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Tapentadol Drug Use Evaluation

Recommendations

e Add tapentadol to the list of medications subject to the High Dose Opioid PA Criteria
o Apply quantity limits consistent with PA Criteria, package insert dosages, and tablet optimization
e Do not grandfather patients currently receiving tapentadol

Introduction

As addressed in previous Drug Use Evaluations (DUE), opioid analgesic misuse and abuse have generated
significant concerns in the medical community, legislative bodies, and the media.” These DUEs did not
address the use of tapentadol, a novel synthetic mu opioid receptor agonist with norepinephrine re-
uptake inhibition (NRI). The efficacy of tapentadol has been demonstrated to be non-inferior to
currently available opioids for the approved indications. The side effect profile is comparable to other
mu opioid receptors, with slightly lower incidence of Gl effects, but higher incidence of sympathetic
stimulation. Unlike most opioids, tapentadol has a maximum daily dose due to NRI effects.>*

Analysis

Based on clinical trials of tapentadol, equivalents doses of morphine are 0.24-0.36mg tapentadol to 1mg
morphine.®> When compare to oxycodone the range is 0.24-0.72mg tapentadol to 1mg of morphine
equivalents.”” These data suggest a reasonable conversion factor of 0.4 mg tapentadol to 1mg
morphine, which is consistent with publically available conversion tools.® Table 1 lists quantity limits
with morphine equivalents for each strength and formulation. Quantity limits also allow for gradual
titration according to recommendations in the package inserts.>*

Recent FFS pharmacy claims indicate 2 members with more than 6 prescriptions and only two members
currently receiving Tapentadol. Based on this limited use, no grandfather of existing therapy is

recommended.
Generic Brand Form Strength Daily High Morphine Comment
(mg) Quantity Dose Equivalents
Limit PA Daily for High
Limit Dose PA Limit

TAPENTADOL HCL | NUCYNTA TABLET 50 6 6 120 | tablet optimization Dosing Q4-6hr
TAPENTADOL HCL NUCYNTA TABLET 75 6 4 120 | tablet optimization Dosing Q4-6hr
TAPENTADOL HCL NUCYNTA TABLET 100 6 3 120 | Maximum Dose 600mg daily3
TAPENTADOLHCL | NUCYNTAER | TABER 12H 50 2 6 120 | BID dosing
TAPENTADOLHCL | NUCYNTAER | TABER 12H 100 2 3 120 | BID dosing
TAPENTADOL HCL NUCYNTA ER | TAB ER 12H 150 2 2 120 | BID dosing
TAPENTADOL HCL NUCYNTA ER | TABER 12H 200 2 1 80 | BID dosing
TAPENTADOL HCL NUCYNTA ER | TAB ER 12H 250 2 1 100 | Maximum Dose 500mg daily4

Table 1 — Recommended Quantity Limits for Tapentadol




oaes s 2 DIVISION OF MEDICAL ASSISTANCE PROGRAMS
8 Palicy & Planning Section ‘ a
1ase. ofn A Kitzhaber, MD, Govemo

Drug Use Research & Management Program 500 Summer Street NE, E35

Uregon State OHA Division of Medical Assistance Programs Salem, Oregon 97301-1077
UNIVERSITY 500 Summer Street NE, E35; Salem, OR 97301-1079 Voice: [503) 945-6513
College of Pharmacy Phone 503-947-5220 | Fax 503-947-1119 Fax: (503) 947-1119

References

1. Anon. Drug Use Evaluation: Long-Acting Opioids (LAO). Oregon State University Drug Use Research
and Management Group; 2012. Available at:
http://pharmacy.oregonstate.edu/drug_policy/sites/default/files/pages/dur_board/evaluations/articles
/2012 _01_26_LAO_DUE.pdf. Accessed January 23, 2013.

2. Anon. Drug Use Evaluation: Short Acting Opioids (SAO). Oregon State University College of Pharmacy
Drug Use Research and Management Group; 2012. Available at:
http://pharmacy.oregonstate.edu/drug_policy/sites/default/files/pages/dur_board/evaluations/articles
/2012_03_29_SAO_DUE.pdf. Accessed January 23, 2013.

3. Anon. Nucynta(R) (Tapentadol) immediate-release oral tablets C-Il Package Insert. 2009. Available at:
http://www.nucynta.com/sites/default/files/pdf/Nucynta-Pl.pdf. Accessed January 23, 2013.

4. Anon. Nucynta(R) ER (tapentadol) extended-release oral tablets C-1l Package Insert. 2012. Available at:
http://www.nucynta.com/sites/default/files/pdf/nucyntaer-pi.pdf.

5. Hartrick C, Van Hove |, Stegmann J-U, Oh C, Upmails D. Efficacy and tolerability of tapentadol
immediate release and oxycodone HCl immediate release in patients awaiting primary joint replacement
surgery for end-stage joint disease: A 10-day, phase Ill, randomized, double-blind, active- and placebo-
controlled study. Available at: http://www.journals.elsevierhealth.com/periodicals/clithe/article/S0149-
2918(09)00052-6/abstract. Accessed January 23, 2013.

6. Daniels S, Casson E, Stegmann J-U, et al. A randomized, double-blind, placebo-controlled phase 3
study of the relative efficacy and tolerability of tapentadol IR and oxycodone IR for acute pain, Current
Medical Research and Opinion, Informa Healthcare. Available at:
http://informahealthcare.com/doi/abs/10.1185/03007990902952825. Accessed January 23, 2013.

7. Rechberger T. A Study to Evaluate the Efficacy and Safety of Tapentadol (CG5503) in the Treatment of
Acute Pain After Abdominal Hysterectomy - Full Text View - ClinicalTrials.gov. Available at:
http://www.clinicaltrials.gov/ct2/show/study/NCT00478023?term=CG5503&rank=1. Accessed January
23, 2013.

8. Anon. pain management, pain medication conversions, opioid conversions. Available at:
http://www.globalrph.com/opioidconverter2.htm. Accessed January 23, 2013.



