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Expert Advisory Committee on Drugs meeting

	Date:
	Wednesday  26 October 2016

	Time:
	10am - 3pm

	Location:
	The Viscount Room, Wellington Airport Conference Centre, Level 2, Main Terminal Building, Wellington International Airport

	Chair:
	Dr Cynthia Darlington

	Attendees:
	Committee – Dr Cynthia Darlington (Chair), Dr Keith Bedford, Detective Superintendent Gregory Williams, Richard Schmidt, Lynette Knox, Jamie Bamford, Dr Vicki Macfarlane, Dr Jaki Horn
NDIB: [redacted under section 9(2)(g)(ii)]
Secretariat – Alison Cossar, [redacted under section 9(2)(g)(ii)], Cherish Low (minutes)

	Apologies:
	Dr Stewart Jessamine, Haley Ataera


	Item
	Notes

	1
	Morning tea on arrival 9.45am – 10am

	2
	Welcome, introductions and apologies

The Chair welcomed everyone to the meeting and introductions were given for all attendees.
Apologies were received for Dr Stewart Jessamine and Haley Ataera.



	3
	Conflicts of interest

Dr Cynthia Darlington declared a conflict of interest and asked Richard Schmidt to Chair the meeting during the cannabidiol (CBD) discussion as she has been involved in pre-clinical research into cannabinoid pharmacology.
Dr Keith Bedford advised that he did not have any specific conflicts for this meeting but noted that he will be contributing to some medicines assessment work for Medsafe as part of his new role.
No other conflicts of interest were declared.


	4
	Previous minutes – Action points and standing points
1. The Secretariat advised that the website was updated at the beginning of October to include the agendas and minutes from previous meetings. The format is in line with other Medsafe Committee web pages where the minutes and agendas are published along with papers that are likely to generate Official Information Act requests.
2. Minister Dunne has agreed to the recommendations from the previous meeting to schedule alpha-PVP, methamphetamine precursors, methylone and mephedrone. The next steps are to write Cabinet papers on progressing these substances through the system. Zopiclone and zolpidem were recommended to be scheduled at the October 2015 meeting but required a consultation with medical professional bodies and industry stakeholders which has taken longer than expected. Most of the submissions received from stakeholders are in agreement with the proposal from the EACD. The Secretariat is in the process of putting the recommendations forward to the Minister.
3. The Secretariat has been following the process in MoDA and it has taken around 18 months, but the scheduling of NBOMes are on the final stretch. By December, the NBOMes should hopefully be scheduled under the Misuse of Drugs Act 1975 (MoDA).
The concern was raised that it takes 18 months to schedule something that has been clearly identified as dangerous. The Secretariat advised that the reason for this seems to be that decisions under MoDA should be as transparent as possible by going through a comprehensive process. 
The Committee queried if there was anything that could be done to accelerate the process. It was advised that the Ministry of Health (the Ministry) Policy team have gone through the recommendations from the Law Commission review of MoDA and identified areas where efficiencies can be made and have listed these in the EACD Guidelines Project Plan. Unfortunately the majority of the process has been set out specifically under MoDA, which would require a change to legislation.
The EACD requested that these concerns are noted and fed back to the Ministry’s Policy team and the Inter-Agency Committee on Drugs (IACD). 

Action: Secretariat to provide the draft EACD Guidelines to the EACD out of session.

Action: Secretariat to liaise with Policy and the IACD Secretariat regarding the EACD’s concerns around the length of time it takes to schedule substances under MoDA.
4. The Secretariat reminded the EACD that there are a number of members whose terms on the EACD are ending in May 2017. The majority of the EACD members whose terms are due to end in May have indicated to the Secretariat that they wish to be reappointed. Dr Cynthia Darlington and Dr Keith Bedford will not be reappointed due to retiring from their respective positions. Dr Stewart Jessamine will also not be reappointed due to a change in role within the Ministry. Nominations for replacements are welcomed, as well as nominations for the existing vacancies for the public health and community medicine roles.
Action: EACD to put forward nominations, including for Chair, to the Secretariat.
5. The WHO Expert Committee on Drug Dependence (ECDD) is looking at a number of substances at their next meeting. Four out of the 12 substances that are being considered are captured as psychoactive substances under the Psychoactive Substances Act 2013. However, pending the outcome of the ECDD meeting and further information around the associated risks, they may need consideration by the EACD. Six substances of the 12 are already scheduled under MoDA as Class C substances, most of which are analogues of methcathinone, and one methylphenidate analogue. U-47700 and butyryl fentanyl are substances that are being considered for which New Zealand currently holds little to no information. The WHO have sent a questionnaire to multiple countries to provide information on the substances to be considered at their next meeting.

Action: Secretariat to send the EACD the list of substances up for consideration at the next ECDD meeting.
6. IACD - Standing item. Nothing to update.
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	Cannabidiol (CBD) 2
The discussion was Chaired by Richard Schmidt as Dr Cynthia Darlington had declared a conflict of interest.
At the previous meeting, the EACD raised several questions around the options for de-scheduling CBD under MoDA.
1. What was the process that led to the 0.35% content threshold of THC allowed in hemp in New Zealand?
2. What was the process for the Australian Therapeutics Goods Administration (TGA) to reach the 2% threshold of other cannabinoids found in cannabis in CBD preparations?
3. What are the levels of THC found in the average cannabis product circulating within the New Zealand market?
4. What are the effects of consumption of products containing different levels of THC?

What was the process that led to the 0.35% content threshold of THC present allowed in hemp in New Zealand?

The Secretariat was unable to confirm where the 0.35% threshold in the New Zealand Misuse of Drugs (Industrial Hemp) Regulations 2006 came from but suspect that it came from the Australian state legislation that was in force at the time where they set a 0.35% threshold. Industrial hemp cultivation in Australia is controlled at the state level and now many states have moved to a threshold of 1% of THC in hemp.
What was the process for the TGA to reach the 2% threshold of other cannabinoids found in CBD preparations?

The Secretariat believes that the 2% threshold for cannabinoids found in cannabis to be allowed in CBD preparations was initially proposed to the Australian Government to ensure the product Epidiolex® would meet the criteria of a prescription medicine rather than a prohibited substance in Australia. 
What are the levels of THC found in the average cannabis product circulating within the New Zealand market?

The levels of THC found in the average cannabis product in New Zealand has changed over the years. Around 20 years ago it would have been around 3% THC content compared to around 10-15% THC content found in cannabis today.
What are the effects of consumption of products containing different levels of THC?

The Secretariat advised that it is difficult to determine the relationship between THC concentration and its effects as it depends on the route of administration, history of use, as well as variances in absorption, metabolism and levels required for intoxication between individuals.
Since the Secretariat had sent out the meeting papers to the EACD, additional information supplementing the CBD 2 paper had been received and was supplied at the meeting.

The Secretariat advised that the UK Medicines & Healthcare Products Regulatory Agency (MHRA) have sent letters to CBD suppliers advising that their products are medicines which will require licences. The MHRA have published a statement on their website stating that they are of the opinion that CBD products are medicines when used for medical purposes. The MHRA do not consider CBD to be a controlled drug.

The Secretariat had advised in the CBD 2 paper that the CBD purity of Epidiolex® was not known, [redacted under section 9(2)(ba)(i)] CBD at a concentration of 100mg/mL. [redacted under section 9(2)(ba)(i)].

The Secretariat also mentioned that the Ministry is considering different options for reclassifying CBD, if this should be required, as de-scheduling substances from MoDA requires an amendment to the Act which is a longer and possibly more complicated process compared to the usual process.
Confirmation from the TGA had also been received that the 2% threshold of other cannabinoids present in a product applies to the active ingredient only.
Because CBD and THC are already listed as prescription medicines under the Medicines Act 1981, the changes that are made to MoDA will likely be practically applied to distinguish what is a controlled drug and what is a medicine.

The Secretariat also advised that if a decision is made, the EACD should provide a statement of intention that will guide the changes to legislation. The EACD were also asked to consider details such as whether the limit would apply to the active ingredient or the final product and whether that limit would be applied as a percentage or another unit of measure to include in the statement of intention.
It was queried whether naming specific products to be exempt under the Misuse of Drugs Regulations 1977 (the Regulations) would be a good option. The intention of de-scheduling CBD under MoDA is to allow for other potential CBD based medicines, not just specifically named products. Exemption under the Regulations could be a possible option in the interim given the substantial time frame for the required legislative changes to MoDA.
There was a discussion around setting a limit of 2% total of all other cannabinoids present in a product. It was also noted that there is a provision under the Medicines Act for trace amounts of other substances to be present in pharmaceutical grade medicines, whereas, MoDA does not allow for any amount of a controlled drug to be present in any preparation. The EACD considered that a 2% threshold is a reasonable limit for a reasonable degree of purity based on the fact that CBD is extracted from a natural product so other material will likely be present. 
The EACD agreed that CBD, as a pure substance, does not meet the requirements under MoDA as a medium to high risk substance, and therefore a removal of its current classification as a Class B1 substance under MoDA would be supported.
Outcome: The EACD agreed to put forward as advice to the Minister a detailed proposal to align with the Australian scheduling of CBD as a prescription medicine only under the Medicines Act. In addition to this, a provision under MoDA would be practical for allowing other cannabinoids found in cannabis of up to 2% in CBD preparations for therapeutic use only. They stressed that this was not a recommendation but advice for the Minister to consider. The proposal would include a statement of intent which would be based on scientific grounds but also provide commentary on the broader issues around the public perception and clearly distinguish that CBD is a separate issue to medicinal cannabis. 

Action: Secretariat to draft up a statement of intent to propose the de-scheduling of CBD under MoDA and forward to the EACD for comment out of session.


	6
	Lisdexamfetamine

The Secretariat advised that the paper on lisdexamfetamine states that methylphenidate is a Class B1 controlled drug under MoDA, which is incorrect. Methylphenidate is a Class B2 controlled drug under MoDA.

Lisdexamfetamine was referred to the EACD from the Medicines Classification Committee (MCC) after a sponsor of medicines had approached Medsafe advising that they were acting on behalf of a company overseas wanting to have a lisdexamfetamine product approved in New Zealand. Lisdexamfetamine is a new chemical entity and is currently not scheduled under any legislation in New Zealand. This means that if a medicine application was approved by Medsafe without lisdexamfetamine being scheduled as a controlled drug under MoDA or a medicine under the Medicines Act, it could be available as a general sales medicine which would not be appropriate. If a decision is not made, it will be referred back to the MCC for consideration.

Lisdexamfetamine is a prodrug of dexamphetamine and is a long acting formulation as there is an amino acid attached to the dexamphetamine that is cleaved off when it is metabolised, remaining effective for up to 18 hours. Lisdexamfetamine is used for the treatment of ADHD and binge eating disorders and has been used in the United States for almost 10 years. There are already several formulations for these indications available in New Zealand such as methylphenidate (Ritalin, Rubifen, Concerta) and dexamphetamine. However, current formulations of dexamphetamine only last a few hours which can require in users to take multiple doses during the day which is problematic for younger users. There are longer lasting methylphenidate products now that last for up to 8-12 hours.

There is a risk of dependence on lisdexamfetamine but it seems to be more of a risk of psychological dependence rather than physical dependence. Lisdexamfetamine does not seem to have the same risks as dexamphetamine, however, as it is a prodrug, it produces dexamphetamine in the body once metabolised. 

The Secretariat proposed an additional classification option to the EACD that was not initially included in the lisdexamfetamine report. As methyphenidate is a Class B2 controlled drug under MoDA, it was proposed that this schedule also be considered for lisdexamfetamine.

Prior to the writing of the report, lisdexamfetamine had not yet been seen in New Zealand, however it has since been seen by Customs. The Secretariat also advised that if lisdexamfetamine remained unclassified under MoDA, the MCC would still be required to consider the substance and recommend that it be scheduled, most likely as a prescription medicine. However, the Secretariat advised the EACD to consider the potential to convert to dexamphetamine, and the relationship between lisdexamfetamine and dexamphetamine.

The EACD had a discussion around the practical differences of the scheduling options and the potential implications. Concerns were also raised around potential abuse given the known abuse and misuse of methylphenidate. However, due to the nature of lisdexamfetamine, there may be a reduced risk of drug abusers seeking it as it has a sustained release in the body and will not provide the same level of fast acting high compared to a short acting amphetamine. Although lisdexamfetamine can be converted to dexamphetamine by cleaving off the amino acid, it appears to be quite stable and conversion would be very difficult to do.

Based on the fact that the risk profile of lisdexamfetamine is not as high as dexamphetamine and the difficulty in conversion, the EACD agreed to put forward the recommendation that lisdexamfetamine be scheduled as a Class B2 controlled drug under MoDA to align with methylphenidate. The EACD also agreed that Regulation 22 under MoDA should be applied. No specified presumption for supply amount was recommended but it was suggested that the default presumption for supply limit under Part 2 Schedule 5 of MoDA would apply.

Outcome: It was moved by [redacted under section 9(2)(ba)] that lisdexamfetamine be put forward for scheduling as a Class B2 controlled substance under MoDA. This was seconded by [redacted under section 9(2)(ba)].

Action: Secretariat to begin the process to schedule lisdexamfetamine as a Class B2 controlled substance under MoDA.

Other Business:

EACD guidelines project plan

The EACD Guidelines Project Plan is to help ensure that harm minimisation is a central feature of drug classification assessments. The majority of the document has been drafted but hasn’t progressed as much due to the Ministry’s restructure so responsibilities of where aspects of the project will lie is not yet clear. The Secretariat will forward the document to the EACD for comment when responsibilities have been clarified.

The EACD requested that the Secretariat provide information regarding the status of substances that have been scheduled or put forward for scheduling as well as a guidance document for classifications under MoDA.

Action: Secretariat to provide the list that contains information regarding the status of substances that have been scheduled or put forward for scheduling as a standing document.

Action: Secretariat to provide guidance document for classifications under MoDA as a standing document.
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	Break for lunch 12.30pm – 1pm

	8
	Emerging substances

[redacted under section 9(2)(g)(ii)] from the National Drug Intelligence Bureau (NDIB) joined the meeting at 1pm to present the paper on emerging substances/fentanyl.

The report is intended to be a watching brief based on the current environment in Canada and the United States. Fentanyl is unlikely to be a problem in New Zealand but there is the potential for deaths if it does become an issue. The EACD were asked to consider if the current classification (Class B3) of fentanyl under MoDA is sufficient and the fact that Canada is currently in the process of scheduling all of the precursors for fentanyl, none of which are currently scheduled in New Zealand. The emerging trends aspect of the report looks at very potent synthetic opioids that currently fall under the Psychoactive Substances Act 2013. 
Fentanyl precursors have not been seen coming into New Zealand so it is unlikely at this point that fentanyl will be manufactured domestically. This may be due to New Zealand having a smaller market and bringing precursors into New Zealand would likely be more complicated than bringing in the finished product, given that it is low dose so it would be easier to conceal.
The most at risk communities would include opioid users who mostly use codeine and morphine. This does not present a large risk on its own, however, it has been found overseas that there have been cases where oxycodone and benzodiazepine tablets have been adulterated by fentanyl. This is a concern as currently both oxycodone and benzodiazepine tablets are seen coming into New Zealand. 
The EACD queried if there were any industrial implications for potentially scheduling the precursor substances. The precursor substances are not used industrially, they are all specialty chemicals that would potentially be used in university and research laboratories.
There have also been reports that fentanyl has been seen on blotter tabs which raises concerns over potential to overdose due to the potency and misidentification.
There was a discussion around the options for public awareness and education initiatives as well as issues around the lack of data regarding opioid related deaths.

Outcome: The EACD agreed that fentanyl and its precursors should be added to the next EACD meeting agenda to discuss options around scheduling. Other options will also be explored around public awareness and education initiatives by NDIB. Dr Vicki Macfarlane and Dr Keith Bedford will look into various sources for data on fentanyl use and related deaths in New Zealand to feed back to the Secretariat.
Action: Secretariat to add fentanyl to the agenda for the next EACD meeting. Secretariat to submit a paper on fentanyl and precursors for the EACD to consider for scheduling.

Action: Dr Keith Bedford and Dr Vicki Macfarlane to look into various sources for data on fentanyl use and opioid related deaths to feed back to the Secretariat.

Updated tramadol seizure data

The EACD were also supplied with updated seizure data for tramadol. The full total for 2015 was 785 tablets seized compared to 446 tablets seized in 2014. To date, 614 tablets have been seized up to September for 2016. 

Methamphetamine

The EACD also raised the concerns around the lack of public awareness and education around methamphetamine. There was a discussion around the need for education for users, health care providers and the wider community and the need to stem the demand end as opposed to the supply. 
The EACD were advised of the wastewater testing initiative that is being funded by the proceeds of crime, which will be starting in Auckland and Christchurch. Wastewater testing will give quantities consumed of multiple substances such as alpha-PVP, methamphetamine, cocaine, MDMA and heroin. The quantities will be measured and then back calculated per 1000 people.

Outcome: The EACD agreed that there was a need for more awareness and education for the public around methamphetamine. The Secretariat will escalate this to the IACD working group as public awareness and education does not fall within the scope of the EACD mandate.
Action: Secretariat to escalate issues raised around lack of education around methamphetamine to the IACD.

Action: Secretariat to look into the Medsafe Prescriber Update as a means to provide information to health care professionals.



	9
	Future meetings
The next meeting will be held tentatively in early-mid April 2017. Exact date TBC. 



The meeting closed at 2pm.
	Item
	Action
	Who
	Completed

	1
	Provide the draft EACD Guidelines to the EACD out of session.
	Secretariat
	

	2
	Liaise with Policy and the IACD Secretariat regarding the EACD’s concerns around length of time taken for scheduling.
	Secretariat
	

	3
	Put forward nominations for EACD members to the Secretariat, including nominations for Chair.
	Committee
	

	4
	Forward the list of substances up for consideration at the next ECDD meeting to the EACD.
	Secretariat
	

	5
	Draft up a statement of intent to propose the de-scheduling of CBD under MoDA and forward to the EACD for comment.
	Secretariat
	

	6
	Begin the process to schedule lisdexamfetamine as a Class B2 controlled substance under MoDA.
	Secretariat
	

	7
	Provide the list that contains information regarding the status of substances that have been scheduled or put forward for scheduling as a standing document.
	Secretariat
	

	8
	Provide a guidance document for classifications under MoDA as a standing document.
	Secretariat
	

	9
	Add fentanyl to the agenda for the next EACD meeting. Secretariat to submit a paper on fentanyl and precursors for the EACD to consider for rescheduling.
	Secretariat
	

	10
	Look into various sources for data on fentanyl use and opioid related deaths to feed back to the Secretariat.
	Dr Vicki Macfarlane/Dr Keith Bedford
	

	11
	Escalate issues raised around lack of information around methamphetamine to the IACD.
	Secretariat
	

	12
	Look into the Medsafe Prescriber Update as a means to provide information to health care professionals.
	Secretariat
	


