All Wales Medicines Strategy Group

Grwp Strategaeth Meddyginiaethau Cymru Gyfan

hjFinal Appraisal Recommendation
Tapentadol prolonged release (Palexia® SRY)

Submission by:
Grunenthal Ltd

Advice No: 1511 — November 2011

Recommendation of AWMSG

Tapentadol prolonged release (Palexia® SRY) is recommended as an option
for restricted use within NHS Wales, only in the following subpopulation
within its licensed indication:

e Patients with severe chronic pain, in whom morphine sulfate modified
release has failed to provide adequate pain control or is not tolerated.

Tapentadol prolonged release (Palexia® SRY) is not recommended for the
management of severe chronic pain in adults, which can be adequately
managed only with opioid analgesics, outside of the subpopulation
described above.

Additional notes:

This recommendation only applies to the use of tapentadol prolonged release tablets
(Palexia® SRY). A separate AWMSG recommendation regarding tapentadol film-
coated tablets (Palexia®) is available from the AWMSG website.

In reaching this recommendation AWMSG took account of the AWMSG Secretariat
Assessment Report, the preliminary appraisal recommendation (PAR) and the
applicant company’s response to the PAR, clinical expert opinion, lay/patient/carer
perspective and discussions at AWMSG.
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