NHS

Cambridgeshire

PATIENT GROUP DIRECTION

For Administration and Supply of
Azithromycin, Doxycycline and Erythromycin

for Chlamydia
Ratification Date: February 2009
PGD expiry date: January 2011

Please check with the clinical lead, medicines management team or NHS Cambridgeshire website for the most
recent version of the PGD before proceeding.

Names and signatures of the multidisciplinary group , which drew up this PGD

NAME DESIGNATION/TITLE SIGNATURE DATE

Dr Stephen Watts GP with Special Interest in GUM SIGNED ON 20/02/09
Medicine

Kelvin Rowland- Principal Pharmacist SIGNED ON 18/02/09

Jones Community Pharmacy Services

Kathryn Faulkner Chlamydia Screening SIGNED ON 17/02/09
Programme Coordinator

Approved by Huntingdonshire Area Prescribing Group 03/02/09

Signatures for Ratification

NAME DESIGNATION/TITLE SIGNATURE DATE
Sue Ashwell Chief Pharmacist SIGNED ON 19/02/09
Christine Macleod Acting Medical Director SIGNED ON 18/02/09

Authorisation of Employer (if not employed by NHS C ambridgeshire)

NAME DESIGNATION/TITLE SIGNATURE DATE

Each registered practitioner authorised to supply and/or administer medication under this PGD
must have read, understood and signed this version of the PGD and completed the agreement to
practice form before attempting to work according to it

Patient Group Direction For Administration and Supply of Azithromycin, Doxycycline and Erythromycin for Chlamydia
Ratification Date: February 2009 Review Date: January 2011 Page 1 of 18



Document Control Sheet

Rationale This PGD was developed to enable patients with Chlamydia to be treated in a
consistent and timely manner by accredited community pharmacists working within
community pharmacies with a consulting room in Cambridgeshire

Documents There are no previous PGDs in place

replaced or

superseded by this
PGD.

Development and
Consultation:

Developed by the Cambridgeshire PCT Medicines Management Team in
consultation with:

Jackie Sibson, Family Planning Nurse Manager, Huntingdonshire

Stephen Watts, GPwSI GU Medicine

Dr Sani Aliyu, Microbiologist, Addenbrookes Hospital

Dr Susie Forster, Consultant GU Medicine, Hinchingbrooke NHS Trust

Tim Coaker, Community Pharmacist, Chair Local Pharmaceutical Committee

Dissemination

Chlamydia Screening Programme, Local Pharmaceutical Committee and community
pharmacies in Cambridgeshire

Accessibility

Cambridgeshire NHS website

Implementation

Each registered practitioner authorised to supply and/or administer medication under
this PGD must have read, understood and signed it and completed the agreement to
practice form before attempting to work according to it

Training See PGD
Audit See PGD
Review Principal Pharmacist — Community Pharmacy services
Review should be initiated 3 months before the expiry date unless a review is
required in response to a change to the medicine(s) covered by this PGD
Equality and The Medicine Safety and Governance Group has carried out a Rapid Equality &
Diversity Diversity Impact Assessment and concluded the document is compliant with the

PCT Equality and Diversity Policy.

Standards for Better

Health

Domain

How?

Safety

PGD documentation provides consistent approach to patient care
This document sets out the information specified in law as that required for a Patient
Group Direction.

Clinical and Cost
Effectiveness

PGDs are evidence based. They allow the patient to be treated by the most
appropriate health professional at the first point of contact.

Governance

PGD ensures standardisation of care.

PGDs are a legal requirement for healthcare professionals (who are not independent
prescribers) to be able to administer or supply medicines without a prescription.
Practitioners working under the PGD must sign up to it and keep the specified
records, thus providing an audit trail and accountability.

Patient Focus

Healthcare professionals respond to patients’ needs in an appropriate and timely
manner.

It is specified that all aspects of the patients treatment, including any medicines
supplied or administered are discussed with the patient

Every patient is treated as an individual

Accessible and
Responsive Care

Healthcare professionals respond to patients’ needs in an appropriate and timely
manner. The documentation allows specified healthcare professionals to supply or
administer medicines without a prescription.

Public Health

Chlamydia is a public health priority and this PGD will facilitate its early treatment at
the first point of contact with the primary care team. Health promotion is an integral
part of each consultation.
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1. Staff Authorised to administer and/or supply the

medicine under the PGD

Professional
qualification

Registered Pharmacist

Specialist
qualifications,
training, experience
and competence
that must be
achieved relevant to
the clinical
conditions and
medicines used

» Before being authorised to use this PGD the pharmacist must attend an
appropriate training session and complete the accreditation criteria

» The pharmacist must have completed the CPPE Sexual Health training
package and provided the PCT with the certificate for successful completion

* In addition the pharmacist must demonstrate an appropriate level of
understanding and knowledge with regards to:

» Assessment of patient, diagnosis and treatment of the clinical condition

» The medication, therapeutic use, side-effects, interactions and storage and
handling requirements

* First Aid. Be familiar with the RPSGB booklet “Emergency first aid guidance for
pharmacists” and the use of an epipen for anaphylaxis.

» Be familiar with the relevant PCT medicines policies

* The pharmacist must have read, understood and signed up to this PGD

Continuing
Professional
Development
requirements (CPD)

» Completion of an annual review of the PGD, the CPPE sexual health package,
an audit of previous years supplies and a competency statement

» All registered professionals are professionally accountable and must work
within their competence.

* Arrecord of training and competence must be maintained in the individual’s
personal file.

» A signed copy of ‘the agreement to practice form for this PGD is kept in the
individual's personal file and a copy retained by the PCT MMT

* The practitioner should be aware of any changes to the recommendations for
the medicines listed and changes to national guidance.

» ltis the responsibility of the individual to maintain and improve their
professional knowledge and skills in this area of practice.

Documents to be
read in conjunction
with this PGD

* Cambridgeshire PCT Patient Group Direction Policy

2. Clinical condition or

situation to which this Pa

tient Group Direction applies

Clinical condition/
situation

Chlamydia Screening Programme:

* Men and women with laboratory confirmed asymptomatic genital Chlamydia
trachomatis infection

» Sexual contacts of the above who present for treatment (NB. Contacts must
present in person in order to be treated under this PGD)

Inclusion criteria

» Adults aged 16 years and over

» The client’s medical history supports the indication

* The client understands and agrees to treatment within the PGD

* The client understands that after treatment they will be contacted again by a
health professional to follow up treatment and discuss any sexual partner(s)
being contacted for the purpose of testing and treatment.
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Exclusion criteria * Young people aged under 16 years
» Any further exclusions to the individual antibiotic to be supplied (azithromycin,
erythromycin or doxycycline - see individual medicines - section 3)

In women the presence of:

» abdominal pain that has not been appropriately assessed by a doctor
* pelvic pain

» offensive vaginal discharge

* dyspareunia

In men the presence of:

* urinary symptoms

* testicular pain

* penile discharge

Any of the following conditions:

» presence of concomitant conjunctivitis / joint pains

* known hepatic impairment

* known porphyria

* known HIV infection

* known renal impairment

» known alcohol dependence

» known allergy to the antibiotic to be supplied (azithromycin, erythromycin or
doxycycline)

Any other symptoms, medical condition or drug interaction that the pharmacist

does not understand.

Actions to be taken » Refer to a registered medical practitioner or an appropriate service as soon as

regarding care of possible. If under 16 refer to Chlamydia Screening Programme.

excluded patients « Discuss with patient/client and document the reasons for exclusion from
treatment under the PGD.

Consent » The proposed treatment including the risks, benefits and side effects must be

explained to the patient /client/guardian and consent obtained and recorded on
the consent form.

Actions for patients « Document refusal in notes.

who do not wish to » Seek medical advice if necessary

receive care under » Patients who do not adhere to the full course of treatment — every reasonable

this PGD effort will be made to recall the patient for treatment by letter and/or phone.
This will be the responsibility of the individual practice.

» Refer to client's own GP or GUM clinic.

Reasons for referral | «  Exclusions or patient preference as above

or for seeking » If there are any concerns or cautions/interactions relating to the medicine to be
medical advice given, practitioners should seek medical advice or refer/transfer to the
appropriate prescriber/ service if necessary

3. Medicines to be administered and/or supplied und  er this Patient Group Direction

First line agent
Azithromycin see Section 3a

Second line agent if allergic to or excluded from u sing azithromycin
Doxycycline see Section 3b

Agent for use in pregnancy only

Erythromycin see Section 3c

N.B. Before supplying erythromycin discuss the use of alternative antibiotics in pregnancy, such as
azithromycin (which is unlicensed for use in pregnancy). If the woman wishes to use an alternative agent
refer to the doctor for a prescription.
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3a. Azithromycin

Preparation

* Azithromycin capsules/tablets 250mg x 4

* Azithromycin oral suspension 200mg/5ml x 30ml (or equivalent)

When a medicine is supplied under a PGD it must be labelled as a dispensed
medicinal product. The patient must also receive a patient information leaflet
(PIL). However, as long as the medicine is supplied in accordance with the
specifications of the PGD and the medicine is labelled as a dispensed medicinal
product and a PIL is included there is nothing in legislation to prevent the
pharmacist supplying a split pack.

Place in therapy

e First line agent

Legal Status

* Prescription Only Medicine (POM)

V¥ Black triangle « NO

PGD covering use « No

outside terms of

Summary of Product

Characteristics (SPC)

Route /Method of e Oral
administration

Dose « 1g

Frequency e Single dose only

» Capsules should be taken at least 1 hour before or 2 hours after food
» Tablets and suspension may be taken with food

Maximum dose,
duration or treatment
period

e Single dose only

Further exclusions
[Patients with any
exclusions listed here
are excluded from
treatment with this
medicine under this
PGD- see also Section
2 — Exclusion Criteria]

» Allergy to azithromycin, any of the ingredients or any other macrolide
antibiotics (erythromycin, clarithromycin, spiramycin)

« Confirmed pregnancy (azithromycin is unlicensed for use in pregnancy - if
the woman wishes to use this agent, refer to doctor for prescription)

* Breast feeding

* Hepatic impairment

Azithromycin must not be given to patients who are taking:

» Ergot derivatives used to treat migraine

* Ciclosporin — azithromycin may increase the risk of ciclosporin toxicity Refer
to a doctor as ciclosporin levels should be monitored

« Digoxin — azithromycin may increase the risk of digoxin toxicity

* Theophylline levels may be increased by azithromycin

Interactions with other
medicines*

See also any
interactions listed as
exclusions

« Antacids — take azithromycin at least 1 hour before or 2 hours after the
antacid

e Warfarin and other Coumarin-type anti-coagulants — azithromycin may
prolong prothrombin time — advise patient to have INR monitored

* Combined oral contractive pill — see patient advice
See SPC or current BNF Appendix 1 for complete list

Potential adverse
reactions/ side effects*

» Common: nausea, vomiting, diarrhoea, abdominal discomfort (pain/cramps)

« Uncommon: photosensitivity, anorexia, dyspepsia, flatulence,
dizziness/vertigo, somnolence, headache, drowsiness, convulsions, taste
disturbance, syncope, allergic reactions including pruritis/rash, arthralgia,
vaginitis, fungal infection

+ See SPC, PIL or current BNF Appendix 1 for complete list

Instructions on

« Advise patient on management of the adverse effect
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identifying and .
managing Adverse
Drug Reactions (ADR) | «

Report any suspected ADR to a medical practitioner as soon as possible if
clinically relevant.

Use the Yellow Card System to report adverse drug reactions directly to the
Committee on Safety of Medicines (MHRA). Guidance on the use of the
Yellow Card System and Yellow Cards are available in the current BNF

Advice to patient/ .
client .

Explain treatment and any further instructions to aid compliance

Swallow whole, preferably in the clinic setting

Take with water

Capsules - take at least 1 hour before or 2 hours after food or antacids
Tablets — may be taken with food

Avoid direct exposure to sunlight or ultraviolet light for 7 days

Advise patient of common side effects. Advise them to read the Patient
Information Leaflet for more information and to seek medical advice in case
of severe or unexpected adverse effects.

Advise patient to seek re-treatment if vomiting occurs within 3 hours of taking
the dose

Advise patient to abstain from sex (vaginal/anal/oral and genital contact) for
one week after own treatment and should continue to refrain from sex until
one week after their partner(s) have completed treatment, all results are back
and any follow up appointments they or their partners have are completed.
Give leaflet on condom use and safer sex.

Women taking the combined oral contraceptive pill should be advised to use
extra precautions (condoms or abstinence) whilst taking the antibiotics and
for 14 days after the completion. If these 14 days run beyond the end of a
packet, the next packet should be started immediately without a break. In the
case of ED tablets the inactive ones should be omitted. Similar advice is
given for contraceptive patches. See BNF for full advice.

Always provide the manufacturers Patient Information Leaflet and any
specific local/ national service leaflets, ensure patient is able to read and
understand any information supplied

Advise patient of follow up arrangements

Follow up .

All patients will be followed up by the Chlamydia Screening Programme

Storage and Handling | »

Storage and handling of medicines must comply with the current guidelines
and local policy.

*Please note:

Listed above are the interactions with commonly used medicines and the main side effects. If the
patient/client is taking a medicine not listed above or reports other possible side effects refer to the
current BNF, Patient Information Leaflet or electronic medicines compendium http://www.medicines.org
or seek advice from pharmacist or medicines information department.
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3b. Doxycycline

Preparation

Doxycycline capsules/tablets 100mg x 14

When a medicine is supplied under a PGD it must be labelled as a dispensed
medicinal product. The patient must also receive a patient information leaflet
(PIL). However, as long as the medicine is supplied in accordance with the
specifications of the PGD and the medicine is labelled as a dispensed medicinal
product and a PIL is included there is nothing in legislation to prevent the
pharmacist supplying a split pack.

Place in therapy

Second line agent if allergic to or excluded from using azithromycin

Legal Status

Prescription Only Medicine (POM)

V¥ Black triangle NO

PGD covering use NO

outside terms of

Summary of Product

Characteristics

(SPC)?

Route /Method of Oral
administration

Dose 100mg
Frequency Twice a day

Maximum dose,
duration or treatment
period

Seven day course

Further exclusions
[Patients with any
exclusions listed here
are excluded from
treatment with this
medicine under this
PGD- see also Section
2 - Exclusion Criteria]

« Allergy to doxycycline, any of the ingredients or any other tetracycline
antibiotic

e Confirmed or suspected pregnancy

« Women at risk of pregnancy (i.e. those who have had unprotected sexual
intercourse since their last period).

* Breast feeding

e Myasthenia gravis

e Systemic lupus erythematosus (SLE)

Doxycycline must not be given to patients who are taking:

« Ciclosporin — doxycycline may increase the risk of ciclosporin toxicity-refer to
a doctor as ciclosporin levels should be monitored

e Oral retinoids- possible increased risk of benign intracranial hypertension —
avoid concomitant use

* Methotrexate- increased risk of methotrexate toxicity

* Ergot derivatives - Increased risk of ergotism

« Penicillin -doxycycine may interfere with the bactericidal action of penicillin

« Antiepileptics — barbiturates, carbamazepine, phenytoin and primidone may
increase the rate of metabolism of doxycycline, therefore an increased dose
may be required. The patient should be referred to a doctor.

Interactions with other
medicines*

See also any
interactions listed as
exclusions

« Avoid antacids, indigestion remedies, iron, calcium, magnesium, zinc or
bismuth containing preparations for 2-3 hours before and after taking

* Warfarin and other Coumarin-type anti-coagulants — doxycycline may
prolong prothrombin time — advise patient to have INR monitored

e Alcohol may increase metabolism of doxycycline

e Oral contraceptives — doxycycline may reduce the efficacy of the oral
contraceptive pill (see advice to patient and BNF)

See SPC or current BNF Appendix 1 for complete list
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Potential adverse
reactions/ side effects*

Low incidence of side effects.
Most common are: gastrointestinal upset, nausea, abdominal discomfort,
vomiting, diarrhoea and photosensitivity.

See SPC, PIL or current BNF Appendix 1 for complete  list

Instructions on
identifying and
managing Adverse
Drug Reactions

Advise patient on management of the adverse effect

Report any suspected ADR to a medical practitioner as soon as possible if
clinically relevant.

Use the Yellow Card System to report adverse drug reactions directly to the
Committee on Safety of Medicines (MHRA). Guidance on the use of the
Yellow Card System and Yellow Cards are available in the current BNF

Advice to patient/
client

Explain treatment and any further instructions to aid compliance

Swallow whole

Take with a full glass of water whilst sitting or standing upright. Do not lie
down for at least 30 minutes after taking to prevent irritation or ulceration of
the gullet.

Avoid antacids, indigestion remedies, iron, calcium, magnesium, zinc or
bismuth -containing preparations for 2-3 hours before and after taking
Important to finish the course even if the condition appears to have resolved.
Avoid direct exposure to sunlight or ultraviolet light — an exaggerated
sunburn reaction may occur

Advise patient of common side effects. Advise them to read the Patient
Information Leaflet for more information and to seek medical advice in case
of severe or unexpected adverse effects.

Advise patient to abstain from sex (vaginal/anal/oral and genital contact)
during treatment and for one week after own treatment and should continue
to refrain from sex until one week after their partner(s) have completed
treatment, all results are back and any follow up appointments they or their
partners have are completed. Give leaflet on condom use and safer sex.
Women taking the combined oral contraceptive pill should be advised to use
extra precautions (condoms or abstinence) whilst taking the antibiotics and
for seven days after the completion. If these seven days run beyond the end
of a packet, the next packet should be started immediately without a break.
In the case of ED tablets the inactive ones should be omitted. Similar advice
is given for contraceptive patches. See BNF for full advice.

Always provide the manufacturers Patient Information Leaflet and any
specific local/ national service leaflets, ensure patient is able to read and
understand any information supplied

Advise patient of follow up arrangements

Follow up

All patients will be followed up by the Chlamydia Screening Programme to
confirm compliance post treatment

Storage and Handling

Storage and handling of medicines must comply with the current guidelines
and local policy.

*Please note:

Listed above are the interactions with commonly used medicines and the main side effects. If the
patient/client is taking a medicine not listed above or reports other possible side effects refer to the
current BNF, Patient Information Leaflet or electronic medicines compendium http://www.medicines.org
or seek advice from pharmacist or medicines information department.
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3c. Erythromycin

Preparation

Erythromycin capsules/tablets 250mg x 56

Place in therapy

Agent for use in pregnancy only

Before supplying erythromycin discuss the use of alternative antibiotics in
pregnancy, such as azithromycin (which is unlicensed for use in pregnancy). If
the woman wishes to use an alternative agent refer to the doctor for a
prescription.

Legal Status

Prescription Only Medicine (POM)

V¥ Black triangle

NO

PGD covering use
outside terms of
Summary of Product
Characteristics
(SPC)?

NO

Route /Method of
administration

Oral

Dose

500mg (2x 250mg)

Frequency

Twice a day

Maximum dose,
duration or treatment
period

Fourteen day course

Further exclusions
[Patients with any
exclusions listed here
are excluded from
treatment with this
medicine under this
PGD- see Section 2 -
Exclusion Criteria]

» Allergy to erythromycin or any of the ingredients

* Hepatic and renal impairment

e Porphyria

e Known prolonged QT interval on ECG

* May aggravate weakness in patients with myasthenia gravis

e Certain interacting drugs -

Patients taking medicines with potentially hazardous interactions (black dot
interactions) as listed in the BNF are excluded from taking erythromycin under
this PGD, with the exception of warfarin when INR can be monitored.

If any interactions exist refer to the doctor as soon as possible.

Interactions with other
medicines*

See also any
interactions listed as
exclusions

ons under this PGD
ons before supplying

Erythromycin has many interactions that are exclusi
(see above). It is important to check for interacti
erythromycin. See BNF, or SPC for complete list.

e Warfarin and other Coumarin-type anti-coagulants — erythromycin may
prolong prothrombin time. Enhanced anticoagulant effect - advise patient to
have INR monitored

Potential adverse
reactions/ side effects*

« Nausea, vomiting, abdominal discomfort, diarrhoea (antibiotic-associated
colitis reported)

« Urticaria, rashes and other allergic reactions

* Cholestatic jaundice, cardiac effects, myasthenia-like syndrome, Stevens-
Johnson syndrome, toxic epidermal necrolysis

* Symptoms of hepatitis, hepatic dysfunction, abnormal liver test function

See SPC or current BNF Appendix 1 for complete list
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Instructions on
identifying and
managing Adverse
Drug Reactions

Advise patient on management of the adverse effect

Report any suspected ADR to a medical practitioner as soon as possible if
clinically relevant.

Use the Yellow Card System to report adverse drug reactions directly to the
Committee on Safety of Medicines (MHRA). Guidance on the use of the
Yellow Card System and Yellow Cards are available in the current BNF

Advice to patient/
client

Explain treatment and any further instructions to aid compliance

Swallow whole with plenty of water

Important to finish the course even if the condition appears to have resolved.
Advise patient to abstain from sex (vaginal/anal/oral and genital contact)
during treatment and for one week after own treatment and should continue
to refrain from sex until one week after their partner(s) have completed
treatment, all results are back and any follow up appointments they or their
partners have are completed. Give leaflet on condom use and safer sex.
Always provide the manufacturers Patient Information Leaflet and any
specific local/ national service leaflets, ensure patient is able to read and
understand any information supplied

Patients taking coumarins (eg. warfarin) must be advised to inform the
service that monitors their INR that they are taking erythromycin

Advise patient of follow up arrangements

Follow up

All patients will be followed up by the Chlamydia Screening Programme to
confirm compliance post treatment

Test of cure should be performed after five weeks from completion of the
course of antibiotics

Storage and Handling

Storage and handling of medicines must comply with the current guidelines
and local policy.

*Please note:

Listed above are the interactions with commonly used medicines and the main side effects. If the
patient/client is taking a medicine not listed above or reports other possible side effects refer to the
current BNF, Patient Information Leaflet or electronic medicines compendium http://www.medicines.org
or seek advice from pharmacist or medicines information department.

4. Facilities and supplies that must be available

Medicine to be
stocked

Azithromycin capsules/tablets 250mg x 4
Azithromycin oral suspension 200mg /5ml x 30ml
Doxycycline capsules/tablets 100mg x 14
Erythromycin capsules/tablets 250mg x 56

All medicines supplied to take away must meet the EC Labelling and Leaflet
Directive. Minimum requirements include: Patient Name, Date, Name and
address of clinic and “Keep out of children’s reach”

All medicines must be supplied with the manufacturer’s Patient Information
Leaflet.

Storage

Storage and handling of medicines must comply with the current guidelines
and local policy.

Consultations

All consultations must be conducted in a consulting room or other area
approved for the provision of Medication Usage Reviews

Reporting incidents

Incidents and near misses must be reported using the Cambridgeshire PCT
Incident Reporting form (DATIX) which should be forwarded to the Risk
Manager as soon as possible OR via employer’s critical incident reporting
system.

Other requirements

Current BNF
Supplies of relevant Patient Information Leaflets
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5. Records to be kept for audit purposes

Patient details « Patient identifiers

« Allergies to the supplied medications or their excipients

* Any reason for exclusion and action taken

« Document patient consent or refusal

e Advice sought from medical/specialist service

« Details of any adverse reactions experienced by the patient and action taken
* Verbal and written advice given to patient

* Follow up and referral details

Records of * Name of Medicine

administration « Administration, date, time, route and dose administered

* Reason for administration

* Full name, signature and registration of practitioner supplying treatment or
record in patient’s notes on clinical system

Records of supply « Medicine supplied, dose, route, frequency and quantity

« Date and time of supply

* Reason for supply

* Full name, signature and registration of practitioner supplying treatment or
record in patient’s notes on clinical system

Audit < Annual audit must be carried out by the clinical lead

e Antibiotic use under PGD must be audited by an external reviewer

* Records of patients who have received treatment under the PGD must be
accessible for audit purposes

« Regulations require that there is a secure system for recording and
monitoring medicines use from which it should be possible to reconcile
incoming stock and out-goings on a patient-by-patient basis.

* Audit may include evidence of authorised practitioners signatures,
appropriate supply, standards of documentation; follow up arrangements,
advice and information given to patients, reporting of adverse effects and
incidents.

The EC Labelling and Leaflet Directive applies to all medicines supplied under

the

Patient Group Direction. The pack should be labelled with the following

information:
e The address of the clinical area where supply is made
« ‘Keep out of reach of children’
« Directions for use

The name of the patient or patient ID number

Date of supply

The patient information leaflet (PIL) from the package must be provided to each
patient on every occasion, in addition to verbal advice.

Patient Group Direction For Administration and Supply of Azithromycin, Doxycycline and Erythromycin for Chlamydia
Ratification Date: February 2009 Review Date: January 2011 Page 11 of 18




6. References

e Patient Group Direction For Administration and Supply of Azithromycin, Doxycycline and Erythromycin
for Chlamydia, Cambridgeshire Community Services Date of ratification August 2008

* Summary of Product Characteristics Vibramycin, Vibramycin-50, Vibramycin-D, Pfizer Ltd., Date of
revision: 20 September 2006, Date accessed 06/09/07 http://emc.medicines.org.uk/

« Summary of Product Characteristics Zithromax capsules, Suspension, Pfizer Ltd., Date of revision: 14
July 2006, Date accessed 06/09/07 http://emc.medicines.org.uk/

» Summary of Product Characteristics Erythrocin 250, Amdipharm, Date of revision: 18 September
2007, Date accessed 01/10/07 http://emc.medicines.org.uk/

e Joint Formulary Committee, British National Formulary Number 55, March 2008, BMA and RPSGB
Pharmaceutical Press www.bnf.org.uk

* Joint Formulary Committee, British National Formulary for Children 2007, BMA and RPSGB
Pharmaceutical Press www.bnfc.org.uk

« HSC 2000/026, 9" August 2000 Patient Group Directions (England)

¢ The current legal framework for the supply and administration of medicines for use by NCSP
screening sites. Dr S. Randall, DH Advisor NCSP, B. Taylor, Joint Director, Community Health
London, East and South Coast Specialist Pharmacy Services.

e 2006 UK National Guidelines for the Management of Genital Tract Infection with Chlamydia
trachomatis.

Patient Group Direction For Administration and Supply of Azithromycin, Doxycycline and Erythromycin for Chlamydia
Ratification Date: February 2009 Review Date: January 2011 Page 12 of 18




7. Authorisation

Individuals working under this patient group direct

ion

NAME

DESIGNATION/TITLE

SIGNATURE

Date

Each registered practitioner authorised to supply and/or administer medication under this PGD must have
read, understood and signed this version of the PGD and completed the agreement to practice form

before attempting to work according to it
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AGREEMENT BY HEALTH PROFESSIONAL TO ACT
UNDER THE PATIENT GROUP DIRECTION

| have read and fully understand the following documents:

1. The Patient Group Direction: For Administration and Supply of Azithromycin, Doxycycline
and Erythromycin for Chlamydia

2. Dated: ... Expiry date:

3. BNF and SPC monographs for all drugs included in this PGD.
The Cambridgeshire PCT Patient Group Direction Policy

| agree to act within the terms of the Patient Grou  p Direction and administer and/or supply
medicines in accordance with the documents listed a bove.

I understand that my employer is vicariously liable for acts and omissions by me during my
employment with them.

| understand that failure to comply with the terms and conditions of the PGD, including the expiry
date and limitations on practitioners, patients, dr ugs and indications may render me liable to
disciplinary action by my employer e.g. GP practice or PCT under their performance and conduct
arrangements.

NAME: (DIOCK CAPILAIS) ..vecvveveiveeeieireeeeete et eeeeete et e e ete s e eteete et e steeraestesteesaestesreesaesreeseesres (Health Professional)
SIGNATURE: sttt s na et ee s (Health Professional)
@ 3 I I [ PP PPPPPPPPPPPPPP
e I PP PPPPPPPPPPPPP
S TE/P R ACTICE: ittt ettt e e e e e e et e e e e e e e e e e e e e e e e eas

DATE SIGNED: e

The original must be filed in the health professional’s personal file and a copy held by their
manager or employer for the purposes of ensuring practice occurs only in accordance with the
PGD and is only undertaken by approved practitioners.
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NHS

PHARMACY NAME/ADDRESS/STAMP Cambridgeshire

ASSESSMENT FORM FOR SUPPLY OF MEDICATION FOR CHLAMY DIA

SECTION 1 - PATIENT HISTORY

Date of consultation: Date of Birth:
NB if under 16 years refer to CSP for treatment

PC No (from test kit) if known:

SECTION 2 - INCLUSION CRITERIA

A Men and women aged 16 years or over [l Yes [ No

B Men and women with laboratory confirmed asymptomatic genital Chlamydia trachomatis infection
OR Sexual contacts of the above who present for treatment (NB. Contacts must present in person in
order to be treated under this PGD) [l Yes [ No

C The client understands and agrees to treatment within the PGD [ Yes I No

D The client understands that after treatment they will be contacted again by a health professional to
follow up treatment and discuss any sexual partner(s) being contacted for the purpose of testing and
treatment. O Yes O No

To be eligible for supply of medication under this protocol, ALL answers to sections
A, B, C and D must be yes . If NO is answered to any of these, the patient sh  ould be
referred to a GP or GUM clinic or CSP if under 16

E Does the patient have any allergy to Azithromycin 0 Yes O No
F Is the patient pregnant or likely to be or breast feeding [0 Yes O No
If answer E is yes consider Doxycycline supply — Ap pendix 2.

If answer F is yes then consider erythromycin — App endix 3. If both yes refer as above.

PLEASE NOW COMPLETE EXCLUSION CRITERIA (SECTION 3) AND PATIENT COUNSELLING
INFORMATION (SECTION 4) OVERLEAF

SECTION 5 - ACTION TAKEN

Please indicate the outcome of the consultation:

Supplied: Azithromycin [ Doxycycline [J Erythromycin [

OR Referred: CSP O GP O GUM clinic O

If supplied, record the following: Batch No: | Expiry date:

If referred, please state reason (i.e. Ato R):

Has the first dose been taken, supervised at the consultation: O Yes OO No

If no, please state the reason:

Any further notes / advice given:

SECTION 6 - CONFIRMATION

The action specified was based on the information given to me by the patient, which, to the best of my
knowledge is correct. All the information detailed above and overleaf, and in the protocol for supply of
Azithromycin or Doxycycline or Erthromycin has been discussed with and given to the patient.

Pharmacist signature: Date:

ONCE ALL SECTIONS COMPLETED PLEASE FAX THIS PAGE ON LY TO CHLAMYDIA
SCREENING PROGRAMME ON 01480 418688
APPENDIX 1 - AZITHROMYCIN

Patient Group Direction For Administration and Supply of Azithromycin, Doxycycline and Erythromycin for Chlamydia
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SECTION 3 - EXCLUSION CRITERIA FOR SUPPLY OF AZITHR OMYCIN FOR CHLAMYDIA

G Is the patient female with:

» abdominal pain that has not been appropriately assessed by a doctor U Yes O No
» pelvic pain or discharge or irregular bleeding or dysuria or dyspareunia O Yes O No
H Is the patient a male with:

urinary symptoms or testicular pain or penile discharge O Yes O No
| Does the patient have active acute porphyria O Yes O No
J Is the patient HIV positive O Yes O No
K Does the patient have kidney disease O Yes O No
L Is the patient experiencing concomitant conjunctivitis / joint pain O Yes O No
M Does the patient have severe liver disease or alcohol dependence O Yes [0 No
N Is the patient taking an interacting drug that excludes the patient from the PGD

- Ergot derivatives, Ciclosporin, Digoxin, or Theophylline O Yes O No
O Any other symptoms, medical condition or drug interaction that

the pharmacist does not understand. O Yes O No
If the answer is yes to ANY of the questions Gto O  —refer to GP or GUM clinic.

SECTION 4 - PATIENT COUNSELLING FOR AZITHROMYCIN SU PPLY

All the following subjects must be discussed before supply:

Take azithromycin at least 1 hour before or 2 hours after any antacids O Yes O No
Warfarin and other Coumarin-type anti-coagulants — azithromycin may prolong prothrombin time —
advise patient to have INR monitored O Yes O No

Combined oral contractive pill - Women taking the combined oral contraceptive pill should be advised
to use extra precautions (condoms or abstinence) whilst taking the antibiotics and for 14 days after the

completion. See BNF for full advice O Yes O No
Swallow whole, preferably in the clinic setting, with water O Yes O No
Avoid direct exposure to sunlight or ultraviolet light for 7 days O Yes O No

Advise patient of common side effects. Advise them to read the Patient Information Leaflet for more
information and to seek medical advice in case of severe or unexpected adverse effects. 0 Yes [0 No

Advise patient to seek re-treatment if vomiting occurs within 3 hours of taking the dose. [ Yes L[] No

Advise patient to abstain from sex (vaginal/anal/oral and genital contact) for one week after own
treatment and should continue to refrain from sex until one week after their partner(s) have completed
treatment, all results are back and any follow up appointments they or their partners have are

completed. Give leaflet on condom use and safer sex. O Yes O No
Advise that condoms are the only form of contraception that offer any protection against Chlamydia
and should be used consistently and correctly O Yes O No
Always provide the manufacturers Patient Information Leaflet and any specific local/ national service
leaflets, ensure patient is able to read and understand any information supplied [l Yes [ No
Advise patient that they should go to their nearest GUM service for a full STI screen O Yes O No
Advise patient of follow up arrangements — will be contacted by CSP post treatment O Yes O No
Patient name: Contact Number:

CONFIRMATION

The information above and overleaf is correct to the best of my knowledge. | have been counselled on
the use of this medication and understood the advice given to me. | agree to this information being
shared with the Chlamydia Screening Service.

Patient signature: Date:

NOW PLEASE COMPLETE ACTION TAKEN (SECTION 5) AND CO NFIRMATION (SECTION
6) ON ASSESSMENT FORM
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APPENDIX 2 — DOXYCYCLINE

SECTION 3 - EXCLUSION CRITERIA FOR SUPPLY OF AZITHR OMYCIN FOR CHLAMYDIA

G Is the patient female with:

» abdominal pain that has not been appropriately assessed by a doctor 0 Yes OO No
» pelvic pain or discharge or irregular bleeding or dysuria or dyspareunia O Yes O No
H Is the patient a male with:

urinary symptoms or testicular pain or penile discharge O Yes O No
| Does patient have allergy to Doxycycline or other tetracycline I Yes [ No
J Does the patient have active acute porphyria O Yes O No
K Is the patient HIV positive O Yes O No
L Does the patient have kidney disease O Yes O No
M Is the patient experiencing concomitant conjunctivitis / joint pain O Yes O No
N Does the patient have severe liver disease or alcohol dependence O Yes O No
O Does the patient have Myasthenia Gravis O Yes [0 No
P Does the patient have Systemic lupus erythematosus O Yes O No

Q Is the patient taking an interacting drug that is excludes the patient from the PGD
Ergot derivatives, Ciclosporin, Oral Retinoids, Methotrexate,

Penicillins or Antiepileptics O Yes O No
R Any other symptoms, medical condition or drug interaction that

the pharmacist does not understand. O Yes O No
If the answer is yes to ANY of the questions Gto R —rrefer to GP or GUM clinic

SECTION 4 — PATIENT COUNSELLING FOR DOXYCYCLINE SUP PLY

All the following subjects must be discussed before supply:

Twice daily course for one week — must compete the course O Yes O No
Swallow whole with a full glass of water whilst upright for 30 minutes O Yes O No
Take doxycycline at least 2- 3 hours before or after any indigestion remedies O Yes O No
Warfarin and other Coumarin-type anti-coagulants — doxycycline may prolong prothrombin time —
advise patient to have INR monitored O Yes O No
Alcohol may increase metabolism of doxycycline O Yes [ONo

Combined oral contractive pill - Women taking the combined oral contraceptive pill should be advised
to use extra precautions (condoms or abstinence) whilst taking the antibiotics and for 7 days after the
completion. See BNF for full advice O Yes O No

Avoid direct exposure to bright sunlight or ultraviolet light O Yes O No

Advise patient of common side effects. Advise them to read the Patient Information Leaflet for more
information and to seek medical advice in case of severe or unexpected adverse effects [ Yes [0 No

Advise patient to abstain from sex (vaginal/anal/oral and genital contact) for one week after own
treatment and should continue to refrain from sex until one week after their partner(s) have completed
treatment, all results are back and any follow up appointments they or their partners have are

completed. O Yes O No
Advise that condoms are the only form of contraception that offer any protection against Chlamydia
and should be used consistently and correctly [ Yes [ No
Always provide the manufacturers Patient Information Leaflet and any specific local/ national service
leaflets, ensure patient is able to read and understand any information supplied O Yes O No
Advise patient of follow up arrangements — will be contacted by CSP post treatment O Yes O No
Patient name: Contact Number:

CONFIRMATION

The information above and overleaf is correct to the best of my knowledge. | have been counselled on
the use of this medication and understood the advice given to me. | agree to this information being
shared with the Chlamydia Screening Service.

Patient signature: Date:

NOW PLEASE COMPLETE ACTION TAKEN (SECTION 5) AND CO NFIRMATION (SECTION
6) ON ASSESSMENT FORM
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APPENDIX 3 — ERYTHROMYCIN

SECTION 3 - EXCLUSION CRITERIA FOR SUPPLY OF ERYTHR OMYCIN FOR CHLAMYDIA

G Is the patient female with:

* abdominal pain that has not been appropriately assessed by a doctor U Yes O No
» pelvic pain or discharge or irregular bleeding or dysuria or dyspareunia O Yes O No
H Is the patient a male with:

urinary symptoms or testicular pain or penile discharge [l Yes [ No
I Does patient have allergy to Erythromycin or other macrolide J Yes [ No
J Does the patient have active acute porphyria [l Yes [ No
K Is the patient HIV positive [l Yes [ No
L Does the patient have kidney disease 0 Yes O No
M Is the patient experiencing concomitant conjunctivitis / joint pain O Yes O No
N Does the patient have severe liver disease or alcohol dependence [l Yes [ No
O Does the patient have Myasthenia Gravis [ Yes [ No
P Has the patient had any prolonged QT interval identified on ECG investigation [ Yes [ No
Q Is the patient taking an interacting drug that are designated black dot interactions in the BNF. These
interactions excludes the patient from the PGD U Yes O No

Except warfarin and other coumarine type anti coagulants see below.

R Any other symptoms, medical condition or drug interaction that
the pharmacist does not understand. Ll Yes I No

If the answer is yes to ANY of the questions Gto R —refer to GP or GUM clinic

SECTION 4 —PATIENT COUNSELLING FOR ERYTHROMYCIN SUP PLY

All the following subjects must be discussed before supply:

Twice daily course for TWO weeks — must compete the course O Yes O No
Swallow whole with plenty of water [ Yes [ No
Warfarin and other Coumarin-type anti-coagulants — doxycycline may prolong prothrombin time —
advise patient to have INR monitored O Yes O No

Advise patient of common side effects. Advise them to read the Patient Information Leaflet for more
information and to seek medical advice in case of severe or unexpected adverse effects [ Yes [ No

Advise patient to abstain from sex (vaginal/anal/oral and genital contact) for one week after own
treatment and should continue to refrain from sex until one week after their partner(s) have completed
treatment, all results are back and any follow up appointments they or their partners have are
completed. [ Yes [ No

Advise that condoms are the only form of contraception that offer any protection against Chlamydia
and should be used consistently and correctly O Yes O No

Always provide the manufacturers Patient Information Leaflet and any specific local/ national service
leaflets, ensure patient is able to read and understand any information supplied [l Yes [ No

Advise patient of follow up arrangements - will be contacted by CSP post treatment and that test of
cure should be performed after five weeks from completion of the course of antibiotics [ Yes [ No

Patient name: Contact Number:

CONFIRMATION

The information above and overleaf is correct to the best of my knowledge. | have been counselled on
the use of this medication and understood the advice given to me. | agree to this information being
shared with the Chlamydia Screening Service.

Patient signature: Date:

NOW PLEASE COMPLETE ACTION TAKEN (SECTION 5) AND CO NFIRMATION (SECTION
6) ON ASSESSMENT FORM
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