


EHC Indicated: 
Is the client: 


1. Presenting within 72 hours mid 
cycle 


2. Presenting between 72 and 120 
hours  


3. Unable to take LNG  
4. BMI>26kg/m


2 
or >70Kg  


Consider ulipristal  


Consultation Outcome Levonorgestrel  ☐ 


Ulipristal  ☐ 


Referral for Cu-IUD  ☐ 


Appointment made  ☐ 
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The following should only be completed if supplying levonorgestrel:  


Exclusion Criteria for Levonorgestrel 1500mcg tablets  


 


The following should only be completed if supplying ulipristal (EllaOne®):  


Exclusion criteria for ulipristal (EllaOne®) 30mg tablets 


 


  


 


 


 


Exclusion criteria 
for levonorgestrel  


Client <13 years ☐       client 13-15 and not fraser competent ☐          


 


Likely pregnancy ☐              less than 3 weeks post-partum ☐        


 


Less than 5 days after abortion/miscarriage ☐       trophoblastic disease ☐        


 


Less than 5 days after taking ulipristal as EHC ☐    UPSI > 72 hours ☐    


 


Unexplained vaginal bleeding ☐       Galactose intolerance ☐                


 


Hypersensitivity to levonorgestrel ☐          severe malabsorption disease ☐                    


 


Porphyria ☐         severe hepatic dysfunction ☐                 Interacting drugs ☐ 


 


current breast cancer ☐       severe malabsorption disease ☐              


 


None of the above ☐              Other ☐                         


 


NB: If levonorgestrel is contraindicated/not tolerated, consider whether ulipristal can be supplied 
according to the guideline.  


Exclusion criteria 
for ulipristal 
(EllaOne®)  
 


Client <13 years ☐       client 13-15 and not fraser competent ☐        


 


Likely pregnancy ☐      severe asthma on oral glucocorticoids ☐        


 


Breastfeeding and not wishing to hold feeding for 1 week ☐    


 


Interacting drugs ☐   >120 hours after UPSI ☐     


 


Unexplained vaginal bleeding ☐   trophoblastic disease ☐    


 


Hypersensitivity to ulipristal ☒     Galactose intolerance ☐      


 


Progestogen containing contraceptive used in previous 7 days  ☐        


 


Severe hepatic dysfunction ☐   severe malabsorption disease ☐            


 


Levonorgestrel EC used in same cycle ☐   None ☐      Other ☐          


        


NB: If ulipristal is contraindicated/not tolerated, consider whether levonorgestrel can be supplied 
according to the PGD.  
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Treatment Plan  


Counselling 


 


Details of Supply  


 


Levonorgestrel 1500 one tablet as a single dose within 72 hours of UPSI  ☐ 


Levonorgestrel 1500 two tablets as a single dose (enzyme inducers) within 72 hours of 
UPSI  


☐ 


Levonorgestrel 1500 two tablets as a single dose (BMI and weight) within 72 hours of 
UPSI 


☐ 


Ulipristal acetate 30mg one tablet as a single dose between 72 and 96 hours of UPSI  ☐ 


No supply- patient presenting too late for treatment  ☐ 


No supply- EHC not required  ☐ 


Second dose of levonorgestrel 1500 or ulipristal 30mg due to vomiting  ☐ 


Child protection issues considered discussed  ☐ 


Discuss mode of action  ☐ 


Discuss failure rate  ☐ 


Confirm next period may be early or late  ☐ 


Discuss need for follow-up including pregnancy test if next menstrual period is more than 
5 days late or lighter than usual  


☐ 


Discuss need to return if further UPSI  ☐ 


Action to take if vomiting within 3 hours  ☐ 


Discuss if appropriate unlicensed use and obtain consent  ☐ 


Discuss need for future contraception  ☐ 


Discuss risk of STIs, including option of free chlamydia testing available  ☐ 


Provide information on family planning and sexual health services available within 
Lincolnshire www.lincolnshiresexualhealth.nhs.uk   01522 309309 


☐ 


Discuss safe sexual behaviour, C card for condoms and where this service can be 
accessed 


☐ 


Batch number  


Expiry date  


Previous use of EHC?  Yes ☐        No ☐ 


Dose taken on premises  ☐ 



http://www.lincolnshiresexualhealth.nhs.uk/
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Declaration  


I have been counselled on the use of emergency hormonal contraception and understand the advice 


given to me by the pharmacist.  


Patient Name  
 


 


Patient Address 
 


 


Patient Signature/initials  
 


 


Date and Time 
 


 


 


 


The action specified was based on the information given to me by the patient which to the best of my 


knowledge is correct  


Pharmacist Name  
 


 


Pharmacist Signature 
 


 


GPHC number  
 


 


Date and Time  
 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


Appendix 1: Fraser Guidance for Issuing Contraceptive Advice to those under 16  
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Fraser guidelines refer to the Department of Health guidance issued in 1986 on the provision 


of contraceptive advice and treatment to young people under 16 years of age.  


Any pharmacy staff having a discussion with the young person should gently explore the 


following issues at each consultation.  This should be fully documented and should include 


an assessment of the young person’s maturity, and whether they are acting voluntarily. 


 


If the answer to these questions is ‘YES’ then the service may be supplied.  


If a child is not competent to give consent i.e. a ‘NO’ to the questions, you should seek 


consent from a person with parental responsibility (this will often, but not always, be the 


child’s parent/carer). 


Declaration 


 


 


 


Your Assessment of Fraser  YES NO 


The young person, although under 16, understand the advice 
given from the healthcare professional seen   


  


e.g. understands the service they are accessing, understands what actions they need to take 
during or following access to the service. 


The young person cannot be persuaded to tell their parents 
they are seeking contraceptive advice   


  


e.g. client not prepared to talk to parent/carer at this time but will try to do so in due course. May 
be able to discuss with another responsible adult. Signs of coercion? 


The young person would be very likely to begin, or continue, 
having sexual intercourse with or without contraceptive 
treatment  


  


The effect of physical or mental health of young person if 
advice/treatment withheld  


  


e.g. advice/treatment/service is needed now, to ensure their wellbeing  


Action is in the best interest of the young person   


e.g. providing the professional service/advice at this time is in the best interest of the client, 
regardless of parental consent  


Pharmacist Name  
 


 


Pharmacist Signature 
 


 


GPHC number  
 


 


Date  
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Appendix 1: Clinical Decision Tree for the supply of Emergency Contraception (EC) from 


Community Pharmacies Commissioned by Lincolnshire County Council    


 
Assess eligibility for EC 


Discuss all three options; unless a method of EC is clearly contraindicated.  Offer Cu-IUD as the 


most effective form of EC.   NB: Oral EC is likely to be ineffective if taken after ovulation  


Declines Cu-IUD   Accepts Cu-IUD  


Last UPSI <72 


hours ago     


Taking enzyme inducing 


drugs or has in the last 


28 days 


UPSI likely to have taken place 


≤5 days prior to the estimated 


day of ovulation?   


BMI >30Kg/m2 or weight > 70 kg  


Is UPA 


contraindicated/not 


suitable? (refer to PGD & 


guidance)  


 Breastfeeding and 


not wishing to stop 


for 7 days 


 Client wants to take 


OC immediately after 


EHC 


 Client Is severe 


asthmatic, 


insufficiently 


controlled by oral 


corticosteroids  


 Client taking enzyme 


inducing drugs   


Refer to LISH 


01522 309309 


Levonorgestrel 


(Levonelle®) 3000mcg 


as per PGD if no 


exclusions  


Refer for emergency Cu-IUD fitting to 


be carried out ASAP and continue 


with EHC supply     


Last UPSI 


between 72 and 


120 hours ago     


Any previous UPSI (>120 hours) in this cycle where 


LNG was not taken as EC (ensure aware of 


pregnancy risk)  


Levonorgestrel 


(Levonelle®) 1500mcg 


as per PGD if no 


exclusions 


Ulipristal Acetate 30mg 


(EllaOne®) 


 


Offer Cu-IUD as most effective 


form of EC   


Declines Cu-IUD   


Is UPA 


contraindicated/not 


suitable   


No Yes 


No 


Yes Yes 


Yes 


No 


Yes 
No 


Yes 
No 


Refer to LISH 


01522309309  


No Yes 
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Pharmacy Based 

 

Young Women’s EC Activity Log



Quarter Period:                                                                              2019-2020

					                    

		Date of

Consultation

		Type of EC provided

		Referred for LARC IUCD

		Additional Comments



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		





																		



		ADDITIONAL COMMENTS:

















		







Pharmacy Name



Address:





Signed on behalf of the Pharmacy:……………………………………………….………………………………



Name:……………………………………………………………………
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EC CLAIM FORM





		EC Claim Form 2019/20

		

		

		

		



		

		

		

		

		



		Please complete all the cream coloured boxes and return the form using the contact details below:

		



		

		

		

		

		



		Contact Details

		



		Name and Branch Addresses 

		 

		



		Contact Name and Email Address

		 

		



		

		

		

		

		



		Quarter

		 

		



		

		

		

		

		



		Total No. of Emergency Contraceptive Consultations for 13-19 year olds and up to 25 year olds if LDD

		

		

		



		No. of EC Consultations

		 

		

		

		



		Current Price

		£16.50

		

		

		



		Consultation Total 

		£0.00

		

		

		



		 

		 

		

		

		



		Total No. of Levonorgestral Issued

		 

		

		

		



		Drug Tariff Price Per Unit  

		£5.20

		

		

		



		Prescribing Drug Total 

		£0.00

		

		

		



		 

		 

		

		

		



		Total No. of Ellaone Issued

		 

		

		

		



		Drug Tariff Price Per Unit  

		£14.05

		

		

		



		Prescribing Drug Total 

		£0.00

		

		

		



		EC Total 

		£0.00

		

		

		



		

		

		

		

		



		

		

		

		

		



		TOTAL TO BE PAID 

		£0.00

		

		

		



		

		

		

		

		



		

		

		

		

		



		Additional Comments (if any): 

		 



		

		

		

		

		



		I confirm that the information contained within this form is true & accurate to the best of my knowledge & belief. I understand that any inaccurate information submitted may



		result in further investigation into all returns submitted and/or the withholding of future payments. 

		



		

		

		

		

		



		Date Submitted 

		 

		

		



		

		

		

		

		



		e-Signature on behalf of the Pharmacy

		 



		

		

		

		

		



		Please email a completed claim form for each quarter to BS_Public_Health@lincolnshire.gov.uk in accordance with the submission timetable outlined below:
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		This matter is being dealt with by:


Miguel Duran, Contract Officer 


Commercial Team


Lincolnshire County Council 


Tel: 01522 553010


E-mail Address:   

miguel.duran@lincolnshire.gov.uk 







Quality Assurance Annual Review 

Overview

Contract management is designed to share and exchange information that will support continuous improvement of service provision. The contract management process should lead to partnership learning and offer opportunities to share good practice.  Meetings will be held between the Contract Officer and the Provider Manager. Contract management will be undertaken through pharmacy visits (spot-checks) and an annual review utilising the Quality Assurance Toolkit to manage the performance and risks of contracted services delivered, evaluating the quality of service provided to assist Adult's Services in determining if the service improves outcomes for service users. 


The annual review will be undertaken at the Regional Office to assess Quality Assurance for all of the local pharmacies that are delivering Emergency Contraception (EC). In addition, the Local Authority will undertake operational spot checks at 10% of local pharmacies each year therefore it is crucial that each pharmacy is prepared for a spot check visit to review the quality of the service delivery at a local level. The Regional Office will be responsible for collecting the required information to be presented at the annual review and will communicate with the local Pharmacies to inform them on what will be discussed during a spot check visit.  


Separate guidance has been created to provide support and understanding as to what is expected from the Annual Reviews and the Local Spot Checks. 


Contract Assurance


These document and procedures are specified as follows:


· The number of vacancies, locums and Pharmacies that are in post but not yet delivering EC due to delay in relevant training 

· In date, signed Levogenstrel Patient Group Directive (PGD) for each pharmacist that will deliver the EC

· Declaration of competence certificate (Centre Pharmacy Postgraduate Education) for each Pharmacist that will deliver EC

The two key documents above will need to be updated every time a new pharmacist is hired and would like to deliver EC. 

In line with the contract terms and conditions the following documents should be available if requested at annual reviews. 

For staff delivering EC copies of:


· Information Governance and GDPR training certificates 

· Enhanced DBS certificate


· Gillick competency Fraser guidance training certificates


· Safeguarding Children level training certificates


In addition

· Assurance of maintained competence through CPD

· Available copy of Ella One Guidance and confirmation this has been cascaded to all relevant pharmacists


The purchaser may request a further contract management meeting with the service provider at any time if any concerns in the following areas are identified: the issue of a Default Notice, Safeguarding, Performance or Performance Monitoring Arrangements, Outcomes, Service Quality, Payments, Serious incidents, Negative Service User Feedback.

The following documentation should be cascaded to local pharmacies; 

· Contact details for the Head Office, LCC Contract Officer and Lincolnshire Safeguarding Children's and Adults Boards


· A copy of the LCC process and form to report Serious Incidents 


· An overview of Safeguarding Alerts process


Regional Manager 

I have read and understood that I am accepting the responsibility to comply with the Quality Assurance documents that have been requested during the length of the contract. 

In accordance with the annual review template and the annual review guidance document, I _________________________________, Regional Manager (or equivalent) have read and understood the process for the Quality Assurance Annual Review that the Commercial Team have  put in place to evaluate the Emergency Contraception service delivery as described in the service specification within the Emergency Contraception Contract. 


I understand that the Regional Office located at  ______________________  will be the point of contact for the Commercial Team, for the annual contract review and any situation related to the service delivery of the Local Pharmacies within this contract. 


I understand that the Regional Office will take the responsibility to ensure that the relevant processes and procedures have been completed and are up to date for the duration of the Contract, will communicate with relevant Pharmacies and ensure they deliver EC services in line with the service specification. 

------------------------------------------------                                                -------------------------------------------


Regional Office Manager 

Contract Officer 


On behalf of the Provider.

on behalf of LCC. 
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