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1 Service background

1.1 The NHS Long Term Plan (LTP) Chapter 2 highlights the importance of NHS
services complementing the action taken by local government to support the
commissioning of sexual health services. The LTP also facilitates exploration of the
future commissioning arrangements to widen access and create capacity where it
is needed.

1.2 A Public Health England resource for commissioners (March 2019) also highlights
the role community pharmacy can play in supporting ongoing contraception.

1.3 In response to this, and in line with the Community Pharmacy Contractual
Framework (CPCF) 2019-2024 commitment to “test a range of prevention services’,
a pharmacy contraception service has been designed.

1.4 This service specification covers initiation of oral contraception (OC) and routine
monitoring and ongoing supply of OC via a patient group direction (PGD).

1.5 The aim of the Pharmacy Contraception Service (PCS) is to offer greater choice
from where people can access contraception services and create additional capacity
in primary care and sexual health clinics (or equivalent) to support meeting the
demand for more complex assessments.

1.6 This service will support the important role community pharmacy teams can play to
help address health inequalities by providing wider healthcare access in their
communities and signposting service users to local sexual health services in line
with NICE guideline NG 102.

1.7 The Delivery Plan for recovering access in primary care (May 2023) highlighted the
ambition to expand the PCS to increase access to and convenience of contraception
services in line with the Government's Women's Health Strategy for England
(August 2022) that flagged community pharmacy had a part to play in increasing

choice in the ways people in can access contraception.

2 Service objectives

2.1 The objectives of the service are:

e To provide a model for community pharmacy teams to initiate provision of
OC, and to continue the provision of OC supplies initiated in primary care
(including general practice and pharmacies) or sexual health clinics and
equivalent. Both initiation and ongoing supply will be undertaken using
PGDs to support the review and supply process.


https://www.longtermplan.nhs.uk/online-version/chapter-2-more-nhs-action-on-prevention-and-health-inequalities/
https://assets.publishing.service.gov.uk/media/5c93ba6140f0b6340006f31b/Pharmacy_Offer_for_Sexual_Health.pdf
https://assets.publishing.service.gov.uk/media/5d359f2e40f0b604de59fd82/cpcf-2019-to-2024.pdf
https://assets.publishing.service.gov.uk/media/5d359f2e40f0b604de59fd82/cpcf-2019-to-2024.pdf
https://www.nice.org.uk/guidance/ng102
https://www.england.nhs.uk/long-read/delivery-plan-for-recovering-access-to-primary-care-2/
https://www.gov.uk/government/publications/womens-health-strategy-for-england/womens-health-strategy-for-england
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e To establish an integrated pathway between existing services and community
pharmacies that provides people with greater choice and access when
considering starting or continuing their current form of OC.

Requirements for service provision

Prior to provision of the service, the pharmacy contractor must:

i) Be satisfactorily complying with their obligations under Schedule 4 of the
NHS (Pharmaceutical and Local Pharmaceutical Services) Regulations
(Terms of Service of NHS pharmacists) in respect of the provision of
Essential services and an acceptable system of clinical governance.

ii) Notify NHS England that they intend to provide the service by completion of
an electronic registration declaration through the NHS Business Services
Authority (NHSBSA) Manage Your Service (MYS) portal.

The pharmacy contractor must offer consultations for both initiation of OC and for
ongoing supply of OC.

For the purposes of this specification the following definitions will apply:

¢ |nitiation: where a person wishes to start OC for the first time or needs to
restart OC following a pill free break. A person who is being switched to an
alternative pill following consultation can also be considered as an initiation.

¢ Ongoing supply: where a person has been supplied with OC by a primary care
provider (including general practice and pharmacies) or a sexual health clinic
(or equivalent) and a subsequent equivalent supply is needed. Their current
supply of OC should still be in use.

The service should be provided by suitably trained and competent pharmacy staff.
For the rest of this document, the term “pharmacy staff’ will be used to denote
pharmacists, pharmacy technicians and other non-registered members of the
pharmacy team. The responsible pharmacist must ensure that delegated tasks are
being undertaken safely by competent pharmacy staff. Supply under a PGD must
be undertaken by a pharmacist.

The pharmacy contractor must have a standard operating procedure (SOP) in
place covering the provision of the service. The SOP must include the process for
escalation of issues identified, signposting details, equipment maintenance and
validation, and staff training.

The pharmacy contractor must ensure that all pharmacy staff involved in the
provision of the service, are familiar with and adhere to the SOP. The SOP should
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be reviewed regularly, including following any significant incident or change to the
service.

Pharmacists delivering the service must have completed one of the recommended
Safeguarding level 3 training materials (see 5.3) OR have direct access to
professional advice from someone who can advise on Safeguarding at Level 3.

Pharmacies must have a consultation room that will be used for the provision of
the service which meets the requirements of the terms of service. Where a face-to-
face consultation is the preferred access model for the person, these consultations
must be delivered from the consultation room at the pharmacy.

Remote consultations are also permitted to be used to provide the service where
assessed as clinically appropriate by the pharmacist. When undertaking remote
consultations, the contractor must ensure that there are arrangements in place at
the pharmacy which enable staff to communicate confidentially with the person
receiving the service by telephone or another live audio link or a live video link.
NHS Guidance to support community pharmacy teams can help to plan for this.

Equipment

Where blood pressure measurements are performed within the pharmacy (see
4.16) the pharmacy contractor must use equipment that is validated by the British
and Irish Hypertension Society (BIHsoc), as recommended by NICE, to measure a
person’s blood pressure. The clinic blood pressure monitor used must be listed on
one of the following lists:

e BlHsoc - Validated blood pressure monitors for home; or
e BlHsoc - Validated blood pressure monitors for specialist use.

The pharmacy contractor must have appropriate equipment to measure a person’s
weight and height. The NHS website provides an online BMI calculator.

Contractors must utilise an IT solution that meets the minimum digital requirements
of the service (as specified within the Community Pharmacy Clinical Services
Standard) and that includes an application programming interface (API) to facilitate
transfer of data into the NHSBSA MYS portal to support the PCS. This will ensure
that data is captured consistently, that all elements of the service are completed
where appropriate, and the contractor is correctly reimbursed.

Service description

The pharmacy contractor must ensure the service is accessible, appropriate, and
sensitive to the needs of all service users. No eligible person shall be excluded or
experience particular difficulty in accessing and effectively using this service due


https://www.england.nhs.uk/publication/remote-and-video-consultations-guidance-for-community-pharmacy-teams/
https://bihsoc.org/bp-monitors/for-home-use/
https://bihsoc.org/bp-monitors/for-specialist-use/
https://www.nhs.uk/live-well/healthy-weight/bmi-calculator/
https://gpitbjss.atlassian.net/wiki/spaces/DCSDR/pages/12546899969/Community+Pharmacy+Clinical+Services+Service+Standard
https://gpitbjss.atlassian.net/wiki/spaces/DCSDR/pages/12546899969/Community+Pharmacy+Clinical+Services+Service+Standard
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to their race, gender, disability, sexual orientation, religion or belief, gender
reassignment, marriage or civil partnership status, pregnancy or maternity, or age.

4.2 People will access the service by one of the following routes:

¢ |dentified as clinically suitable by the community pharmacist and accept the
offer of the service;

e Self-refer to a community pharmacy;

e Referred by their general practice;

e Referred from a sexual health clinic (or equivalent); or

e Referred from other NHS service providers, e.g., urgent treatment centres or
NHS 111.

N.B. for the purposes of this service, a referral includes active signposting to
attend the pharmacy to receive the service.

4.3 When a person attends the pharmacy to collect an NHS repeat prescription for
OC, the service can be highlighted to them to consider when they need their next

supply.

4.4 When a person attends the pharmacy or makes contact for other services, e.g., to
access a supply of Emergency Contraception (EC), the service can be highlighted
to them to consider their ongoing contraception requirements.

4.5 A member of the pharmacy team will agree with a referred person, the date and
time of their consultation.

Inclusion criteria
4.6 To be eligible to access this service a person must:

e Be an individual seeking to be initiated on an OC, or seeking to obtain a
further supply of their ongoing OC:

o Combined Oral Contraceptive (COC) - from menarche up to and
including 49 years of age; or

o Progestogen Only Pill (POP) — from menarche up to and including 54
years of age.
Exclusion criteria
4.7 A person will not be eligible for this service if:

e They are considered clinically unsuitable, or are excluded for supply of OC
according to the PGD protocols, including, but not limited to:

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



https://learning.nspcc.org.uk/child-protection-system/gillick-competence-fraser-guidelines

4.8

4.9
4.10

4.1

412

4.13

4.14

4.15

4.16

NHS

England

o Individuals 16 years of age and over and assessed as lacking capacity to
consent.

Consultation

The pharmacy must respond to anybody requesting a supply of OC as soon as is
reasonably possible. Following discussion, if the pharmacy is unable to offer a
consultation within the time needed to meet the person’s contraception need, they
should be signposted to an alternative pharmacy or other service for a
consultation.

Please refer to Annex A for flow diagrams describing the service.

Verbal consent to receive the service must be sought from the person and recorded
in the pharmacy’s clinical record for the service.

If the person provides consent to share the outcome of the consultation with their
general practice, information relating to the consultation set out in Annex B will be
shared with the person’s general practice. However, if the person does not
consent to sharing information with their general practice or they are not registered
with a general practice, the consultation can still proceed, and a notification to the
practice will not need to be sent.

The person should also be advised of the following information sharing that will
take place:

e The sharing of information about the service with NHS England as part of the
service monitoring and evaluation; and

e The sharing of information about the service with the NHSBSA and NHS
England for the purpose of contract management and as part of post-
payment verification (PPV).

The clinical appropriateness of a supply of OC will be determined by the
pharmacist, as part of a consultation with the person, following the guidelines in
the PGDs.

During the consultation, if the pharmacist is concerned about a potential
safeguarding issue, then appropriate action should be taken, where necessary, in
line with local safeguarding processes.

Either party may request or offer a chaperone to be present during the
consultation.

The consultation must include a conversation with the person regarding alternative
and more effective forms of contraception, e.g., Long-acting reversible
contraception.
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Irrespective of the outcome of the consultation, it may be appropriate to also
signpost the person accessing the service to another healthcare provider. In some
cases, a person may require urgent escalation to another healthcare setting.

For COC, a supply will require BMI and a blood pressure measurement to be
taken in line with NICE guideline 136. A person accessing the service may also
offer their own weight, height and blood pressure measurements. Any self-
reported measurements that the pharmacist has deemed clinically suitable, will
need to be recorded as such.

Outcomes and next steps
If the assessment criteria are met, supply of an OC can be made.
On initiation, the quantity of OC supplied should not exceed 3 months.

Following initiation, ongoing supplies of an OC can be made of up to 12 months
duration. Unless there are reasons not to, such a duration of supply should be
considered in line with the Faculty of Sexual and Reproductive Healthcare (FSRH)
guidance. Restricting the length of supply could result in unwanted discontinuation
of the method and an increased risk of pregnancy for the person.

Where a person is initiated on an OC, pharmacists should use their professional
discretion as to the appropriate choice of product, from those included in the PGD.
To help protect NHS resources, wherever practicable, pharmacy contractors
should supply the best value product to meet the clinical need of the patient. Local
formularies/restrictions should also be referred to and followed accordingly. Please
refer to your local integrated care board (ICB) formulary for further information.

Ongoing supplies should be made in line with the person’s previous supply, e.g., in
the instance that a branded product has been supplied for clinical reasons such as
an allergy to product constituents, the ongoing supply should be made from an
equivalent brand/generic equivalent of OC, that follows any medicines formulary
requirements of the local ICB.

If a supply of an OC is not deemed clinically appropriate, the pharmacist should
explain why this is the case to the person and refer them to their general practice
or sexual health clinic (or equivalent).

The pharmacy is required to report any patient safety incidents in line with the
Clinical Governance Approved Particulars for Pharmacies.



https://www.nice.org.uk/guidance/ng136/chapter/Recommendations#diagnosing-hypertension
https://www.fsrh.org/standards-and-guidance/documents/combined-hormonal-contraception/
https://www.gov.uk/government/publications/clinical-governance-approved-particulars
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Clinical skills and knowledge

Competency requirements

5.1 Before commencement of the service, the pharmacy contractor must ensure that

pharmacists and pharmacy staff providing the service are competent to do so in line
with the specific skills and knowledge in paragraph 5.3 and with the relevant PGDs.
This may involve completion of training.

Competency evidence

5.2 The pharmacy contractor must keep documentary evidence that pharmacy staff

involved in the provision of the service are competent and remain up to date with
regards to the specific skills and knowledge that are appropriate to their role, and
to the aspects of the service they are delivering.

Recommended training modules

5.3 To deliver this service, the pharmacist should have evidence of competence in the

clinical skills and knowledge required to deliver all aspects of the service. The
appropriate clinical skills and knowledge are covered in the following training
modules on the Centre for Pharmacy Postgraduate Education (CPPE) and/or the
NHS England e-learning for healthcare (elfh) websites:

NB — packages that are highly recommended are indicated by an asterisk *

Safeguarding (see 3.7)

e Safeguarding Level 3 - — Safequarding Children and Adults Level 3 for
Community Pharmacists - video on elfh
OR

e Safequarding Level 3 Learning for Healthcare Safeguarding Children and
Young People (SGC) — Safeguarding Children Level 3

Ongoing supply

*

. CPPE __Emergency contraception e-learning including emergency
contraception e-assessment

e * CPPE Contraception e-learning including contraception e-assessment’

or the following four subsections of



https://portal.e-lfh.org.uk/Component/Details/767185
https://portal.e-lfh.org.uk/Component/Details/767185
https://portal.e-lfh.org.uk/myElearning/Index?HierarchyId=0_44791_44791&programmeId=44791
https://www.cppe.ac.uk/gateway/ehc
https://www.cppe.ac.uk/programmes/l/contra-e-01
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*Module 3 — Contraceptive Choices of the FSRH Sexual and Reproductive
Health e-learning (e-SRH) on elfh:

o 03_01: Mechanism of action, effectiveness and UKMEC;
o 03_02: Choosing contraceptive methods;

o 03_03: Combined hormonal contraception; and

o 03_04: Progestogen only methods (oral and injectable).

e * CPPE Sexual health in pharmacies e- learning and e-assessment

or the following four subsections of

*Module 9 — STls of the FSRH e-SRH on elfh:

o 09_01: Epidemiology and transmission of STls;
o 09_02: Sexually transmitted infection (STI) testing;
o 09_03: STI management; and
o 09 04: Partner notification.
and one subsection in the

*External Resources module of the Sexual Health (PWP) e-learning on elfh:

o FSRH - Contraception counselling eLearning.

Initiation
e The following subsections of Module 2 of FSRH e-SRH on elfh :
o 02_01 Health history and risk assessment

o 02_02 Confidentiality, chaperones, and consent

e The following subsection of Module 3 of the FSRH e-SRH on elfh:

o *03_07 Barrier contraceptives

e The following subsections of Module 5 of the FSRH e-SRH on elfh:

o 05_01 Managing bleeding problems in women using contraceptives

o 05_02 Managing contraceptive side-effects

o 05_03 Managing side-effects and complications of IUD and IUS
Other training to support clinical practice:

e CPPE Documenting in patient clinical records e-learning



https://portal.e-lfh.org.uk/Component/Details/628669
https://portal.e-lfh.org.uk/Component/Details/628669
https://www.cppe.ac.uk/programmes/l/sexual-e-01
https://portal.e-lfh.org.uk/Catalogue/Index?HierarchyId=0_44791&programmeId=44791
https://portal.e-lfh.org.uk/Catalogue/Index?HierarchyId=0_41451&programmeId=41451
https://portal.e-lfh.org.uk/Component/Details/628669
https://portal.e-lfh.org.uk/Catalogue/Index?HierarchyId=0_44791&programmeId=44791
https://portal.e-lfh.org.uk/Catalogue/Index?HierarchyId=0_44791&programmeId=44791
https://www.cppe.ac.uk/programmes/l/clinical-e-02
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e CPPE Remote consultation skills e-learning

e PGD e-learning on elfh

e CPPE consultation skills for pharmacy practice: taking a person-centred
approach and e-assessment

54  Pharmacists must be familiar with at least one online shared decision-making
contraception consultation tool. These tools will be used to support the pharmacist
and should be shared with people to support their decision making. Examples are:

e Sexwise
e Brook

e Contraception Choices

6 Data and information management

6.1 The pharmacy contractor must maintain appropriate records to ensure effective
ongoing service delivery. The minimum requirements for the information which
should be included in a contractor’s clinical record for the service are the
mandatory sections indicated within the dataset which is set out in Annex B.

6.2 Where the patient consents, the pharmacy contractor will ensure that a notification
of the provision of the service is sent to the patient’s general practice on the day of
provision or on the following working day. A copy of the paperwork should be sent
or emailed (via secure email) to the general practice.

6.3  Subject to patient consent, the information which must be sent to the patient’s
general practice is set out in Annex B.

6.4  The data which is submitted to the MYS portal via the API will be used by the
NHSBSA for payment and post-payment verification purposes. Some of this data,
which has been anonymised, will be shared with NHS England for service
evaluation and research purposes.

6.5 Records of the reimbursement data reported to the NHSBSA’s MYS portal should
be retained for 3 years for PPV purposes.

6.6  All relevant records must be managed in line with the Records Management Code
of Practice for Health and Social Care.



https://www.cppe.ac.uk/programmes/l/consultrem-e-01
https://portal.e-lfh.org.uk/Component/Details/740134
https://www.cppe.ac.uk/gateway/consultfound
https://www.sexwise.org.uk/contraception/which-method-contraception-right-me
https://www.brook.org.uk/best-contraception-for-me/
https://www.contraceptionchoices.org/whats-right-for-me
https://www.gov.uk/government/publications/records-management-code-of-practice-for-health-and-social-care
https://www.gov.uk/government/publications/records-management-code-of-practice-for-health-and-social-care
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6 Payment arrangements

7.1

7.2

7.3

7.4

7.5

7.6

7.7

7.8

8.1

8.2

Data to populate a payment claim for this service will automatically be added to
the MYS portal using the API between the approved service IT system and the
NHSBSA. Contractors will need to submit the claim within the MYS portal, as part
of the normal month end claims process.

Pharmacies providing this service will be eligible for the payments detailed in the
Drug Tariff determination.

Reimbursement will be paid on the condition that the pharmacy has provided the
service in accordance with the service specification.

If the pharmacy contractor is commissioned to deliver any related services e.g.,
the advanced Hypertension Case-Finding Service (incorporating BP clinic
measurement), the contractor may not claim twice for the same activity.

The product price for the OC supplied will be reimbursed in accordance with the
Drug Tariff determination. Any purchase margin by pharmacies relating to
contraceptives supplied as part of this service would be included in the calculation
of allowed purchase margin that forms a part of agreed NHS pharmacy funding.

Where a price concession has been granted for specific strengths of a product,
this concession will apply to those specific strengths of products supplied as part
of this service. Concessions will only apply to the month in which they are granted
according to the usual Drug Tariff arrangements.

Prescription charges do not apply to products supplied in the provision of this
service and an appropriate patient declaration is not required.

Claims for payment should be submitted within one month of, and no later than
three months from the claim period for the chargeable activity provided. Claims
which relate to work completed more than three months after the claim period in
question, will not be paid.

Withdrawal from the service

If the pharmacy contractor wishes to stop providing the service, they must notify
the Commissioner that they are no longer going to provide the service via the MYS
portal, giving at least one month’s notice prior to the cessation of the service.
Contractors may be asked for a reason as to why they wish to stop providing the
service.

If the pharmacy contractor de-registers from the service or ceases trading within
30 days of registration, they will not qualify for the £400 set up fee. In this event, if
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the £400 fee has already been paid to the contractor, this money will be claimed
back subject to contractor agreement.

Monitoring and post payment verification

Monitoring

In addition to meeting the Essential services requirements, the pharmacy
contractor shall ensure the pharmacy has the following and that these are
available for inspection should the local NHS England or Integrated Care System
(ICS) Primary Care Commissioning Team undertake a site visit:

e A working and appropriately calibrated blood pressure monitor (see section
3.10).

e Sexual health promotional media or evidence of an ability to signpost.

¢ A suitable quantity of OC products to enable efficient and direct supply to the
person attending and ensure continuation of supply.

Post payment verification

NHS England has a duty to be assured that where contractors make claims for
payment for set up fees or activity in services, that they meet all the specified
requirements of the service. NHS England will work with the NHSBSA Provider
Assurance Team to undertake pre- and post-payment verification checks on
claims made.

Additional evidence may be requested directly from contractors. The verification
checks include comparing the information provided by contractors in their claims
against datasets and evidence sources that are available to the NHSBSA Provider
Assurance Team.

It is the contractor’s responsibility to be able to provide evidence of claims when
requested by the NHSBSA for post-payment verification.

In cases where evidence is not available or does not demonstrate that the service
activity was delivered, and so these claims cannot be verified, they may be
referred to the Pharmaceutical Services Regulations Committee (PRSC) to decide
whether an overpayment has been made.

In such cases, where the PSRC decides that an overpayment has been made,
and will need to be recovered, contractors will be contacted by the NHSBSA and
notified of the overpayment recovery process.

Any overpayment recovery would not prejudice any action that the NHS may also
seek to take under the performance related sanctions and market exit powers
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within The National Health Service (Pharmaceutical and Local Pharmaceutical
Services) Regulations 2013.

Accurate record keeping is an essential part of the service provision. The
necessary records for reimbursement must be kept for a period of three years to
demonstrate service delivery in accordance with the service specification, and to
assist with post-payment assurance activities. These records must be provided by
a contractor when requested by the NHSBSA Provider Assurance Team.
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Annex A: service pathways

Initiation of Oral Contraception

Pharmacy Contraception Service Pathway
Initiation of Oral Contraception
* referring organisation includes Primary Care (e.g. GP Practices and pharmacies) and Sexual Health Centres
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Pharmacy Contraception Service Pathway
Ongoing supply of contraception
* referring organisation includes Primary Care (e.g. GP practices and pharmacies) and Sexual Health Centres
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Annex B: data recording and data transfer

The following table sets out the fields which need to be collected in a pharmacy’s consultation record for the service, with further
detail on why the individual datapoints are to be collected and which data may be shared with the patient’s general practice (where

the patient consents) and with the NHSBSA.

Pharmacy Contraception Service

GP notification

NHSBSA (payment + reporting)

Field name Consultation Record (PDF via NHSmail) Claim Interface Guide v1.2
IT System ID v v
Person name v v

Date of birth v v

NHS number v v v
Person's address + postcode v v

Person's telephone number v

Person's email address v

GP practice identifier (ODS code) v v
Date of referral v v
Referrer service e.g., GP Practice, NHS111 v v
Organisation coded value (ODS code) of referrer v v v
Consent for treatment record v




Field name

Pharmacy Contraception Service
Consultation Record

GP notification
(PDF via NHSmail)

NHSBSA (payment + reporting)
Claim Interface Guide v1.2

Date and time assessment

v

Location of contact (Pharmacy ODS code)

Consultation method e.g., face to face

Service (Initiation/Ongoing monitoring)

AN AN AN AN

AN AN AYAN

Reason for service e.g. Initiation - first time pill user/ has been on pill

before/Switching oral contraception. Ongoing monitoring - initiated by

GP/ Pharmacist

Qutcome of contact e.g., medicine supplied

AN

Organisation name

Organisation address

Organisation contact details

Clinician name

Role e.g., Pharmacist, Independent Prescriber

Professional identifier (e.g. GPhC number)

Professional identifier type (e.g. GPhC)

ANANANANANANANANAN

Contraception type (Coded)

AN

Relevant past medical, surgical and mental health history (free text)

AN

Clinical narrative (Free text)

\

Height/length

Weight

BMI

Blood pressure

Systolic blood pressure

Diastolic blood pressure

Site

ANAN RN AN ANERN RN
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Description of reaction — free text

AN

Medication name (dm+d)

Form e.g., tablet

Quantity supplied e.g., number of tablets

Supply period (in months)

Supply period (in days)

Date supplied

Route - e.g., oral

Site (anatomical site for med)

Supply type pre-defined text e.g., OTC, PGD

Dose directions description e.g., “1 tablet at night. Max dose X"

Additional instructions e.g., dissolve under tongue, avoid alcohol

No supply reason

ANANANANANANANANAN AN RN AN

AN

Date of onward referral

Onward Referral to: Service e.g., GP Practice

Onward Referral to: Organisation (ODS code)

Escalated to

AN AN RN AN

ANAYAYAN




