Salisbury NHS Foundation Trust Patient Group Direction for the administration of Medroxyprogesterone Acetate (DMPA) (Depo-Provera®) by registered nurses for 

Female clients requesting contraception

This Patient Group Direction (PGD) must only be used by registered health professionals 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.

The Trust accepts responsibility for the actions of the approved practitioner, properly acting in the course of his/her duties and in accordance with the current PGD in force in his/her area of practice.  However the Trust accepts no responsibility for an approved practitioner who attempts to act outwith the scope of the approved PGD.
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for the administration of
MEDROXYPROGESTERONE ACETATE (DMPA) (Depo-Provera®)
by registered nurses for 
Female clients requesting contraception
in Salisbury Foundation Trust
Version number: 7
Change history

	Version number
	Change details
	Date

	7
	
	November 2020

	6
	
	January 2018

	5
	New template and amalgamation of 1st and repeat sdministration into same PGD
	July 2015

	
	Additional recommendations
	January 2016

	
	
	


YOU MUST BE AUTHORISED BY NAME IN THE CURRENT VERSION OF THIS PGD BEFORE USING IT

1.  Clinical condition/situation for use of the PGD
	1.1
	Indication
	Female client requesting Depo-Provera® to prevent unplanned pregnancy.

	1.2
	Criteria for confirmation of above
	As above. This PGD is to be used in conjunction with Faculty Guidance Progestogen only Injectable Contraception October 2020

	1.3
	Inclusion criteria 
	Women requiring contraception and who:

· Have started menstruation.

· Have read and understood the manufacturers product information leaflet.

· Accept the possibility of unpredictable bleeding pattern or amenorrhoea.

· Understand the risks and benefits of injectable contraception.

· Are aged 13-50. For women outside this age range, their request must be discussed with a doctor*

· For women <16years, they must meet Fraser guidelines.

* Care must be taken when administering Depo-Provera® to clients under 18 years old. However, Depo-Provera® may be given to clients in this age group, provided they meet the terms of the PGD and other contraceptive methods are unsuitable or unacceptable.
Fraser Guidelines:

A nurse can give contraceptive advice or treatment to young people under 16 provided that the nurse is satisfied that all of the requirements are met:

· The young person understands the nurses’ advice.

· The nurse cannot persuade the young person to inform his or her parents or allow the nurse to inform parents that he/she is seeking contraceptive advice.

· The young person is likely to begin or continue having sexual intercourse with or without contraception.

· The young person’s physical or mental health or both is likely to suffer without contraceptive advice or treatment.

· The young person’s best interests require the nurse to give contraceptive advice and/or treatment without parental consent.

	1.4
	Exclusion criteria (if any of those listed apply, the PGD cannot be used and the patient must be referred to a prescriber)  
	Clients reporting a history of or symptoms suggestive of:

· Breast cancer, past or current

· Porphyria

· Multiple risk factors for cardiovascular disease

· Vascular disease

· Ischaemic heart disease, stroke, TIA

· Unexplained vaginal bleeding
· Diabetes with complications of neuropathy, retinopathy or other vascular disease
· Severe cirrhosis (decompensated)

· Liver tumours (benign or malignant)

· SLE with positive (or unknown) antiphospholipid antibodies or severe thrombocytopenia

· Osteoporosis risk should be assessed: if one major or 2 moderate risk factors are present, this is an exclusion to this PGD: see appendix 3.



	1.5
	Caution – seek further advice from doctor before proceeding and document advice
	Known abnormal liver function tests

	1.6
	Arrangements for referral for medical advice
	Refer to supervising doctor within the clinic or at Department of Sexual Health, Salisbury Foundation Trust.

	1.7
	Action to be taken if patient excluded or declines treatment under PGD
	· Refer patient to supervising doctor or nurse practitioner

· Document refusal/action taken in patient’s healthcare record
· Discuss alternative methods of contraception and issue via a PGD if appropriate and available




2.  Staff characteristics
	2.1
	Qualifications and professional registration (eg Level 1 Registered Nurse 
	Level 1 Registered Nurse

Registered Midwife currently registered with the MNC

	2.2
	Relevant training, experience and competence required in the clinical context of the PGD (eg Health & Physical Examination module, RCN accredited course, ALS) 
	Sexual Health Nurse

· Recognised contraception/sexual health qualification with 2 years experience.

· Up to date basic life support and anaphylaxis training

· Up to date with Level 3 Child Safeguarding and Child Sexual Exploitation Training.

Midwives

· Completion of FSRH Contraception after childbirth course (formerly contraception for midwives course)

· Up to date basic life support and anaphylaxis training

· Up to date Level 3 Child Safeguarding 



	2.3
	As above relevant to the medicine to be used
	

	2.4
	Details of assessment undertaken to demonstrate competency to work under PGD
	· Attendance a designated Service PGD training session.

· Clinical supervision to demonstrate understanding and competence in a clinical setting.

· Attendance at annual departmental PGD training/updating session.

· Peer review and case based discussions are recommended and should be evidenced/discussed at appraisal.
· Completion of e-Learning for PGDs on MLE.


	2.5
	Ongoing competency
	Sexual Health Nurse

· The practitioner should be aware of any changes to the recommendations for the medicine listed.  

· It is the responsibility of the practitioner to keep up-to-date with clinical developments as part of their continued professional development.

· Competency to operate under PGD to be checked annually at IPR

Midwives

· Attendance a designated PGD training session via contraception after childbirth course.

· Completion of e-Learning for PGDs on MLE.

· Peer review and case based discussions are recommended and should be evidenced/discussed at appraisal.



3.  Details of the medicine

	3.1
	Name, form and strength of medicine

Include ▼for black triangle medicines
	Medroxyprogesterone acetate aqueous suspension for deep IM injection 150mg/ml (Depo-Provera®)


	3.2
	Legal category
	POM


	3.3
	Indicate if PGD involves medicine being used off label  
	

	3.4
	Route/method of administration
	Deep Intramuscular injection.

Care should be taken to ensure that Depo-Provera® injection is given into the muscle tissue, preferably the gluteus maximus, but other muscle tissue such as the deltoid may be used.

The product must be shaken vigorously prior to administration, and the skin cleansed. After administration, the site must not be massaged.



	3.5
	Dose and frequency (where a range is applicable the criteria for deciding on a dose must be stated)
	Single administration (150mg) to last for 12weeks + 5 days



	3.6
	Quantity to be administered and/or supplied
	One injection

	3.7
	Total dose & number of times treatment can be administered over what time frame
	Single admistration (150mg) every 12 weeks

For starting regimes and switching from alternative contraception please see Appendix 1 and 2 respectively. (these are table 3 & 4 on pages 14 & 15 of Faculty Guidance)
For repeat Depo-Provera® for continuing contraception  clients may present upto 12+5 days after their previous injection. An early repeat injection can be administered from 10 weeks.

If more than 12 weeks+5 days since her last Depo-Provera® injection, refer to clinic doctor.



	3.8
	Side effects
	Refer to SPC/BNF for full details.

Common side effects:

· Irregular bleeding, prolonged bleeding or amenorrhoea

· Weight gain

· Injection site reactions

· Diffuse hair loss

· Acne, mood swings, loss of libido, depression, hot flushes and vaginitis have all been reported, but there is little evidence of a causal relationship.

Serious side effects:

· Depo-Provera® use is associated with a small loss of bone mineral density, which is usually recovered after discontinuation.

· There is a weak association between the current use of Depo-Provera® and breast cancer and cervical cancer. Any increased risk is likely to be small and reduce with time after stopping.



	3.9
	Specify advice and information to be given to patient or carer.
	The patient should be given:

· FPA injectable contraceptive patient information leaflet

· Information/ advice on safer sex, STI screening, cervical and breast screening where appropriate



	3.10
	Specify advice to be given to patient or carer regarding follow-up (if required)
	· Advised on date when next Depo-Provera® injection due

· After administration of ulipristal acetate, quick-starting of Depo provera is not recommended (Faculty statement 2015). After ulipristal acetate, a patient should be advised to wait 5 days before having a Depo provera injection and then use a condom for a further 7 days, for contraception to become established. A pregnancy test should be performed in 4 weeks.

· If the patient has any concerns, side effects or problems with the injection to return to the clinic.



	3.11
	Facilities & supplies which should be available at sites where care is provided
	Equipment and medication for use in the event of  cardiac arrest or anaphylaxis




4.  Records and audit
	4.1
	Records / audit trail
	Records must include:

· Patient’s name, address, date of birth
· Contact details of GP (if registered)
· Completion of departmental proformas for the medical history, vulnerability assessment and Depo-Provera®,  to include Fraser competence if appropriate. 
· Dose and form of medicine administered
· Advice given to patient (including side effects)
· Signature & name of practitioner who administered the medication
· Details of any adverse drug reaction and actions taken 
· Referral arrangements (including self-care)
· ‘Administered under PGD’


	4.2
	Audit
	Nurses are accountable for their personal clinical practice.

Nurses using this PGD must keep a record, and audits should be performed in line with requests from the Service Manager.

Any incidents related to use of this PGD must be reported to the Service Manager.


	4.3
	References used in development of PGD
	Faculty of Sexual and Reproductive Healthcare:CEU Guidance Progestogen-only Injectable Contraception Amended 2020. FSRH Clinical Guideline: Progestogen-only Injectable (December 2014, Amended October 2020) - Faculty of Sexual and Reproductive Healthcare
Faculty of Sexual and Reproductive Healthcare: UK medical Eligibility Criteria for Contraceptive use
https://www.fsrh.org/standards-and-guidance/uk-medical-eligibility-criteria-for-contraceptive-use-ukmec/

Faculty of Sexual & Reproductive Healthcare: CEU Quick starting Contraception Recommendations April 2017

https://www.fsrh.org/standards-and-guidance/current-clinical-guidance/quick-starting-contraception/
Faculty of Sexual and Reproductive Healthcare: CEU Guidance on Emergency Contraception March 2017

https://www.fsrh.org/standards-and-guidance/documents/ceu-clinical-guidance-emergency-contraception-march-2017/


	
	
	


Appendix 1

Faculty of Sexual & Reproductive Healthcare advice on starting progestogen-only injectable contraception

	Circumstances
	Starting Day
	Additional contraceptive protection required?
	Any additional information

	Women having menstrual cycles
	≤5 days of menstruation
	No additional precautions required
	

	
	Any other time in the menstrual cycle
	Yes (7days)
	

	Women who are amenorrhoeic
	Any time if she is reasonably certain she is not pregnant
	Yes (7 days)
	

	Postpartum
	≤21 days post partum
	No additional precautions required
	In breastfeeding women, if commencing use before 6 weeks, ideally delay until Day 21

	
	>21 days if menstrual cycles have returned
	Start as for other women having menstrual cycles
	If there has been a risk of pregnancy consider emergency contraception (EC) and quick starting

	
	>21 days post partum if menstrual cycles have not returned
	Yes (7 days)
	

	Post 1st and 2nd trimester abortion
	Up to and including day 5
	No additional precautions required
	Hormonal contraceptives can be initiated after the 1st part of a medical abortion

	
	At any other time if it is reasonable certain she is not pregnant
	Yes (7 days)
	

	Quick starting Depo provera after levonorgestrel emergency contraception.
(Quick starting immediately after ulipristal is not recommended – See Faculty statement 2015)
	May have Depo provera at the same time as levonorgesterol emergency contraception.
If patient has been given ulipristal acetate, recommendation is to wait 5 days before administering Depo provera.
	Additional contraception is required for 7 days after Levonorgestrel EC.
If Depo provera is given after ulipristal acetate, the patient should wait 5 days for the injection and then needs to use additional precautions for 7 days. 
	Pregnancy test no sooner than 3 weeks after most recent episode of UPSI


Appendix 2

Faculty of Sexual & Reproductive Healthcare advice when switching from another contraceptive to progestogen- only injectable contraception
	Situation
	Starting
	Additional contraceptive protection required?
	Any additional information

	Switching from combined hormonal contraception (CHC)
	Immediately after the last day of active hormone use (i.e. day 1 of hormone free interval)
	No additional precautions required
	In theory the injectable could be started up to Day 3 of the hormone-free interval without the need for additional precautions as ovulation would not be expected until day 10

	
	Week 1 following the hormone-free interval
	7 days of additional precautions required. If UPSI has occurred after day 3 of the hormone-free interval advise restarting the CHC for at least 7 days
	When switching after a 7 day hormone-free interval there are no data to confirm that suppression of ovulation is maintained

	
	Week 2-3 of pill/ring/patch
	No additional precautions required providing the CHC method has been used consistently and correctly for 7 consectutive days before switching
	There is evidence to suggest that taking hormonally active pills for 7 consecutive days prevents ovulation. Therefore as long as there have been 7 days of CHC use, 7 hormone-free days can occur without any effect on contraceptive efficacy


	Switching from progestogen-only pill (POP) or levonorgestrel intrauterine system
	Any time
	Yes for 7 days or continue method for 7 days
	The continuing method provides contraceptive cover while the effects of the injectable are established

	Switching from progestogen-only implant
	≤ 3years since implant insertion
	No additional precautions required
	

	
	>3 years since implant insertion
	Yes (7 days)
	If there has been a risk of pregnancy consider the need for EC and a pregnancy test no sooner than 3 weeks after the most recent incidence of UPSI


	Switching from barrier methods
	Can be started immediately if the previous method was used consistently and correctly
	Yes (7 days) unless the injectable is given within day1-5 of the menstrual cycle
	

	Switching from a copper intrauterine device
	Day 1-5 of menstrual cycle
	No additional precautions required
	

	
	Any other time
	Yes for 7 days or continue method for 7 days
	The continuing method provides contraceptive cover while the effects of the injectable are established


Appendix 3
Assessing Risk Factors for Osteoporosis

	Strong Risk Factors
	Moderate Risk Factors

	History of >6months secondary amenorrhoea, particularly if associated with anorexia nervosa. (not including breastfeeding)
	Family history (particularly of maternal hip fracture)

	Oral steroid use for >3 months
	Smoking

	Previous low impact fracture
	Excessive alcohol intake (>21units/week)

	Certain medical conditions eg malabsorption, thyroid disease, rheumatoid arthritis, chronic disease
	Low BMI <20

	Prolonged immobility
	A sedentary lifestyle


If one strong or two moderate risk factors, then discuss other contraceptive methods. If the patient still wishes to start or continue Depo-Provera®, they must be referred to the clinic doctor.
5. Management of the PGD

a. PGD developed by: Dr J. Halsey (Specialty Doctor), Chris Loader (Sexual Health Lead Nurse), Peter Davies (Senior Pharmacist)
b. Name and job title of individual(s) responsible for:

i) ensuring relevant staff are trained in the use of the PGD (CL)
ii) ensuring staff competency to operate under the PGD is assessed & confirmed (CL)
iii) ensuring an up to date list of staff assessed as competent and authorised to operate under this PGD is maintained (CL)
iv) ensuring the PGD is reviewed regularly (JH)
v) ensuring regular audit of compliance with the PGD (JH)
· Dr Jo Halsey (Specialty Doctor) & Chris Loader (Sexual Health Lead Nurse)
c. PGD supported by: (to be signed where indicated)
i) Head of service/clinical lead:……………………………..  Date:……

ii) DSN or relevant professional lead:….............................  Date:……

d. PGD authorised for use in SFT by:

i)
Chief Pharmacist:………………………………………      Date:……
ii)   Director of Nursing:…………………………………….      Date:……

iii)   Medical Director:………………………………………..     Date:……
6.  Individual authorisation
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.

DECLARATION by healthcare professional:

· I have read and understand this PGD;
· I have been appropriately trained to understand the inclusion and exclusion criteria listed, the particular cautions in use and the record-keeping required to administer medication in accordance with this PGD
· The training has included a one to one training session with a senior clinician within the Department of Sexual Health, and on-going clinical supervision/support regarding use of the PGD, as is required.
·  I confirm that I have been assessed for my knowledge and clinical competency in relation to this PGD
· I confirm that I am competent to undertake administration of this medication in accordance with this PGD
· I confirm that I will ensure that I remain up to date in all aspects of the administration of this medicine.

Healthcare Professional’s Name………………………………………..

Registration number…………………………  Expiry date………………… 

Signature:…………………………….. ….   Date:……………………………

Declaration by Authorising Manager
:

Managers should only authorise staff who have received the required training and are competent to work to this PGD.  Each authorised practitioner should be provided with an individual copy of the PGD, which they should also sign to declare themselves competent.  A copy of the signed document should be kept by the individual staff member.  The authorising manager should retain a copy of the signed individual; authorisation page.

I have read and understood the PGD and authorise the staff member named above to operate in accordance with this PGD.

Authorising manager’s name:…………………………………

Job title:…………………………………….

Signature:……………………………..   Date:…………………………..

� The term manager refers to the person taking responsibility for authorising healthcare professionals to operate under the terms of this PGD and includes lead clinicians, nurse manager etc.
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