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DATE: 20 July 2015 
 
RESEARCH QUESTION 
 
What is the clinical evidence on the harms associated with transdermal buprenorphine, 
including misuse and abuse? 
 
KEY FINDINGS 
 
Three systematic reviews, four randomized controlled trials, and four non-randomized studies 
were identified regarding the safety of transdermal buprenorphine patches. 
 
METHODS 
 
A limited literature search was conducted on key resources including PubMed, The Cochrane 
Library, University of York Centre for Reviews and Dissemination (CRD), Canadian and major 
international health technology agencies, as well as a focused Internet search. Methodological 
filters were applied to limit retrieval to safety data. Where possible, retrieval was limited to the 
human population. The search was also limited to English language documents published 
between January 1, 2010 and July 14, 2015. Internet links were provided, where available. 
 
SELECTION CRITERIA 
 
One reviewer screened citations and selected studies based on the inclusion criteria presented 
in Table 1. 
 
  



 
 

The Use of Transdermal Buprenorphine in Adults   2 
 
 

Table 1:  Selection Criteria 
Population Adults using transdermal buprenorphine 

prescribed and recreationally 

Intervention Transdermal buprenorphine (e.g. BuTrans) 

Comparator Any comparator 

Outcomes Safety: adverse events, deaths, hospitalizations, rates of overdose, abuse or 
misuse 

Study Designs Health technology assessments, systematic reviews, meta-analyses, 
randomized controlled trials, non-randomized studies 

 
RESULTS 
 
Rapid Response reports are organized so that the higher quality evidence is presented first. 
Therefore, health technology assessment reports, systematic reviews, and meta-analyses are 
presented first. These are followed by randomized controlled trials and non-randomized studies.  
 
Three systematic reviews, four randomized controlled trials, and four non-randomized studies 
were identified regarding the safety of transdermal buprenorphine patches. No relevant health 
technology assessments were identified.  
 
Additional references of potential interest are provided in the appendix. 
 
Health Technology Assessments  
No literature identified.  
 
Systematic Reviews and Meta-analyses  
 
1. Naing C, Yeoh PN, Aung K. A meta-analysis of efficacy and tolerability of buprenorphine 

for the relief of cancer pain. Springerplus. 2014;3:87, 2014. Available from: 
http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3937458 
 

2. Wolff RF, Aune D, Truyers C, Hernandez AV, Misso K, Riemsma R, et al. Systematic 
review of efficacy and safety of buprenorphine versus fentanyl or morphine in patients with 
chronic moderate to severe pain. Curr Med Res Opin. 2012 May;28(5):833-45. Available 
from: 
PubMed: PM22443154 
 

3. Wolff RF, Reid K, di Nisio M, Aune D, Truyers C, Hernandez AV, et al. Systematic review 
of adverse events of buprenorphine patch versus fentanyl patch in patients with chronic 
moderate-to-severe pain. Pain manag. 2012 Jul;2(4):351-62. Available from: 
PubMed: PM24654721 
 

Randomized Controlled Trials  
 
4. Leng X, Li Z, Lv H, Zheng Y, Liu Y, Dai K, et al. Effectiveness and safety of transdermal 

buprenorphine versus sustained-release tramadol in patients with moderate to severe 
musculoskeletal pain: An 8-week, randomized, double-blind, double-dummy, multicenter, 
active-controlled, noninferiority study. Clin J Pain. 2015 Jul;31(7):612-20. Available from: 
PubMed: PM25503600 
 

http://www.ncbi.nlm.nih.gov/pmc/articles/PMC3937458
http://www.ncbi.nlm.nih.gov/pubmed/22443154
http://www.ncbi.nlm.nih.gov/pubmed/24654721
http://www.ncbi.nlm.nih.gov/pubmed/25503600
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5. Steiner D, Munera C, Hale M, Ripa S, Landau C. Efficacy and safety of buprenorphine 
transdermal system (BTDS) for chronic moderate to severe low back pain: a randomized, 
double-blind study. J Pain. 2011 Nov;12(11):1163-73. Available from: 
PubMed: PM21807566 
 

6. Steiner DJ, Sitar S, Wen W, Sawyerr G, Munera C, Ripa SR, et al. Efficacy and safety of 
the seven-day buprenorphine transdermal system in opioid-naive patients with moderate 
to severe chronic low back pain: an enriched, randomized, double-blind, placebo-
controlled study. J Pain Symptom Manage. 2011 Dec;42(6):903-17. Available from: 
PubMed: PM21945130 
 

7. James IG, O'Brien CM, McDonald CJ. A randomized, double-blind, double-dummy 
comparison of the efficacy and tolerability of low-dose transdermal buprenorphine 
(BuTrans seven-day patches) with buprenorphine sublingual tablets (Temgesic) in 
patients with osteoarthritis pain. J Pain Symptom Manage. 2010 Aug;40(2):266-78. 
Available from: 
PubMed: PM20541900 
 

Non-Randomized Studies  
 
8. Karlsson J, Soderstrom A, Augustini BG, Berggren AC. Is buprenorphine transdermal 

patch equally safe and effective in younger and elderly patients with osteoarthritis-related 
pain? Results of an age-group controlled study. Curr Med Res Opin. 2014 Apr;30(4):575-
87. Available from: 
PubMed: PM24320787 
 

9. Ruggiero A, Coccia P, Arena R, Maurizi P, Battista A, Ridola V, et al. Efficacy and safety 
of transdermal buprenorphine in the management of children with cancer-related pain. 
Pediatr Blood Cancer. 2013 Mar;60(3):433-7. Available from: 
PubMed: PM23034996 
 

10. Wen W, Lynch SY, Munera C, Swanton R, Ripa SR, Maibach H. Application site adverse 
events associated with the buprenorphine transdermal system: a pooled analysis. Expert 
Opin Drug Saf. 2013 May;12(3):309-19. Available from: 
PubMed: PM23506252 
 

11. Przeklasa-Muszynska A, Dobrogowski J. Transdermal buprenorphine for the treatment of 
moderate to severe chronic pain: results from a large multicenter, non-interventional post-
marketing study in Poland. Curr Med Res Opin. 2011 Jun;27(6):1109-17. Available from: 
PubMed: PM21456888 
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APPENDIX – FURTHER INFORMATION: 
 
Review Articles 
 
12. Kornfeld H, Reetz H. Transdermal buprenorphine, opioid rotation to sublingual 

buprenorphine, and the avoidance of precipitated withdrawal: a review of the literature and 
demonstration in three chronic pain patients treated with BuTrans. Am J Ther. 2015 
May;22(3):199-205.  
PubMed: PM23846520 
 

13. Safety and Efficacy of Buprenorphine Patch in the Management of Chronic Pain 
Abigail Yang, Apo Demirkol, Kok Eng Khor, Suzanne Nielsen and Nicholas Lintzeris 
Clinical Medicine Reviews in Therapeutics 2015:7 1-10 
Review 
http://www.la-press.com/safety-and-efficacy-of-buprenorphine-patch-in-the-management-
of-chroni-article-a4608 

 
14. Prommer E. Buprenorphine for Cancer Pain: Is It Ready for Prime Time? Am J Hosp 

Palliat Care. 2014 Aug 27.  
PubMed: PM25163678 
 

15. Naing C, Aung K, Racloz V, Yeoh PN. Safety and efficacy of transdermal buprenorphine 
for the relief of cancer pain. J Cancer Res Clin Oncol. 2013 Dec;139(12):1963-70.  
PubMed: PM23922192 
 

16. Bershow A, Warshaw E. Cutaneous reactions to transdermal therapeutic systems. 
Dermatitis. 2011 Jul;22(4):193-203.  
PubMed: PM21781635 
 

Additional References 
 
17. Henningfield JE, Sun WZ. Concluding statement - neuropharmacological basis and clinical 

rationale for control of transdermal buprenorphine as a step II analgesic. Acta 
Anaesthesiol Taiwan. 2015 Jun 8.  
PubMed: PM26068437 
 

http://www.ncbi.nlm.nih.gov/pubmed/23846520
http://www.la-press.com/clinical-medicine-reviews-in-therapeutics-journal-j166
http://www.la-press.com/journal.php?journal_id=166&tab=volume#issue657
http://www.la-press.com/safety-and-efficacy-of-buprenorphine-patch-in-the-management-of-chroni-article-a4608
http://www.la-press.com/safety-and-efficacy-of-buprenorphine-patch-in-the-management-of-chroni-article-a4608
http://www.ncbi.nlm.nih.gov/pubmed/25163678
http://www.ncbi.nlm.nih.gov/pubmed/23922192
http://www.ncbi.nlm.nih.gov/pubmed/21781635
http://www.ncbi.nlm.nih.gov/pubmed/26068437

