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The New Zealand Food & Grocery Council (the “FGC”) welcomes the opportunity to make a submission to the Medicine Classification Committee (MCC) on their consideration of the possible reclassification of the above four ingredients as recommended in a paper (the paper) prepared for Medsafe, part of the Ministry of Health.
The FGC represents the major manufacturers and suppliers of food, beverage and grocery products in New Zealand.  FGC member companies supply over 95 percent of the processed food and beverages supplied to the grocery retail industry and over 65 percent of supermarket packaged good sales. Our discussion is from the perspective of those who currently view supermarket distribution channels as a very important part of their distribution chain. 
The Medsafe paper recommends that any cough cold product currently on sale in supermarkets containing Dextromethorphan, Guaiphenesin, Ipecacuanha and Phenylephrine, become “Pharmacy Only”.  In essence, this is a ban on the sale of these products in supermarkets, smaller localised supermarkets such as Four Squares, and dairies. 

The Medsafe paper suggests that this will capture 70 different products currently available for general sale, although our research has found that the list as presented by Medsafe is inaccurate.
Many of the brands listed are well-known consumer brands that New Zealanders have relied on for decades for relief when they have a cough or cold. 

Products in the Lemsip, Vicks, Coldrex Panadol Cold & Flu and Strepsils ranges are just a few examples of brands that New Zealanders can conveniently source while doing their weekly shop at their local supermarket. 

While Pharmacists are well-respected members of our communities, clearly New Zealanders who buy these brands in supermarkets have judged that they do not need specialist advice to make their purchase decision. When deciding to purchase through a supermarket they can also source these products at a minimum 20% and up to 45% cheaper than in their local pharmacy.
The FGC wishes to raise the following points in relation to the paper:
· The FGC strongly opposes the recommendation to ban these products from supermarkets (general sale) and goes as far as to suggest that the proposal is absurd.  We understand New Zealand’s current system of classifying medicines, but in this instance view the Medsafe’s recommendation as essentially a sales ban. 


· The FGC strongly endorses the submission made by the New Zealand Self Medication Industry, which we view as the lead industry association working on this issue. 


· We suggest that there is no evidence that such a change is required in New Zealand and that the paper fails to provide any evidence that there is a problem in this country warranting such an extreme measure.  The arguments presented in favour of change are weak, not backed by sufficient evidence or a cost vs. benefit analysis for New Zealand.  


· The paper actually admits that there is little evidence in New Zealand that the products are causing harm.  “Serious adverse reactions…in children in NZ is very low...” Extremely rare would be a better description with the number of reported poisonings of children from cough medicines being two in 2006, according to combined DHB figures for that year. 

· The paper also notes that there is “insufficient evidence to restrict access to phenylephrine” and yet still recommends that this be done. We would hope that a government committee such as the MCC would require actual evidence before making decisions that affect a great many New Zealanders. There should be more to back up such a significant decision than the list of opinions presented in the paper.

· The paper notes that the MCC should consider “whether any risk is acceptable in the patient population involved”.  If this were the bar then the MCC would surely find it difficult classifying any pharmaceutical.  Supermarkets contain a range of goods, which in extreme uses might pose an issue for children (liquor, kitchen knives, lighters etc). If supermarkets only stocked goods, which were 100% “risk free”, a great many everyday products would have to be removed and it would be a nonsense. Common sense should prevail in decision-making.

· The paper notes that cough cold remedies have been “widely available in the over the counter arena for many years now, and there is wide acceptance of use of these products in the paediatric population”.  This is correct and we suggest that it is important to recognise how much public support there is for these products. 


· While the paper recommends that New Zealand should implement such a ban on supermarket sales because of similar initiatives in the United Kingdom, we fail to see the link in logic.  


· We also note that the paper overstates what the Brits have actually done. We understand that what has actually been implemented in the United Kingdom is quite different from that represented in the paper. Our advice suggests that banning the sale of the 70 listed products in supermarkets is far more extreme than anything implemented in the United Kingdom.  Before accepting the paper’s recommendation we suggest that it is vital that accurate information on what has actually be done in the UK is sourced by officials. 


· The paper says it’s “preferable” for New Zealand to emulate the United Kingdom, but fails to provide any reason why this might be the case.  The fact that the UK does something is surely not an automatic reason for New Zealand to follow.  

· The paper notes, “At this stage it is not known what direction will be taken in Australia”. We suggest that this being the case it is premature for New Zealand to consider such changes.


· The paper suggests that a compelling argument for banning cough syrup from supermarkets is reduced “potential for abuse”, because “the mere restriction of supply to pharmacy outlets will act as a disincentive to drug seekers as they are less numerous than supermarkets”.  While the paper does not provide any evidence of abuse of cough medicines in New Zealand, we suggest that making something “pharmacy only” is not a miracle solution to the tiny minority who will abuse any product. Being “pharmacy only” certainly did not act as a magic disincentive for those sourcing Pseudoephedrine. 

· The paper does not address the impact on New Zealanders who will lose their convenient access to a range of products currently widely available throughout New Zealand.  There are numerous areas in New Zealand where there are supermarkets and dairies, but no pharmacy.  Where will these rural New Zealanders get convenient access to such products? 


· We believe that consumers value the convenience of placing certain products into their shopping trolleys during their weekly shop and will take a dim view of losing such access. When New Zealanders buy in supermarkets, they have judged that they do not require specialist advice.  The suggestion that shoppers will require specialist advice to buy cough lozenges might encourage accusations of “nanny state” over-regulation.  It risks making a mockery of what is a good process within New Zealand to ascertain appropriate classifications.  

· We also suggest that New Zealanders value the significantly lower prices supermarkets allow them to enjoy. Supermarkets are able to offer prices that pharmacies currently do not match. New Zealanders are unlikely to support a change, which will see them face prices at least 20% to 45% higher prices for products they currently purchase through supermarkets. In supporting the paper’s proposal, the MCC will be resigning New Zealanders, who currently source their products in supermarkets, to significantly higher prices for exactly the same products. 

· The paper suggests that making these products “pharmacy only” will enhance safety because pharmacists can offer specialist advice, but overlooks that fact that those customers that choose to purchase their products in supermarkets have judged that they don’t need this level of advice.  Many New Zealanders will be insulted by the suggestion that they require this level of intervention for products, eg Lemsip hot drinks and Vicks Cough Lozenges, which they currently think they are capable of making independent decisions about. 

· The paper notes, “when cough cold remedies are freely available in supermarkets this is sending a message to the population that they are ‘safe’....”. Our position is that they are safe products when used correctly and there is no evidence to suggest that they are not. The paper seems to attempt to paint these products as dangerous and high risk when clearly they are not. 

· The paper notes that banning these products from supermarkets will “decrease exposure of children over the age of six years...”. This is not necessarily the case. Children do not purchase these products. Adults do. These products are all used in the home months after any potential interaction with a pharmacist.  Banning a range of adult formulations currently available in supermarkets as a method to reduce the consumption by children is surely a sledgehammer to crack a walnut. 


·  The paper notes that “data provided by the New Zealand National Poisons Centre of cases requiring medical referral, the greatest proportion of childhood reports (0-16 years of age) was in the two to six year age group. The medicines implicated were mostly single ingredient antihistamine preparations primarily indicated for allergy, including Phenergan® (81), Histafen® (50), Polaramine® and Polaramine Reptabs® (37), Sudomyl® (15) and isolated cases of exposure to other medicines.”  These products contain either sedating antihistamines or Pseudoephedrine so most of the implicated medicines are already classified Pharmacy Only or above.  This strongly implies that restricting further actives to Pharmacy Only will not in fact improve the current situation

· The paper notes that banning these products from supermarkets will “reduce the risk of unsafe extrapolation” and “result in safer use of these medicines”, but given the use of the products is in the home sometimes months after the purchase these are probably assumptions rather than truisms.


· The paper notes that requiring New Zealanders to buy these products in pharmacies will “maximise the chances of a case by case decision making”, but overlooks the fact that for some of the products New Zealanders have already judged they don’t need this level of advice.  New Zealanders who purchase in supermarkets will no doubt acknowledge that pharmacists are respected members of their communities, but are unlikely to judge that they need specialist help to buy cough lozenges as just one example.


· Some of the products on the list of 70 brands were only approved a year ago for general sale so it looks disorganised from a regulatory perspective to change the classification so soon. Further, they are labelled for use in adults and children over 12 years of age.  Adults are not the ‘at risk’ group being considered so it does not make sense to restrict every single adult formulation available in supermarkets. 



· The paper details concerns about evidence of efficacy. While comment on this point is the domain of the NZSMI, we note that New Zealanders have used many of these products for decades. This market would not continue if New Zealanders felt that the products had no use and gained no comfort from them. We are also aware that the FDA in the United States is conducting some research on the efficacy of such products, which will be completed in 2011. We suggest that New Zealand authorities wait until the outcome of this research is known before making further decisions. 

· While the Food & Grocery Council is not a representative body for supermarkets, we do note that decisions to reclassify these products will decimate a category worth $30 million per annum in sales to supermarkets only to redirect them to pharmacies where consumers will face much higher prices. Delivering a pharmacy monopoly on products currently viewed by New Zealanders as commonplace supermarket products is not warranted based on the scant evidence provided. 

· The paper has some important inaccuracies. It states that changing the classification of the four ingredients to a pharmacy-based classification was “recommended by the Cough Cold Working Party” (CCWP). We understand that this is a misrepresentation of the work of the group, and that it agreed to refer the issue to the MCC only. To imply that this recommendation has the support of the CCWP is wrong and weakens a key plank used by this paper to encourage to encourage acceptance of a product ban in supermarkets.  
The FGC is very interested in the results of the Consultation and wishes to remain aware of any developments as and when they occur. 
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