Fencino (fentanyl) 12 micrograms/hour, 25 micrograms/hour, 50 micrograms/hour, 
75 micrograms/hour and 100 micrograms/hour Transdermal Patches
Prescribing Information
See Summary of Product Characteristics (SPC) before prescribing.

Presentation:  Transdermal patches of varying sizes releasing 12.5, 25, 50, 75 or 100 micrograms (mcg) of fentanyl per hour. Indication: Adults: Severe chronic pain that requires continuous long-term opioid administration. Children over 2 years old: Long term management of severe chronic pain in children who are receiving opioid therapy. Dosage and Administration:  Use the lowest effective dose and individualise the dose based upon the status of the patient and assess at regular intervals after application. Adults: See SPC for guidance on converting opioid-tolerant patients from oral or parenteral opioids to Fencino. Opioid-naïve patients: Not recommended; consider alternative routes of administration (oral, parenteral). If Fencino is the only appropriate treatment option, only the lowest starting dose (12 mcg/h) should be considered and the patient must be closely monitored because of the potential for developing serious or life-threatening hypoventilation. Dose titration and maintenance therapy: Replace patch every 72 hours. Individually titrate the dose using increments of 12 or 25 mcg/hr until a balance between analgesic efficacy and tolerability is attained. It may take up to 6 days for the patient to reach equilibrium on the new dose level.  Patients should wear the higher dose through two 72-hour applications before increasing the dose further.  Use supplemental doses of a short acting analgesic to help with breakthrough pain. See SPC for guidance when the patch falls off or if the analgesia is insufficient during the first application only. Discontinuation: Replacement with other opioids should be gradual, starting at a low dose and increasing slowly.  It may take 20 hours or more for the fentanyl serum concentrations to decrease by 50%.  Some patients may experience opioid withdrawal syndrome after conversion or dose adjustment. Special populations: Elderly or patients with renal or hepatic impairment: Observe carefully and individualise dosing according to patient status. Children 16 years and above: Use adult dosage. Children 2 to 16 years old: Only use in children already receiving at least 30 mg oral morphine equivalents per day. See SPC for conversion guide and for dose titration and maintenance. Children below 2 years: Do not use due to lack of data. See SPC. Method of administration: Apply the patch to non-irritated and non-irradiated skin on a flat surface of the torso or upper arms. In young children, apply the patch on the upper back. Change the patch application site and allow several days to elapse before applying to the same skin area. Contra-indications: Hypersensitivity to fentanyl, peanut, soya or to any of the excipients of the transdermal patch. Acute or post-operative pain. Severe respiratory depression. Precautions and Warnings:  Patients who have experienced serious adverse events should be monitored for at least 24 hours after removal of the patch due to the long serum half-life of fentanyl (20 – 27 hours).  Keep out of sight and reach of children both before and after use as fentanyl can be fatal to a child.  In opioid-naïve patients, very rare cases of significant respiratory depression and/or fatality have been observed, especially in non-cancer pain.  Some patients may experience significant respiratory depression with Fencino which persists beyond the removal of the patch and has a higher incidence as the dose is increased.  Central Nervous System (CNS) depressants may increase the respiratory depression.  Concomitant use with sedative medicines (benzodiazepines or related drugs) may result in sedation, respiratory depression, coma or death.  If concomitant use is necessary, advice patients and caregivers to be aware of these symptoms.  Fentanyl and other opioids may decrease respiratory drive and increase airway resistance in patients with chronic obstructive or other pulmonary disease.  Be aware of the potential to abuse fentanyl and that tolerance, physical and psychological dependence may develop with repeated use.  Use with caution in patients with brain tumours or those susceptible to the intracranial effects of CO2 retention (raised intracranial pressure, impaired consciousness, or coma).  Use with caution in patients with bradyarrhythmias.  Correct any underlying symptomatic hypotension and/or hypovolaemia before starting fentanyl.  Hepatic impairment increases the risk of toxicity, so consider a dose reduction.  Use cautiously in renal impairment because of a lack of PK data in this patient population.  A rise in skin temperature due to fever or other heat source (advise patients to avoid these) may result in overdose or death due to increased fentanyl concentration.  Life-threatening serotonin syndrome may occur if used with Selective Serotonin Re-uptake Inhibitors (SSRIs), Serotonin Norepinephrine Re-uptake Inhibitors (SNRIs), Monoamine Oxidase Inhibitor (MAOIs) and if suspected, Fencino should be discontinued.  Avoid concomitant use with CYP3A4 inhibitors because this may increase fentanyl concentrations that could lead to serious respiratory depression.  See SPC for more information.  Sharing beds etc. may result in accidental patch transfer and overdose in a non-patch wearer (e.g. child).  Observe elderly patients for signs of fentanyl toxicity as they may have reduced clearance.  Fentanyl has a constipating effect and the use of a prophylactic laxative should be considered.  Stop treatment if paralytic ileus is present or suspected.  Use with caution in patients with myasthenia gravis as non-epileptic (myo)clonic reactions can occur.  The concomitant use of buprenorphine, nalbuphine or pentazocine is not recommended.  In children, guard against accidental ingestion and monitor the adhesion of the patch closely. Interactions: Refer to SPC for full details.  Centrally-acting medicinal products (opioids, sedatives, hypnotics, general anaesthetics, phenothiazines, tranquilisers, sedating antihistamines, skeletal muscle relaxants) and alcohol: Concomitant use may produce additive depressant effects; hypoventilation, hypotension, profound sedation, coma or death may occur. MAOIs: Concomitant administration not recommended. Fencino should not be used within 14 days after discontinuation of treatment with MAOIs. Sedative medicines such as benzodiazepines or related drugs: Risk of additive CNS depressant effect that could lead to death.  Limit the dose and duration of concomitant use. Serotonergic medicinal products: Concomitant use with SSRIs, SNRIs and MAOIs increases the risk of life-threatening serotonin syndrome. Concomitant use of mixed opioid agonists/antagonists: The concomitant use of buprenorphine, nalbuphine or pentazocine is not recommended. CYP3A4 Inhibitors: Concomitant use not recommended (risk of overdose/death), unless the patient is closely monitored. CYP3A4 Inducers: May reduce efficacy of fentanyl. Use with caution and careful monitoring. Paediatric population: Interaction studies have only been performed in adults. Fertility, Pregnancy and Lactation:  Fertility: No clinical data. Pregnancy: Lack of data.  Do not use unless necessary and be aware of the potential to cause respiratory depression in the newborn infant. Lactation: Fentanyl is excreted into human milk and may cause sedation/respiratory depression in a breastfed infant. Breastfeeding should be discontinued during treatment with Fencino and for at least 72 hours after removal of the patch. Effects on ability to drive and use machines: Fencino may impair the ability to drive or operate machinery.  Undesirable effects: Based on data from 11 clinical studies with 1565 adult and 289 paediatric subjects and from post-marketing experience, the following adverse reactions were reported: Very Common (> 1/10): somnolence, dizziness, headache, nausea, vomiting and constipation. Common (> 1/100 to <1/10): hypersensitivity, anorexia, insomnia, depression, anxiety, confusional state, hallucination, tremor, paraesthesia, vertigo, palpitations, tachycardia, hypertension, dyspnoea, diarrhoea, dry mouth, abdominal pain, abdominal pain upper, dyspepsia, hyperhidrosis, pruritus, rash, erythema, muscle spasms, urinary retention, fatigue, peripheral oedema, asthenia, malaise, feeling cold. See SPC for other side effects. Overdose:  Respiratory depression is the most serious effect of fentanyl overdose.  See SPC for management guidance including the use of an opioid antagonist such as naloxone. Marketing Authorisation Number and Basic NHS Price: Fencino 12 micrograms/hour PL 01883/0313 (5 patches: £8.46); Fencino 25 micrograms/hour PL 01883/0314 (5 patches: £12.10); Fencino 50 micrograms/hour PL 01883/0315 (5 patches: £22.62); Fencino 75 micrograms/hour PL 01883/0316 (5 patches: £31.54); Fencino 100 micrograms/hour PL 01883/0317 (5 patches: £38.88). Marketing Authorisation Holder: Macarthys Laboratories Ltd T/A Martindale Pharma, Bampton Road, Harold Hill, Romford, Essex, RM3 8UG, United Kingdom. Legal Category: POM CD. Further information: Martindale Pharma, Bampton Road, Romford, RM3 8UG. Tel: 01277 266 600. Date of Preparation: March 2019.

Adverse events should be reported. Reporting forms and information can be found at � HYPERLINK "http://www.mhra.gov.uk/yellowcard" �www.mhra.gov.uk/yellowcard�. Adverse events should also be reported to Martindale Pharma, an Ethypharm Group Company.  Tel: 01277 266 600   e-mail: � HYPERLINK "mailto:drugsafety.uk@ethypharm.com" �drugsafety.uk@ethypharm.com� 
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