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1 
WELCOME AND APOLOGIES 

Apologies were received from Rajesh Chhana and Adrienne Fruean.  

2
CONFIRMATION OF 16 APRIL 2010 MINUTES

The minutes from the 16 April 2010 meeting of the Committee were confirmed and authorised to be made publicly available on the National Drug Policy (NDP) website (www.ndp.govt.nz).

3
MATTERS ARISING FROM THE 16 APRIL MEETING

3.1 All actions arising from the 16 April 2010 meeting were completed.

4 PRE-ASSESSMENTS – JWH COMPOUNDS – The JWH Substances: Preliminary Assessment, paper prepared by the Secretariat
Issue:  A paper on JWH substances was prepared by the Secretariat to assist the EACD in undertaking a preliminary assessment of these substances. 
Discussion:
The Committee discussed the JWH substances which are currently being incorporated into products purporting to provide a legal alternative to cannabis.  These products are sometimes referred to as ‘Spice type products’.  

The Committee was advised that Spice type products contain an unidentified vegetable matter infused with the synthetic cannabinomimetic substances JWH-018 and JWH-073.  The vegetable matter is then usually smoked to administer the psychoactive substance it contains.  The Committee was advised that different brands of these products may contain different ratios of cannabinomimetic substances to give each manufacturer’s product a unique psychoactive effect similar to that of cannabis.  

The Committee noted the contrast between the known effects of cannabis and the lack of information about the pharmacodynamics and pharmacokinetics of the JWH substances.  The Committee was advised that, like tetrahydrocannabinol (THC), the JWH substances act as agonists at the CB1 and CB2 receptors.  It was noted that JWH-018 is alleged to be active at doses around 2 – 4 milligrams when smoked and is understood to produce physiological effects similar to THC, but with a longer onset of effect and a shorter duration of action.  Members expressed concern that a longer onset of effect could encourage the consumption of higher doses.  The Committee was also advised that the strength of Spice type products differs between brands.  

There was some discussion around structural similarities between JWH substances and THC.  The Committee noted it cannot be assumed that the risks associated with the use of synthetic cannabinomimetic substances will be necessarily comparable to those of THC.  It was noted that the JWH substances are not substantially similar in chemical structure to THC (as is the case with CP 47, 497), and therefore not prohibited as controlled drug analogues under the Misuse of Drugs Act 1975 (MoDA).  

The Committee noted that limited controls may be applicable to Spice type products under the Smoke-free Environments Act 1990.  Under that Act, it is illegal to sell an herbal smoking product to anyone under the age of 18.  However, these controls would only apply to products such as pre rolled joints that are specifically advertised as products intending to be smoked. The Committee discussed the control status of the JWH substances internationally and noted that the substances are not covered by the provisions of any international treaties or conventions; however, a number of countries have prohibited these substances since JWH-018 was first identified in the product “Spice” in January 2009.  

The Committee noted that a survey undertaken by the University of Auckland indicates that use of these products in New Zealand is low but also due to increasingly aggressive marketing techniques employed by the industry recognition and use of these substances is likely to be increasing.  

Members agreed that controls may need to be put in place concerning accessibility or to limit potential dangers associated with use of these products prior to driving or operating machinery.  Members also expressed concern that there is a potential for the ‘normalisation’ of the use of these substances.  There was some discussion around the different scheduling options for the JWH substances.  

A consensus emerged that despite the lack of robust scientific data on the JWH substances, there is merit in considering what data is available in the context of a formal assessment of synthetic cannabinomimetic substances.  It was agreed that this assessment could then inform consideration of potential for the JWH substances to cause harm and the consequent placement of appropriate restrictions around the substances.  

Outcome:
The Committee agreed that a formal assessment of the JWH compounds and similar substances is warranted.  The scope of this assessment will include: JWH-018, JWH-073, JWH-015 and related substances. This assessment will include all available scientific literature on the pharmacodynamics, pharmacokinetics, toxicology, self-reported harms and benefits of these substances.  In addition, the assessment will investigate the potential risks of classifying these substances under the different schedules available in the MoDA framework.  The assessment will also investigate a potential grouping, if any, for all of these substances.  

The Secretariat will undertake a targeted consultation by advising interested stakeholders of the intention of the Committee to undertake a formal review of these substances and these parties will be invited to make a submission to inform the Committees assessment. 
Action:  The EACD will undertake a formal review of the JWH substances and similar cannabinomimetic substances at its next meeting.  

The Secretariat will publish the preliminary assessment of the JWH substances on the National Drug Policy (NDP) website and will inform interested parties of the pending formal assessment of the JWH substances to be considered the next meeting.  

4.
PRE-ASSESSMENTS – CATHINONE DERIVATIVES – Cathinone Derivatives: Preliminary Assessment, paper prepared by the Secretariat
Issue:
 A paper had been prepared by the Secretariat to assist the EACD in undertaking a preliminary assessment of what is commonly referred to as ‘the cathinone derivatives’.
Discussion:
The Committee noted that all of the known cathinone derivatives may be considered substantially similar in chemical structure to the controlled drugs methcathinone (Class B1) or cathinone (B2) and accordingly, are covered by the controlled drug analogue provisions in the Misuse of Drugs Act 1975 (MoDA).  Accordingly, all of these substances are Class C controlled drugs in New Zealand.  
The Committee discussed potential risks with the cathinone derivatives and agreed that the analogue provisions currently provide appropriate controls over these substances.  The Committee agreed that the Class C classification is not inconsistent with other drugs of similar characteristics.
It was noted that the analogue provisions refer only to chemical structural similarity with controlled drugs and not their individual harm profiles.  Members acknowledged that any allowance for exceptions regarding substances which do not pose a sufficient risk of harm to warrant a Class C listing, but which currently fall ‘by default’ within the analogue provisions would require legislative change.

Outcome:
The Committee agreed that a formal assessment of the cathinone derivatives is not warranted at this time.  However, the Committee agreed that the Law Commission should be made aware of the issues and challenges the EACD has identified with regard to the analogue provisions in the MoDA.

The issues and challenges identified by the EACD in relation to the controlled drug analogue provisions stipulated in the MoDA were noted by Warren Young of the Law Commission.

5.
FORMAL ASSESSMENT – TAPENTADOL – Tapentadol: Full Assessment, paper prepared by the Secretariat
Issue:
The pharmaceutical company Grünenthal GmbH has submitted a new medicine application and an assessment of abuse potential in order to distribute Palexia® which contains a new chemical entity, tapentadol.  At its meeting of 16 April 2010, the Committee agreed to carry out a formal assessment of tapentadol.

Discussion:
The Committee noted that in April 2010 the Medicines Classification Committee made tapentadol a prescription medicine as an interim measure to provide controls whilst consideration is given to scheduling under the Misuse of Drugs Act 1975 (MoDA). 

Tapentadol is an opioid analgesic which acts as both a mu-opioid receptor agonist and an inhibitor of norepinephrine reuptake.  It has similar pain relief qualities to other opioids such as oxycodone.  The Committee noted that the side effects were also similar to oxycodone and hydromorphone and include euphoria, nausea, constipation, confusion, and headaches.  As with other opioids, tapentadol can cause respiratory depression which can lead to coma and death.

Grünenthal has conducted a number of clinical trials to establish the likelihood of dependence and misuse of tapentadol.  Animal tests revealed that tapentadol has similar reward and reinforcement effects to those of morphine but with less severe withdrawal symptoms.  A test with recreational opioid users to see how much they liked tapentadol found that they liked it as much as hydromorphone.

The Committee agreed that, as tapentadol is freely soluble in water, it is likely to be attractive to injecting drug users
The Committee concluded that the potential for misuse associated with tapentadol was comparable to other strong opioids such as hydromorphone and oxycodone, both of which are Class B(3) controlled drugs in the MoDA.  

The Committee discussed the control status of tapentadol internationally and noted that it is scheduled in a number of countries, including the USA, Germany and Chile.  The Committee was advised that in all of the above cases, tapentadol has been classified in the same schedule as hydromorphone, morphine and other opioid analgesics.  

Outcome:
The Committee agreed that tapentadol should be classified as a Schedule 2, Part 3 (Class B3) controlled drug in light of the high risk of harm associated with its misuse and consistent with international scheduling.  
Action:
The EACD is to recommend to the Minister that tapentadol be classified in Part 3 of Schedule 2 (Class B3) of the Misuse of Drugs Act 1975.

6.
SUBSTANCES TO BE CONSIDERED AT THE NEXT EACD MEETING 

The Committee was reminded that, in 2008, the classification process for tramadol was to be put on hold for a two year period to allow further evidence to be gathered on any misuse associated with it.  This would allow the Committee to monitor the impact of a PHARMAC subsidy of tramadol medications.  The Committee had intended to reconsider tramadol at the end of 2010.  However, the Committee agreed that, as the subsidies have only recently been implemented, it would be appropriate to wait an additional year before re-assessing tramadol. 
The Committee was advised of the agreement that phenylacetic acid (a precursor substance to amphetamine type stimulants) be transferred from Table II to Table I of the United Nations Convention against Illicit Traffic in Narcotic Drugs and Psychotropic Substances of 1988 in order to place stronger controls on this substance.  Table I of the Convention requires all substances listed under it to have a mandatory pre-export notification.  

The Committee was advised that the Tables of the 1988 Convention are replicated in the New Zealand Misuse of Drugs Act 1975 as Parts 1 and 2 of Schedule 4.  However a change to the current listing for phenylacetic acid would not impact on how the substance is controlled in New Zealand.

The Committee also discussed the prevalence of the use of benzylpiperazine (BZP) in New Zealand.  The Committee agreed that it would be beneficial to have the outcome of research conducted by Massey University and the University of Auckland on the impact on the prevalence of BZP and other drug use following the classification of BZP in 2008.
Action:
The Secretariat is to bring a brief update on phenylacetic acid to the Committee’s next meeting.
The Secretariat is to bring research on the impact of classification on prevalence of BZP use to the Committee’s next meeting.

7.
SECRETARIAT UPDATE - 

7.1
Codeine: Update Paper
At the 16 April 2010 meeting, it was agreed that the Secretariat would provide an update on codeine diversion and misuse with data from the National Drug Intelligence Bureau (NDIB).  In addition to the Secretariat summary, the Committee was provided with a recently published paper by Dr Geoffrey Robinson et al entitled “Misuse of over-the-counter codeine-containing analgesics: dependence and other adverse effects” in The New Zealand Medical Journal 2010 123(1317). 
During the meeting of 29 July, the Committee was informed of actions by Medsafe to change the classification and labelling of codeine-containing medicines following the recommendations of the Medicines Classifications Committee.  The codeine classification changes will come into effect on 4 October 2010 and will give effect to the following:

· Codeine, when used as an analgesic, being restricted to sale by a pharmacist

· Codeine, when used as an analgesic, can be sold by a pharmacist only if the product contains no more than 15 mg codeine per dose and no more than 5 days supply

· A warning statement to be added on product labels that codeine is an addictive substance and shouldn’t be used for more than 3 days.

Action:
The Secretariat is to monitor the effects of the classification changes and continue to collate data from NDIB on codeine.
7.2

Update on NDP website, paper prepared by the Secretariat

The Committee re-visited the provision in the EACD’s terms of reference that all reports on substances and recommendations to the Minister are posted on the National Drug Policy (NDP) website.  The Committee agreed that the NDP website provides a mechanism to post all relevant EACD information in one place and that the Committee has an obligation to increase public awareness of its work.  The Committee re-confirmed the provision in the EACD’s terms of reference that subject to any caveats, or confidentiality clauses, all reports on substances and recommendations to the Minister are posted on the NDP website.  The Committee also agreed that the public release of the reports should be made after the Minister has formulated a response to the Committee’s recommendations.  

There was some discussion around the posting of preliminary assessments on the NDP website and it was agreed that it would be beneficial to post preliminary assessments (including agendas and minutes) on the website as a measure of transparency, and to provide an opportunity for the public to input submissions to the formal EACD assessments.  

To assist with posting EACD minutes in a timely manner, members also agreed that the minutes should be confirmed ‘out-of-session’ and be posted on the website as soon as practicable following meetings.
Action:
The preliminary assessment on the JWH Substances is to be posted on the NDP website (www.ndp.govt.nz) prior to the formal assessment to be considered at the next meeting.

The Secretariat will organise for the posting of the minutes of this meeting to be posted on the NDP website once confirmed. 

7.3

Update on Terms of Reference – paper prepared by the Secretariat

The Committee was reminded of its decision at the 8 October 2009 meeting that the general rule (half the membership of the Committee, plus one) was suggested as a guide for the official EACD quorum.  The Committee endorsed the revised Terms of Reference to reflect a decision regarding the quorum, and the subsequent posting of these on the NDP website.

Action:
The Secretariat will organise the posting of the revised EACD Terms of Reference on the NDP website (www.ndp.govt.nz).

8.
GENERAL BUSINESS

The Committee noted data provided by the Institute of Environmental Science and Research (ESR) on unusual drug cases. 

9.
DATE OF NEXT MEETING

The next meeting is tentatively scheduled for November 2010.  The Secretariat is to send details on this meeting to the Committee once confirmed.

The meeting closed at 2.30pm.
