South West Yorkshire
Area Prescribing Committee

GnRH analegues: (Leuprorelin or Triptorelin)

for Endometriosis or Uterine Eibroids
Shared Care Guideline

Iniitrforollvic ey
General Thisshared care guideline (SCG) coversthe use of triptorelinorleuprorelin
forthe treatment of endometriosis or uterine fibroids. The purpose of this

statements . L S L . .
documentisto facilitate initiation and administration of the first dose by a
specialistteam in secondary care and continuation thereafterin primary
care.

e The patient will receive thedrug at the hospital until the transfer of
shared care is agreed betweenconsultantand GP.

e The GP mustreplyin writing to therequest for shared care within
two weeks if unwilling to participate.

e Theresponsibility for prescribing and monitoring must be
documented clearly inthe patient’'shospitaland GP notes.

e Shared care should only be considered when the patient’sclinical
condition isstable and predictable.

Indication » Triptorelinorleuprorelin may be used underthisguideline withintheir

licensed indication:

» Triptorelin3.75mg injection islicensed for:
= Symptomatic endometriosisconfirmed by laparoscopy when
suppression of the ovarian hormonogenesisisindicated to the
extent that surgical therapy isnot primarily indicated.
= Preoperative reduction of myomasize to reduce the symptoms
of bleeding and painin women with symptomatic uterine
myomas.

» Leuprorelin 3.75mginjection islicensed for:
= Managementof endometriosis, including painrelief and
reduction of endometriotic lesions.
= Endometrial preparation priorto intrauterine surgical
procedures, including endometrial ablation or resection.
= Preoperative management of uterine fibroidsto reduce their
size and associated bleeding.

» Leuprorelin 11.25mg injectionislicensed for:
= Managementof endometriosis, including painrelief and
reduction of endometriotic lesions.

)

InfelivielvEls Resvensiviliies

(

Hospital e Tomake diagnosisof endometriosisorfibroidsand initiate triptorelin
specialist’s or leuprorelinin appropriate patients.
responsibilities e Toinitiate pre-operative treatment for fibroidsonly when a date for
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surgery has been confirmed. Single pre-operative dosesfor fibroids
will continueto be prescribed in secondary care only.

To provide patient information|eaflet, obtain informed consent, and
patient agreement to receive furtherinjectionsfrom their GP.

To contact patients GP to agree to prescribe under shared care and
send a linkto or copy of the shared care protocol.

To discuss the benefitsand side effectsof treatment with the
patient/carer.

To prescribe and administer the initial dose of triptorelin or
leuprorelin

To prescribe one month supply of HRT add-backtherapy if required.

Considerthe need for additional investigationsin women who have
a history or majorrisk factors, such as chronic alcoholabuse,
smokers, long term therapy with drugsthat reduce bone mineral

density (e.g. steroids, anticonvulsants), family history of
osteoporosisor malnutrition, (e.g.anorexia nervosa)

To checkbaseline LFTs

To inform the GP of the product, dose and dose interval prescribed,
and detailsof any add-backtherapy initiated.

To advise the GP regarding continuation of treatment, including the
length of treatmentand follow-up. A maximum of 6 months
treatmentispermitted on thisshared care guideline.

To discuss any concernswith the GP regarding the patient’s
therapy.

To continueto monitorand supervise the patient accordingto this
protocol, while the patientremainson thisdrug, and agreeto review
the patient promptly if contacted by the GP.

Follow up:

Endometriosis-to arrange to see patientinoutpatient clinic at 8
months,

Fibroids— follow up at the discretion of the hospital specialist,
unless surgery has not occurred, in which event, followup at 8
months.

Inform patient and GP thatif they haveany concernsor problems,
the patient can be seenin clinic earlier.

General
Practitioner’s
responsibilities

Check LFTs after 3 monthsof treatment andreferto hospital
specialistif LFTsare significantly raised..

To record and report any adverse reactionsto the referring hospital
specialist.

To seekthe advice of the consultant if there are any concernswith
the patient’stherapy and refer appropriate patientsto secondary
care for assessment.

To inform the consultant if the patient discontinuestreatment for any
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reason.

e To prescribe and administer triptorelin injection or leuprorelin
injection, from the second dose onwards, via GP surgery.

e Tocontinueany add-backtherapy forthe duration of treatment.

e Toensure no drug interactionswith concomitant medicines

Timeline Baseline — Hospital Clinic:
Summary _ _ _ . o .
e Confirm diagnosisof endometriosisor fibroidsrequiring more thana
single dose of triptorelin or leuprorelin priorto surgery.
¢ Administerthe firstinjection. In patientsreceiving treatment prior to
surgery for fibroids, initiate treatmentonly when a date forsurgery is
confirmed.
e Prescribe add-backtherapy if required.
1 month onwards — GP surgery:
e Prescribe and administer triptorelin orleuprorelin injectionas
advised by hospital specialist.
e Continue add-backtherapy, if required, asadvised by hospital
specialist.
8 months — Hospital:
e Followup appointment forendometriosispatients.
Monitoring Prior to initiation of therapy (Hospital specialist):
required e Evaluate riskand considerneed for additional testsor monitoringin

patientswith majorriskfactors for osteoporosis.
Subsequent monitoring (usually GP responsibility) :

e No specific monitoringisrequired.

When and how to
discontinue
treatment

e |fthere are concernsabout side effectsorinefficacy referto
secondary care consultant atany time.

o Referany patientswho developthe following backto the hospital
specialist:

o New onset headacheswith visual disturbances

o Fracture which may be suggestive of bone density loss (see
precautions)

o Pregnancyduringtreatment

Information given
to the patient

o Reportto the specialist or GP if they do not have a clear
understanding of their treatment and share any concernsin relation
to treatment with triptorelin or leuprorelin.

e Reportany adverse reactionsto the GP or specialist whilst re ceiving
triptorelinorleuprorelin
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| Contact details | Documented inletter from specialist care to GP. |

Proyelvieit lnfolrnnrzidioin)
The information in this Shared Care Guideline should be used in conjunction
with the latest edition of the BNF and Summary of Product Characteristics

Dosage e Triptorelin3.75mg by subcutaneousor deep intramuscular injection
every 28 days
e Leuprorelin 3.75mgby subcutaneousorintramuscularinjection
every 28 days
e Leuprorelin 11.25mg by inramuscular injection every 3 months.
Serious adverse e Very Common(>1/10): decreased libido, mood changes, sleep
effects disorder, headache, hot flushes, abdominal pain, hyperhidrosis,

bone pain, vaginal haemorrhage, vulvovaginal dryness,
dysparenuria, dysmenorrhoea, ovarian hyperstimulation, ovarian
hypertrophy, pelvic pain.

e Common (= 1/100 to < 1/10): Hypersensitivity, depressed mood,
depression, nausea, myalgia, arthralgia, fatigue, injection site
reactions

e Uncommon (=1/1000 to < 1/100): Anaphylactic reactions,
paraesthesia, visual impairment, backpain, increased blood
cholesterol levels, deranged liver functiontests.

Referto the current BNF and www.medicines.org.uklemc/ forcomplete and
up to date information.

Precautions and

_COr_ltra-_ Contraindications
indications

e Patientswith a known hypersensitivity to any GnRH analogue,
gonadotrophin releasinghormone, or any of the excipientsin the
product.

e Pregnancy and lactation
Cautions

e |n patientswith additional riskfactors for osteoporosis(eg chronic
alcohol abuse, smokers, long term therapy with drugsthat reduce
bone mineral density, family history of osteoporosis, or
malnutrition.)

o Rarely, GnRHagonistsmay reveal the presence of a previously
unknown gonadotroph cell pituitary adenoma. Patientsmay
present with a pituitary apoplexy characterised by sudden
headache, vomiting, visual impairment and ophthalmoplegia.

e Increasedrisk of depression. Patientsshould be informed and
treated appropriately if symptomsoccur. Patientswith known
depression should be monitored closely duringtherapy.

e GnRH agonistscause areduction in bone mineral density
averaging 1% permonth during a six month period. Every 10%
reduction in bone mineral density islinked withabout a 2-3 times
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increased fracture risk. For leuprorelin, treatmentislimited to 6
months. Fortriptorelin, therapy withoutadd backtreatment should
not exceed a durationof 6 months

e Vaginal bleeding after the first month of treatment should be
investigated by the hospital specialist.

Clinically
relevant drug
Interactions and
their
management

o No formal interactionstudieshave been performed. The possibility
of interactionscannot be excluded.

o Androgen deprivationtreatment may prolong QT interval.
Concomitant use with otherdrugsthat prolong the QT interval

should be carefully evaluated.

Referto the current BNF and www.medicines.org.ukemc/ forcomplete and
up to date information.
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