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Sustained Release NaltrexoneSustained Release Naltrexone…………..
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�� Why has this confusion on GMP Why has this confusion on GMP 
Manufacturing been allowed to exist?Manufacturing been allowed to exist?
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CASE SERIES REPORTS (N=12; N=5)CASE SERIES REPORTS (N=12; N=5)

Events (incl. Deaths):Events (incl. Deaths):
�� After the expected lifetime of longest acting impla nt;After the expected lifetime of longest acting impla nt;
�� After the implant had been removed; After the implant had been removed; 
�� Polydrug usePolydrug use
�� Associated with withdrawal symptomsAssociated with withdrawal symptoms

�� What is the denominator? What is the denominator? total number of patients from which these 5 total number of patients from which these 5 
and 12 cases are derived.and 12 cases are derived.

�� Which implant is involved? Which implant is involved? Chinese, Compressed naltrexone both Chinese, Compressed naltrexone both 
extensively used on East Coast.extensively used on East Coast.

(NDARC): Gibson, A., Degenhardt, L., Hall, W., 2007. Opioid overdose 
deaths can occur in patients with naltrexone implants. Med J Aust. 186, 

152-153.

(N=12) Lintzeris N, Lee S, Scopelliti L, et al. Unplanned admissions to 
two Sydney public hospitals after naltrexone implants. Med J Aust 

2008; 188: 441-444.
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1."1." ResearchResearch……....
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Question:   Why is peer-reviewed evidence been cons istently overlooked ?
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This is only a small sample size; from the Director of the 
National Centre who brought you a study on safety with 5 
cases in MJA. 

To achieve a significant effect with a small sample size 
means we have a strong effect.
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•• University of Western Australia is an Independent OrganizationUniversity of Western Australia is an Independent Organization

•• Independent Monitoring Committee Independent Monitoring Committee 
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