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1. INTRODUCTION

The measures under challenge

1. The First Claimant is an association representing 420 stores engaged in the supply of health foods,
 some of which fall within the classification of medicinal products under Community law and UK domestic law.

2. One established and successful range of products supplied by the Claimant’s members comprises or is derived from the plant species Piper methysticum, known as “Kava-kava”.  This is an ancient herbal remedy widely used in the Pacific region for the treatment of a range of disorders, including depression and as a pain-killer.
  Until the subject matter of these proceedings arose, it was widely available and widely used within the United Kingdom in a range of forms, ranging from herbal tea bags containing Kava-kava to more concentrated forms available on an industrial scale.
 

3. The Second Claimant is a successful actress who has regularly taken products containing Kava-kava to assist her to sleep and relax, and who wishes to be free to do so in the future.

4. The First Defendant has overlapping powers under section 16 of the Food Safety Act 1990 (in respect of England) and section 62 of the Medicines Act 1968 (in respect of England, Wales and Scotland), to adopt secondary legislation controlling the importation and sale of, respectively, foods and medicinal products as defined in those Acts.  The Second Defendant has equivalent powers in respect of food in Wales.

5. With effect from 13 January 2003,
 products consisting or containing Kava-kava have been banned by the Defendants, subsequent to advice received from the Medicines Control Agency (“MCA”) and the Food Standards Agency (“FSA”):

a. as a food, from (a) sale, (b) possession for sale or offer, exposure or advertisement for sale, and (c) import into England and Wales from a country outside the United Kingdom, by Regulation 2 of the Kava-kava in Food (England) Regulations 2002, SI 2002/3170 and the Kava-kava in Food (Wales) Regulations, SI 2002/3157 (“the Food Regulations”);

b. as an unlicensed medicinal product, from “sale, supply or importation”, Article 2 of the Medicines for Human Use (Kava-Kava) Prohibition Order 2002 (“the Medicines Order”).

6. Despite the complete overlap between the two measures in relation to unlicensed medicines (see footnote 1 above), various exceptions are conferred by Article 3 of the Medicines Order that do not appear in the Food Regulations.  The effect is that it remains a criminal offence under Food Regulations to import unlicensed medicinal products that fall within the scope of the exceptions contained in the Medicines Order,
 though the sanctions are less severe under the Food Regulations (a fine not exceeding level 5 on the standard scale: see Regulation 4 of the English and Welsh Regulations) than under the Medicines Order (maximum penalty on indictment an unlimited fine and/or two years imprisonment: see section 67(4) of the Medicines Act 1968).

7. Both the English Food Regulations and the Medicines Order are subject to negative resolutions of Parliament, as a result of which Standing Committee debates were held in relation to two motions; the English Food Regulations were debated on 30 January 2003 between 8.55 and 10.25 am. (columns 3-26); and the Medicines Order on 30 January 2003 between 10.25 am and 11.55 am (columns 26-42) and on 20 March 2003 between 9.30am. and 10.00am, the Committee dividing 7 votes to 5 on the resolution that the Order had been considered. 

8. The First Claimant wrote to the FSA and the MCA on 28 March 2003, setting out its concerns as to the two measures, and a letter in response dated 8 April 2003 was sent from solicitors for the First Defendant to the solicitors for the Claimants, rejecting these complaints, at least in respect of the MCA, and informing them that the MCA was now called the Medicines and Healthcare products Regulatory Agency (“MHRA”). 

The Community law rights engaged by the ban on Kava-kava products

9. A statutory import ban is a clear prima facie infringement of the basic principles underlying the EC Treaty, both under the principles governing the free movement of goods within the Community and under the common commercial policy of the Community governing trade with third countries.  As such, it engages a number of specific rights under Community law, which in turn engage the general principles of Community law governing administrative action, including the principles of equal treatment and proportionality, and the Articles of the European Convention on Human Rights, with which restrictions on rights conferred by Community law must comply if they are to be lawful.

10. Both as a matter of domestic law and under Community law, such rights take precedence over national secondary legislation of this kind:

a. By section 2 of the European Communities Act 1972, rights conferred by Community law are to be given effect within the United Kingdom without further enactment.

b. Under the EC Treaty, directly applicable Articles of the EC Treaty, EC Regulations and provisions of EC Directives that satisfy the requirements for “direct effect” are all directly enforceable in the UK domestic courts against organs of the State such as the FSA, MCA and the Defendants.

11. The specific rights engaged here are as follows, under directly applicable Treaty Articles and Regulations:

a. Article 28 of the EC Treaty, which prohibits quantitative restrictions on imports between Member States and all measures having equivalent effect.

b. Article 1 of Council Regulation (No.) 3285/94 (“the Import Regulation”), adopted pursuant to Article 133 (ex 113) of the EC Treaty, which provides:

 “1(1)
This Regulation applies to imports of products originating in third countries …

(2)
The products referred to in paragraph 1 shall be freely imported into the Community and accordingly, without prejudice to the safeguard measures which may be taken under Title V, shall not be subject to any quantitative restrictions.”

c. Articles 7 and 14 of Regulation (EC) No. 178/2002 of the European Parliament and of the Council laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety.

12. Each of the above rules is in effect subject to derogation on grounds of the protection of public health: see Article 30 of the EC Treaty, the equivalent provision of Article 24 of the Import Regulation, and the terms of Articles 7 and 14 of Regulation 178/2002 themselves.  However, any such derogation is subject to strict scrutiny to ensure that the general principles of law set out above are respected:

a. The restriction must be non-discriminatory, in the sense that it is prohibited to treat “either similar situations differently or different situations identically”.

b. The restriction must be proportionate,
 in the sense now familiar to English public lawyers from the case law of the House of Lords under the Human Rights Act 1998, notably R. (Daly) v. Secretary of State for the Home Department [2001] 2 WLR 612.  Thus, the Court must decide:

“whether: (i) the legislative objective is sufficiently important to justify limiting a fundamental right; (ii) the measures designed to meet the legislative objective are rationally connected to it; and (iii) the means used to impair the right or freedom are no more than is necessary to accomplish the objective.

Clearly, these criteria are more precise and more sophisticated than the traditional grounds of review.” (para. 27, per Lord Steyn).

c. Rights protected by the Convention must be respected in any restriction on rights protected by Community law.
  In the present case, the rights engaged by the legislation at issue are Article 8, guaranteeing respect for the individual, and Article 1 of the First Protocol, protecting property rights.  The effect of the ban on Kava-kava products impacts on the personal rights of individuals such as the Second Claimant, to have the foods and medical treatments of their choice; it also interferes with the property rights of commercial undertakings, including the members of the First Claimant.

Domestic law principles

13. Although the rights protected by Community law are in some respects more extensive than those protected under UK domestic public law principles, the Claimants contend that the ban on Kava-kava products is also unlawful under domestic law:

a. It is ultra vires the order making powers conferred on the Defendant by the 1968 and 1990 Acts, not only because of its inconsistency with section 2 of the European Communities Act 1972 (and section 6 of the Human Rights Act 1998) but also because the domestic primary legislation (construed “as far as possible” in the light of applicable principles of Community law and Convention law)
 confers order-making powers on the Defendant only in accordance with the overall purpose of the UK legislation to protect public health, and thus only on the basis of proper evidence of a substantial risk to public health, which is absent here.

b. The consultation process leading to the Food Regulations and the Medicines Order, reflected in the documentary record and the draft and final Regulatory Impact Assessments now published by the FSA and MCA and in the Standing Committee debates in Parliament dated 30 January 2003 and 20 March 2003, was not procedurally fair.

c. The decision was irrational both in the “good old Wednesbury sense”
 and in the somewhat extended sense increasingly recognised by the English courts (notably by the House of Lords in Daly):

“The depth of judicial review and the deference due to administrative discretion vary with the subject matter.  It may well be, however, that the law can never be satisfied in any administrative field merely by a finding that the decision under review is not capricious or absurd.”

14. Finally by way of introduction, it should be noted that the recent decision of the Court of Appeal in Javed [2002] QB 129, makes it clear that the fact that the measures at issue in these proceedings were subject to a negative resolution procedure of Parliament
 does not imply that the measures are immune from review under domestic law.
  In that case, a measure adopted in accordance with a positive resolution of Parliament was quashed for irrationality, but the Court of Appeal made it clear that each of the traditional grounds of domestic review was in principle available: see paras. 33-37, per Lord Phillips MR.  In any event, for the reasons set out below, it is clear that these measures have received only the most marginal and unenthusiastic endorsement by Parliament.

2. THE ADOPTION PROCESS FOR THE MEDICINES ORDER AND THE FOOD REGULATIONS

15. The Medicines Order was made on 17 December 2002 and came into force on 13 January 2003.  

16. The Food Regulations were made respectively on 17 (Wales) and 18 (England) December 2003 and also entered into force on 13 January 2003.

The MCA consultation process

17. The principal documents setting out the process followed by the MCA are:

a. Extracts from minutes of meetings of the Committee on the Safety of Medicines dated 12 December 2001, 10 July 2002 and 16 October 2002, in which the safety and efficacy of Kava-kava were considered.

b. Consultation Document MLX 286: Proposals to prohibit the herbal ingredient Kava-kava (Piper methysticum) in unlicensed medicines, dated 19 July 2002 (“the MCA Consultation Document”).

c. The Full Regulatory Impact Assessment on that proposal, apparently dated December 2002 (“the MCA RIA”).

d. The Summary of responses to consultation MLX 286 – proposal to prohibit the sale, supply and importation of unlicensed medicines containing Kava-kava, dated 25 January 2003.

e. The actual responses received, copies of which have been provided to the Claimants under cover of a letter from Miss Alison Daykin, Senior Herbals Policy Manager of the MCA dated 28 January 2003 (responding to a letter dated 23 September 2002 from Mr Ralph Pike, Director of the First Claimant, setting out the response of the First Claimant to the Consultation Document), together with other materials, some of which were withheld or subject to redaction in reliance on the Code of Practice on Access to Government Information.

18. The Claimants will make full reference to the above materials, which are appended to the witness statement of Mr Pike, on the substantive hearing of this application.  In the interests of economy, the present Grounds focus on the MCA Consultation Document and the MCA RIA, which contain the reasoning of the MCA underlying the Medicines Order.

19. The MCA Consultation Document stated, in part:

“1.
On 10 July 2002, the Committee on the Safety of Medicines (CSM) advised that there was evidence that Kava-kava was associated with rare cases of hepatotoxicity which may be serious in nature.  The CSM considered a number of regulatory options, and reached the provisional recommendation that the use of the plant should be prohibited in unlicensed herbal remedies.

“2.
Ministers have considered the advice of the CSM and are proposing to make an order under section 62 of the Medicines Act 1968 to prohibit the sale, supply or importation of unlicensed medicinal products consisting of, or containing, Kava-kava, except those for external use only.

…

10.
The level of risk to individuals consuming Kava-kava is not known but it is likely to be rare at normal doses.  The cases reported can not be used to estimate the incidence of the suspected adverse reaction within the population, as it is likely that only a small proportion of suspected adverse reactions associated with herbal remedies are reported.  It is also not known how wide spread the use of Kava-kava is in the UK.  The mechanism of toxicity is also unknown and there are no clear predictors of toxicity making the onset of damage unpredictable.  The CSM considered carefully evidence provided by the herbal sector but concluded that, at present, there was no evidence of a relationship between the strength, dosage, degree of processing or method of extraction of the Kava-kava and adverse reactions.

…

15.
The evidence that Kava-kava is harmful relates only to internal use.  Therefore this proposal does not affect unlicensed herbal remedies for external use only.

16.
This proposal does not affect any medicinal product which has a product licence, a marketing authorisation, or a homeopathic certificate of registration.  Separate regulatory action is in progress in relation to such products.

17.
Kava-kava products may be available as both medicinal products and foods.  As such, responsibility for their regulation and control falls to the MCA and the Food Standards Agency (FSA), respectively.  The proposal does not affect products properly classified as foods.  However, the Food Standards Agency (FSA) is consulting separately on proposed legislation  to ban the use of Kava-kava in food.

Other exceptions
18.  
In addition to the exceptions for licensed products and for remedies solely for external use, the prohibition would not apply to:

… the importation from a European Economic Area (EEA) State, if the product in question originates from such a state or originates from outside the EEA but is in free circulation in Member States (within the meaning of Article 23.2, when read with Article 24, of the EC Treaty), and is for re-export to another EEA State, rather than the UK market.” (Italics added, original bold).

20. The consultation period ran until 27 September 2002.  The MCA RIA stated in part:

“1.
Evidence has emerged that, in rare cases, members of the public consuming products containing the plant Kava-kava may suffer liver damage. To date, 70 cases of liver damage, suspected to be associated with the consumption of Kava-kava, have been reported worldwide.  Out of these, seven patients suffered irreversible liver failure and required a transplant.  Four patients have died, including two of the patients that received liver transplants.  Four cases are from the UK.  These have not been fatal and a transplant has not been required.

4.
The Medicines Control Agency (MCA) is aware of 70 case reports of liver toxicity (hepatotoxicity), possibly associated with the use of Kava-kava containing products.  Most of the reports originated from 2000 onwards although 14 were made between 1990 and 1999.  The timing of 13 reports is not known.  The case reports originate from Switzerland, Germany, Australia, Canada, France, USA and four from the UK.  One of the UK reports was received recently in December 2002 and is still being assessed.  The severity of the liver damage suffered varies widely.  Suspected adverse reactions include abnormal enzyme activity, jaundice, hepatitis, liver failure and received liver transplants.  Two of the transplant patients subsequently died.  Of the 70 individuals experiencing liver problems suspected to be due to Kava-kava, four have died due to these adverse reactions.

… 

7.
The causal relationship has been assessed for 69 of the case reports.  In 15 patients, it is probable that Kava-kava caused the adverse reaction.  In addtion, 30 cases were possibly due to consumption of Kava-kava and 5 were considered unlikely to be related to the usage of the herbal ingredient.  19 cases were unassessable.  The most recent UK case, which was reported in December 2002, is still being assessed.

8.
Due to the current regulatory arrangements for unlicensed herbal remedies, the number of products in the UK and the level of use by the population are not known.  The level of risk to the population can therefore not be determined.  It is, however, thought likely that many of the unlicensed Kava-kava products available in the UK are equivalent in terms of form (e.g. type of extract or raw herb) and dose to the products used worldwide that have been associated with the adverse reactions.  Anyone who takes Kava-kava preparations may be at risk although harm is likely to be rare under normal conditions of use.

Options
9.
Five options have been considered to deal with the issue:

Option 1:
take no regulatory action.

Option 2:
allow Kava-kava to be supplied with warnings made available with the product.  Voluntary warnings could be added about hepatic adverse reactions in rare cases.  This would be achieved by obtaining voluntary agreement with manufacturers to include warning information about the risks of rare hepatic adverse reactions.

Option 3:
continues availability of Kava-kava products that fall within defined parameters …

Option 4: 
make Kava-kava a prescription only medicine …

Option 5:
prohibit Kava-kava in unlicensed medicines, except for external use.

…

Option 2 (continued availability with safety warnings)

11.
Voluntary warnings would be the only means of introducing warnings for users.  Compulsory warnings are not thought a realistic option due to weaknesses in the regulation of unlicenced herbal medicines.  There would be no means for the public to determine whether they were at risk of idiosyncratic or unpredictable reaction to Kava-kava.  It is unclear whether there would be full compliance with voluntary arrangements.  There would be no sanctions or means of enforcement to ensure warnings are provided. …

…

BENEFITS IDENTIFIED AND QUANTIFIED

18.
The proposed legislation will benefit public health by introducing protection against unlicensed herbal remedies containing Kava-kava.  Costs to the National Health Service, incurred due to hospitalisation, required treatment for jaundice and liver transplants from any further cases could be avoided.

…

23.
Similar action has been taken to remove conventional licensed pharmaceutical medicines from the UK market when similar reports of hepatotoxicity have occurred, e.g. Troglitazone and Tolcapone.  Some medicines with predictable hepatotoxicity remain on the market as useful medicinal agents as specific risk factors (e.g. dosage levels) have been identified and measures can be taken (e.g. limiting dose) to prevent the occurrence of liver problems.

…

25.
[Option 2] A voluntary labelling approach, with no sanctions, is insufficient to address the potential risk to health.

…

29.
In terms of proportionality in relation to public risk, the action is consistent both with previous action taken in relation to other licensed pharmaceutical drugs where evidence of liver toxicity has emerged and with current actions of other regulatory authorities in relation to Kava-kava.”

The FSA consultation process

21. The FSA consultation process was conducted by means of a letter dated 25 July 2002 addressed to “All interested parties”.  The letter was accompanied by a “Partial Regulatory Impact Assessment” (“the partial RIA”), both of which are attached to the witness statement of Mr Pike.  Responses were required by 27 September 2002.

22. It is plain from the terms of the Partial RIA that it was heavily reliant on the work of the MCA, and that the FSA were not in a position to make any independent assessment of the issue, or indeed to identify with any precision whether there were in fact any non-medicinal products for which it had responsibility under the Food Safety Act 1990 (the FSA at all times apparently operating under the understanding that its jurisdiction did not extend to unlicensed medicinal products).  The Partial RIA stated in part:

“3.
The MCA is proposing to prohibit the sale, supply or importation of medicinal products containing Kava-kava.  

4.
The Food Standards Agency (FSA) is proposing to recommend that parallel action be taken in relation to Kava-kava foods.  The proposed Regulations would apply to England only.  Food Standards Agency colleagues in Scotland, Wales and Northern Ireland are recommending and consulting on equivalent Regulations in their respective territories.

…

10.
The majority of Kava-kava products marketed in the UK are medicines, however, there may also be some Kava-kava food products (e.g. herbal tea bags, herbal drinks) on the market.  Uncertainty arises from the fact that some Kava-kava products presented as foods may legally be regarded as medicines (or vice versa) and their status can only be determined on a case-by-case basis.  Such determinations are the responsibility of the MCA's Borderline Section.

…

17.
There are no data to compare the effects of extraction in hot liquid on the composition of the Kava-kava preparations.  Thus we are not able to determine if tea bags containing Kava-kava result in exposures comparable to traditional or solvent-extracted Kava-kava preparations. 

18.
In absence of a clear understanding of the hepatotoxicity, including its mechanism and relevant patient and exposure characteristics, it is not possible to exclude hepatotoxicity arising from food uses of Kava-kava. The information provided since December 2001 provides further evidence that consumption of Kava-kava may cause liver toxicity. 

19.
We have no statistics on the level of consumption of Kava-kava food products by the population of this country and therefore the level of risk to health cannot be determined. The risk assessment does not allow us to predict whether certain consumers may be more at risk than others. 

20.
Thus the proposed Regulations address the risk that consumption of foods containing or consisting of Kava-kava may cause rare cases of liver damage that may be serious.

…

3.
OPTIONS

23. There are four options for action: 

a. Take no new action at this time.  Maintain support for industry’s voluntary withdrawal of Kava-kava products from the market.

b. Reverse advice to industry to withdraw foods containing Kava-kava from the market.

c. On the basis of the risk assessment take the view that foods containing Kava-kava do not meet food safety requirements (section 8 of the Food Safety Act 1990).  On that basis, issue advice to industry that such foods should be withdrawn and recalled and should not be placed on the market in future.  In addition, issue advice to local authority enforcement officers to use powers under section 9 of the Food Safety Act 1990 to seize any such products remaining on sale.

d. Bring into force a Statutory Instrument prohibiting the sale etc. and importation of foods containing or consisting of Kava-kava.

…

28.
Selecting option c) would, on the face of it, result in the removal of foods containing Kava-kava from the market and avoid the need to introduce new legislation.  Thus this option would appear to benefit consumers by providing increased protection of public health. However, it has two weak points that make it unlikely to work in the long-term.  

29.
The first is that local authority officers enforcing food law would have practical difficulty in identifying products containing Kava-kava as foods rather than medicines because products falling on the borderline between medicines and foods are classified, by the MCA’s Borderline Section, on a case-by-case basis following referral to it.  Any officer seizing a medicinal product in error and initiating legal proceedings could be challenged with potentially damaging financial consequences for the local authority concerned.  The second weak point is that the risk assessment for foods containing Kava-kava is insufficiently robust to ensure that enforcement officers would be able to satisfy a court that such foods did not meet food safety requirements.” (Italics added.) 

23. In the light of the consultation process, a final Regulatory Impact Assessment (“the FSA RIA”) was prepared and published on the internet on Tuesday, 28 January 2003.  This document states in part:

“10.
… In the UK the majority of Kava-kava products are medicinal.  The Medicines Control Agency (MCA) is responsible for regulating such products. 

11.
The CSM has considerable experience in assessing evidence of the kind available on the safety of Kava-kava. Food Standards Agency expert advisors, including the Chairman of the Committee on Toxicity of Chemicals in Food, Consumer Products and the Environment, agree with the opinion of the CSM that consumption of Kava-kava is associated with liver toxicity.

12.
There is a paucity of toxicological data on Kava-kava and its component lactones and the available data are inadequate to identify a “no observed adverse effect level”.  There is evidence to suggest that liver toxicity can occur in users of the traditional Kava-kava preparations as well as in users of other Kava-kava products.

13.
There are no data to compare the effects of extraction in hot liquid (e.g. when presented as a herbal tea bag) on the composition of the Kava-kava preparations.  Thus we are not able to determine if tea bags containing Kava-kava result in exposures comparable to traditional or solvent-extracted Kava-kava preparations. 

14.
Food Standards Agency expert advisors take the view that, in the absence of a clear understanding of the liver toxicity associated with Kava-kava consumption, including its mechanism and relevant patient and exposure characteristics, it is impossible to exclude the possibility that liver toxicity arises from food uses of Kava-kava as well as from medicinal uses.

15.
We have no statistics on the level of consumption of Kava-kava food products by the population of this country and therefore the level of risk to health cannot be determined. The risk assessment does not allow us to predict whether certain consumers may be more at risk than others. 

17. Four options for action have been considered: 

a. Take no new action at this time.  Maintain support for industry’s voluntary withdrawal of Kava-kava products from the market.

b. Reverse advice to industry to withdraw foods containing Kava-kava from the market.

c. On the basis of the risk assessment take the view that foods containing Kava-kava do not meet food safety requirements (section 8 of the Food Safety Act 1990).  On that basis, issue advice to industry that any such foods remaining on the market should be withdrawn and recalled and should not be placed on the market in future.  In addition, issue advice to local authority enforcement officers to use powers under section 9 of the Food Safety Act 1990 to seize any such products remaining on sale.

d. Bring into force a Statutory Instrument prohibiting the sale etc. and importation of foods containing or consisting of Kava-kava.  

18.
Initially we also considered a fifth option - that of allowing Kava-kava foods to remain on the market provided the labels carried a warning statement.  However, we dismissed this course of action as unworkable because it is not possible to construct a warning that would provide adequate protection of public health.  This is due to the unpredictability of adverse reactions and due to the fact that it is not possible to identify patient or product characteristics that would result in greater risk to health.

…

23.
Option (c) Selecting this option would, on the face of it, result in the removal of foods containing Kava-kava from the market and avoid the need to introduce new legislation.  Thus this option would appear to benefit consumers by providing increased protection of public health. However, it has one weak point that makes it unlikely to work in the long-term.  

24.
This is that local authority officers enforcing food law would have practical difficulty in identifying products containing Kava-kava as foods.  In practice, for some Kava-kava products there can be an element of uncertainty as to whether they are legally regarded as foods or as medicines; their status may not be apparent from the manner in which they are presented and can only be determined formally on a case-by-case basis by the MCA's Borderline Section following referral to it.  Any officer seizing a medicinal product in error and initiating legal proceedings could be challenged with potentially damaging financial consequences for the local authority concerned.  Given the difficulty in identifying Kava-kava food products with certainty and the rate at which new food products come onto the market, this could become a sizeable problem and should be avoided.    Option (c) would be unlikely to provide the additional protection to public health considered necessary at this time.

…

37.
The table in Annex 2 summarises the cost benefit analysis (CBA) carried out with respect to this regulation.  In compiling this CBA we explicitly considered three options: (1) doing nothing to restrict the sale of Kava-kava food products (equivalent to option(b)); (2) a voluntary industry ban (equivalent to options (a) or (c)) which is assumed to be 50% successful; and (3) a full legal ban (option (d))which is assumed to be 100% effective.  There are only limited reliable economic data with regard to the Kava-kava market, particularly in the UK, and the health risks associated with its consumption; a range of assumptions have had to be made concerning different cost and benefit streams. The assumptions underlying these calculations (i.e. the assumptions associated with each cost and benefit stream) are summarised under the table in Annex 2.

38.
The net present values (NPVs) indicate that where the effects are confined to the UK market (i.e. not leading to bans in other countries) both voluntary and legal bans are far better economic options than doing nothing – in particular the legal ban has the greatest value.  On the other hand, if the effects are not confined to the UK and precipitate a ban in all other markets none of the options yield positive NPVs, with the voluntary ban providing the least negative effects.  

39.
However it is very important to note that these NPVs are calculated on the basis of preventing one UK-based death per annum; they do not include morbidity costs associated with non-fatal effects of consuming Kava-kava (which would increase NPVs) – neither the data on cases nor the CSM risk assessment provides solid indications of the likely implications of this.  The international implications of a UK-based ban are also impossible to predict.

…

41.
However in assessment of this regulation the UK must also be concerned with the effect of a ban on producers in developing countries whose livelihoods may be heavily dependent upon Kava-kava production.  The precise effect upon them will depend on the proportion of economic value of production that relates to export markets which have banned, or will ban, compared to their domestic markets and direct household consumption.  There are no figures to guide an opinion on this with regard to the four large South Pacific producers; it is however important to note that exports are a relatively recent development with other domestic uses having a much longer history.  It is also important to note that Kava-kava only represented 1% of total export values in 2001;
 domestic value adding activities may also be of greater importance to producers.

…

Food Standards Agency’s response to consultation

52.
We do not consider that allowing continued sale of Kava-kava food products with the addition of a warning on the labels would be appropriate action.  The onset of adverse reactions to Kava-kava is unpredictable and it is not possible to identify patient or product characteristics that would result in greater risk to health. Thus, it is not possible to create a meaningful warning statement that would adequately protect public health from the risks associated with consumption of Kava-kava.

53.
While we are pleased that many companies acted responsibly in voluntarily withdrawing products from the market as a temporary measure pending further decisions, this withdrawal was slow to take effect and may not have been completely successful.  In our view, relying upon voluntary action in the long-term would not be satisfactory.

54.
The evidence does not justify treating Kava-kava in foods differently from Kava-kava in medicines.  The particular compounds in Kava-kava that lead to liver damage have not been identified and in any case there are no data that allow us to compare the effects of extraction in hot liquid (near-boiling water) e.g. when presented as tea bags with the effects of other types of extraction (e.g. organic solvents) used to prepare some types of medicinal products.   Furthermore, if the mechanism of toxicity were immune-mediated (and this is one possibility) then it would not be safe to assume that one type of extract was safer than others.

55.
The consultation has not generated any new data relating to the safety of Kava-kava in foods and consequently the risk assessment remains unchanged.  Furthermore, the responses to consultation have not provided evidence that any of the non-statutory options considered would provide adequate protection of public health from risks associated with consumption of Kava-kava in foods.”
Parliamentary debates

24. The Parliamentary Standing Committee debates on Kava-kava took place on 30 January 2003 and 20 March 2003.  The tone of the debates indicates that there was very considerable scepticism that these measures were justified
 and also serious concerns that information in respect of the consultation process had not been made available to the members of the Committee prior to the first debate,
 whereas the second debate was limited to half an hour.

3. WHY THE MEASURES ARE UNLAWFUL

25. There are a series of interrelated reasons why the Food Regulations and Medicines Order are unlawful and must be quashed.  For clarity, these reasons are set out under the following heads:

a. Prima facie illegality of import bans under Article 28 and the Import Regulation

b. Unlawful reversal of the burden of proof

c. Material misdirections of law

d. Material misdirections of fact

e. Inequality of treatment

f. Taking into account irrelevant considerations

g. Failing to take account of relevant considerations

h. Procedural irregularity

i. Failure to consider less restrictive alternatives

j. Irrationality

26. As a preliminary point, it should be noted that the justification for the Food Regulations set out in the FSA RIA is heavily dependent on that contained in the MCA RIA.  As such, criticisms of the MCA RIA and the Medicines Order are in general also applicable to the Food Regulations, though the reverse is not necessarily the case.

a. ​​​​​​​​​​​​​​​​​​​​​​​​​​​​​​ Prima facie illegality of import bans under Article 28 and the Import Regulation

27. Import bans are the most obvious form of infringement of Article 28 of the EC Treaty and Article 1(2) of the Import Regulation.   As such, they are unlawful unless they can be justified by one of the grounds set out in Article 30 of the EC Treaty and/or Article 24 of the Import Regulation.

b. Unlawful reversal of the burden of proof

28. In such circumstances, the onus is on the national authorities to prove that such a restriction is justified.
  In the case of the FSA at least, the terms of the Partial RIA and the FSA RIA show that the Food Regulations fall at this preliminary hurdle: see paragraphs 11-15, where the FSA wrongly placed the onus on persons wishing to import food containing Kava-kava into the United Kingdom to demonstrate its safety.  

“12.
… the available data are inadequate to identify a “no observed adverse effect level”.  

13.
… we are not able to determine if tea bags containing Kava-kava result in exposures comparable to traditional or solvent-extracted Kava-kava preparations. 

14.
… it is impossible to exclude the possibility that liver toxicity arises from food uses of Kava-kava as well as from medicinal uses.”

29. Indeed, the FSA itself recognised that:

a. it was not able to identify any specific foods containing Kava-kava;

b. it had therefore inevitably made no assessment of the safety of any such foods; and

c. it did not have sufficient evidence that any such food was unsafe to warrant a prosecution under the Food Safety Act 1990: see para. 29 of the Partial RIA.

30. There is no “de minimis” exception for restrictions on the free movement of goods.
  Given that there is no means of severing the terms of the Food Regulations, if the restriction on free movement of a class of goods is unlawful on this ground, for example tea bags containing Kava-kava, the entire legislation is ultra vires and void.

c. Material misdirections of law

31. The above reversal of the burden of proof by the FSA is an error of law and thus undermines the validity of the Food Regulation as a matter of domestic as well as Community law.

32. However, there is a more fundamental error of law that applies to both the Food Regulations and the Medicines Order.  The material scope of the Food Regulations, which applies to “food” as defined in section 1 of the 1990 Act, includes unlicensed medicinal products: see footnote 1 above.  The Food Regulations thus impose a total ban on the same goods as are subject to exceptions under the Medicines Order.

33. Both the MCA RIA and the FSA RIA wrongly assume that the scope of the Food Regulations is limited to non-medicinal products.  That error has a number of important consequences for both the Regulations and the Order.

34. The reasoning of the MCA in relation to Option 2 was based on the erroneous belief that the United Kingdom had no powers to require suppliers of unlicensed herbal medicines to include health warnings on their packaging: 

“Option 2 (continued availability with safety warnings)

11.
Voluntary warnings would be the only means of introducing warnings for users.  Compulsory warnings are not thought a realistic option due to weaknesses in the regulation of unlicenced herbal medicines. (original bold type).”

The emphasis of the word “voluntary” indicates that this was the central consideration weighing with the MCA on this point, whereas it is clear from section 16(1)(e) of the Food Safety Act 1990 that the First Defendant has wide powers to make regulations making:

“provision for imposing requirements or prohibitions as to, or otherwise regulating, the labelling, marking, presenting or advertising of food, and the descriptions that may be applied to food”.

35. This error was also highly material in the FSA RIA:

“23.
Option (c) Selecting this option would, on the face of it, result in the removal of foods containing Kava-kava from the market and avoid the need to introduce new legislation.  Thus this option would appear to benefit consumers by providing increased protection of public health. However, it has one weak point that makes it unlikely to work in the long-term.  

24.
This is that local authority officers enforcing food law would have practical difficulty in identifying products containing Kava-kava as foods.  In practice, for some Kava-kava products there can be an element of uncertainty as to whether they are legally regarded as foods or as medicines; their status may not be apparent from the manner in which they are presented and can only be determined formally on a case-by-case basis by the MCA's Borderline Section following referral to it.” (Italics added.)

36. Thus the sole reason for rejecting this option was the erroneous belief that the application of the general powers under the Food Safety Act 1990 would require the FSA and other officials to distinguish between medicinal products and foods.  However, it is expressly stated in section 1(2)(d)(i) of the 1990 Act that the only category of medicinal products excluded from the scope of that Act are products “in respect of which product licences within the meaning of [the Medicines Act 1968] are in force”.  The FSA did not find that it would be difficult to identify such products, if indeed there are still any products containing Kava-kava falling within the terms of section 1(2)(d)(i). 

d. Material misdirections of fact

37. On this issue, the MCA and FSA both appear to have reached their conclusions on the basis of material misdirections of fact, which is now increasingly recognised by the English courts as a distinct ground for judicial review, whether it should be classified under the heading of procedural error or error of substance: see, e.g. R (Alconbury) v. Secretary of State for Environment, Transport and the Regions [2001] 2 WLR 1389, per Lord Slynn at para. 53.

38. In relation to the MCA, it seems to have proceeded on the basis that there were 70 cases of “possible” adverse effects from Kava-kava products worldwide in the past 13 years (see para. 4, first sentence, of the MCA RIA, under the heading “Risk assessment”), whereas it is clear that there were only 69 cases that had been assessed at all, of which 24 were classified as either “unlikely” or “unassessable”, leaving only 45 cases as either “possible” or “probable”: see para. 7 of the MCA RIA.

39. The FSA made an equally if not even more significant error of factual appreciation in the terms of the “cost-benefit analysis” at paragraphs 37-41 of the FSA RIA.  The following assumption was made under the heading “benefits” at Annex 2 to the FSA RIA:

“Benefits: Human Health – based on prevention of one death per annum from liver toxicity based on Department of Transport willingness to pay estimates of £1.144Mn (June 2000 Prices - inflated to August 2002). Does not include any morbidity costs associated with non-fatal effects of consuming Kava-kava (which would increase NPVs) – neither the data on cases nor the CSM risk assessment provides solid indications of the likely implications of this.” (Italics added.)

40. The italicised wording involves several obvious errors: 

a. first, there has not been a single case of a suspected fatality in the United Kingdom as a result of consumption of Kava-kava products; even the four deaths that have occurred worldwide since 1990 all appear to be in the “possible” or “unlikely” category: see footnote 23 above;

b. further, of the four suspected incidents in the United Kingdom, one was not assessed at the time of the MCA RIA, two were classified as “possible” by the MCA,
 and only one (classified as “possible”) had required hospital treatment, seven weeks for treatment of jaundice;

c. the use of transport willingness to pay equivalences in such circumstances is not appropriate; and

d. finally, given the recognised absence of any satisfactory data in relation to non-fatal illnesses, there was no proper basis for finding any quantifiable benefit from the import ban; the cost-benefit analysis should therefore have been recognised by the FSA to be obviously negative.

e. Inequality of treatment

41. The clear inequality of treatment of Kava-kava products and other foods and medicines is demonstrated in the evidence of Dr Pike, at paragraphs 13-21.  In summary, the main points are:

a. The MCA’s assertion that it has taken a similar approach to licensed pharmaceuticals cannot be accepted.  There are numerous examples of medicines with much more significant and well-established adverse effects on the liver that remain licensed.  Dr Pike gives the examples of 

i. Zyban, in respect of which over 7,600 adverse reactions had been received by July 2002; 

ii. Benzodiazepines, which would have a much higher level of adverse reactions even if all the suspected adverse reactions for Kava-kava products were accepted as “certain”, contrary to the facts; and 

iii. Troglitazone and Talcapone, referred to by the MCA itself as comparators, neither of which has in fact been withdrawn from the market, despite a much higher level of adverse reactions.

b. Likewise, paragraph 21 of Dr Pike’s statement makes the obvious point that several well-known products are much more dangerous than Kava-kava, even on the most generous approach to the facts relied on by the MCA and referring only to statistics published by the First Defendant itself:

i. neither peanuts nor many forms of alcoholic drink, including spirits, are under any general restrictions on their importation or sale (the alcohol licensing laws applying only to the time and place of sale); nor are any health warnings required; and  

ii. in the case of tobacco products, despite their massive implications for UK public health, a labelling requirement is considered adequate protection for public safety by the First Defendant.

f. Taking into account irrelevant considerations

42. It is a recognised ground of Wednesbury review that a decision is based on irrelevant considerations and/or failure to take account of relevant considerations.  Both the FSA RIA and the MCA RIA are vitiated on these grounds.

43. In respect of both the MCA and the FSA, they were apparently influenced by the “idiosyncratic” and “unpredictable” nature of onset of adverse reactions from consumption of Kava-kava products, the relevant minister referring to the analysis of Professor Waller in this respect: see the Standing Committee debate at column 20.  This was not a relevant consideration to take into account: it is well known that a range of common foods, notably nuts, shellfish, eggs and wheat, also provoke unpredictable and potentially serious allergic reactions, but it is not a credible suggestion that they should be banned altogether for that reason.  As Mr Pike’s statement demonstrates, the First Defendant indicated its belief in 1998 that five to seven people died every year in the United Kingdom from eating peanuts.

44. In respect of the FSA, because of the legal error identified at (c) above, the FSA wrongly took account of the difficulties faced by the MCA in policing the borderline between foods and medicinal products: see para. 35 above.  However, the jurisdiction of the First Defendant and the FSA under the Food Safety Act 1990 does not depend on that issue, so that this was irrelevant to the analysis.

g. Failing to take account of relevant considerations

45. The MCA and FSA equally failed to take account of relevant considerations.  In his letter dated 8 April 2003, the solicitor to the First Defendant stated that “The MCA applies the principles of risk assessment consistently whether considering pharmaceutical medicines or herbal products”.  However, the MCA RIA repeatedly refers to the suspected adverse reactions to Kava-kava products as “rare”.  The MCA must be well aware that, in accordance with guidelines followed not only in the United Kingdom but by the World Health Organisation and the European Union, there are well defined statistical meanings for rarity: see paragraph 6 of the statement of Dr Pike, which shows that under those classifications, suspected adverse reactions (i.e. including “unlikely” and unassessed cases) are approximately 1/500th of the level classified by the UK authorities as “very rare” and thus of negligible importance for the purposes of licensing of pharmaceutical products.

46. The MCA and FSA further failed to take account of the following important factors:

a. The relative rarity of suspected adverse reactions resulting from voluntary consumption of Kava-kava to other commonplace activities and foods, such as motorcycling (1,000 times more dangerous), passive smoking (100 times more dangerous), eating meat and poultry (10 times more dangerous), drinking alcohol (5-40,000 deaths in the United Kingdom per year), smoking (120,000 deaths per year) and eating peanuts (5-7 deaths per year): see paragraphs 11 and 21 of Dr Pike’s statement.

b. The lack of evidence supporting a finding that there had been any fatalities from consumption of Kava-kava, none of the four cases identified apparently being more than “possible”.

c. The likelihood that some if not all of the cases could be more plausibly explained by reference to the level of dosage and/or the other medications or products consumed by the individual, as explained in detail in the papers of Dr Schmidt and Professor Waller.

d. The analysis contained in the Cochrane Collaboration Review of Professor Ernst, which is not mentioned or challenged in the MCA RIA, nor in any of the minutes of the CSM, including that of 16 October 2002.  The First Defendant asserts in its letter of 8 April 2003, apparently for the first time, that Professor Ernst was asked to speak to this paper at a meeting on 7 November 2002, but the Claimants have not seen any minutes of that meeting and there is no reference to the outcome of that meeting in the MCA RIA.

47. In addition, the FSA’s reasoning in the FSA RIA was vitiated by failure to take account of:

a. The fact that, at the preliminary stage reflected in the Partial RIA (para. 29), the FSA had recognised that there was no basis for a finding in relation to any product containing Kava-kava, that it in fact posed a safety risk.  That point was simply ignored in the final assessment, the FSA relying on the irrelevant point that it could not distinguish between medicines and food products.

b. The fact that the Food Regulations apply to unlicensed medicinal products falling within the terms of section 1 of the Food Safety Act 1990.  The FSA failed to consider whether it was appropriate or necessary for this to be the case, and in particular failed to consider whether the exceptions provided for in the Medicines Order should be applied to such products (or indeed to any food products) under the Food Regulations.

h. Procedural irregularity

48. The requirements of proper consultation under domestic law are set out in the Court of Appeal’s decision in R v North and East Devon Health Authority ex p Coughlan [2001] QB 213 at para 108:

“To be proper, consultation must be undertaken at a time when proposals are still at a formative stage; it must include sufficient reasons for particular proposals to allow those consulted to give intelligent consideration and an intelligent response; adequate time must be given for this purpose; and the product of consultation must be conscientiously taken into account when the ultimate decision is taken: R v Brent London Borough Council, Ex p Gunning (1985) 84 LGR 168.”

49. The Court went on (at para 112) to note certain limits to the duty:

“It has to be remembered that consultation is not litigation: the consulting authority is not required to publicise every submission it receives or (absent some statutory obligation) to disclose all its advice.  Its obligation is to let those who have a potential interest in the subject matter know in clear terms what the proposal is and exactly why it is under positive consideration, telling them enough (which may be a good deal) to enable them to make an intelligent response.  The obligation, although it may be quite onerous, goes no further than this.”

50. The Claimants submit that the above errors and mistakes reflect a general failure to take account of the responses made to them, in particular that of the First Claimant and the exhibited detailed reports of Dr Schmidt and Professor Waller.  As those who spoke in the Standing Committee debates clearly considered, the MCA (and thus a fortiori the FSA) had no sensible answer to the criticisms made in those reports.  The Claimants submit that the outcome of the consultation exercise can be seen to have been a foregone conclusion, contrary to the requirement “the product of consultation must be conscientiously taken into account when the ultimate decision is taken”

51. In addition, the Claimants have three specific complaints in respect of the Food Regulations:

a. The FSA did not consider the “magnitude” of any risks to public health resulting from the consumption of foods containing Kava-kava, as it is required to do by section 23(2)(a) of the Food Safety Act 1999.

b. Similarly, the FSA did not consider “the normal conditions of use of the food by the consumer and at each stage of production, processing and distribution”, as it is required to do by Article 14(3)(a) of Regulation 178/2002.

c. The FSA RIA, para. 18, makes it clear that the consultation exercise did not include one of the options originally canvassed, and on which the MCA sought responses, namely the use of labelling to warn of potential risks.  Given that the MCA dismissed this possibility on the basis of a legal error, but not on the basis set out at para. 18 of the FSA RIA (impracticality), that is a legally material defect in the consultation exercise.  In any event, the FSA is required to consider this issue by Article 14(3)(b) of Regulation 178/2002.

i. Failure to consider less restrictive alternatives

52. The failure to consider less restrictive alternatives is an important aspect of the “proportionality” test considered below.  It is well established that a restriction is unlawful if it would be possible to achieve the aim of the restrictive measure by a means that was less restrictive of inter-State trade, even if such a measure was significantly more burdensome for the State administration.

53. The failure of the MCA and the FSA to consider properly or at all the possibility of compulsory warnings necessarily renders the legislation in breach of this principle: see above.

54. In addition, the Food Regulations are further vitiated by the failure to include the exemptions provided for by Article 3 of the Medicines Order.  There is nothing to suggest that the FSA considered the need for such exemptions, in particular in respect of goods entering the United Kingdom for the purposes of lawful transit to other Member States.  Particularly given the FSA’s error in respect of the scope of the legislation, that is a significant error, in that it has the effect that the Food Regulations impose a ban on importation of unlicensed medicinal products that are permitted to enter the United Kingdom by Article 3(d) of the Medicines Order, the FSA failing to consider a matter that the MCA clearly (and correctly) considered of sufficient importance to include in the statutory wording.  In any event, the point is equally strong if not stronger in relation to tea bags intended for lawful sale in another Member State.

j. Irrationality and proportionality

55. Given the Community law and human rights context, the appropriate substantive test for the legality of this legislation is that laid down by the Court of Justice in many cases and transposed into English legal terminology by the House of Lords in Daly.  That requires a three-stage test: (i) a policy objective sufficient to justify interference with the right in question; (ii) rational connection (or appropriateness) to the achievement of that objective; and (iii) necessity.

56. The Claimants accept that the protection of public health satisfies the first requirement, indeed is recognised by the Court of Justice in De Peijper as the first such objective.

57. Likewise, a total ban is inevitably effective to achieve such an objective.

58. However, in the immortal idiom, you do not need a sledgehammer to crack a nut.  The complaint in this context is that the level of identified risk, the scale of the commercial and individual interests involved both at the consumer and the producer level, evidenced by the statements attached to this application, make this a very clear case of breach of the third limb of proportionality test.  

59. Indeed, the Claimants submit that the case is so plain that it satisfies even the “good old Wednesbury test” of irrationality referred to above.

60. The Claimants recognise that public health care and the licensing of medicines is an area where the Court of Justice has granted a degree of discretion to the national authorities,
 and that Article 7 of Regulation 178/2002 sets out in statutory form the “precautionary principle”.  

61. That principle has been recognised by the Court of Justice
 and also of political statements by the Commission and the Council of Ministers,
 concerned to protect public health but also to avoid resort to such a principle leading to unnecessary barriers to trade.  As the wording of Article 7(1) and (2) makes clear, reliance on the principle is only permitted on a “provisional” basis and in cases of “scientific uncertainty”, “pending further scientific information for a more comprehensive risk assessment”; such measures must be “proportionate and no more restrictive of trade than is required to achieve the high level of health protection chosen in the Community”.

62. The Claimants maintain that these measures fall outside the conditions for reliance on that principle for the reasons already set out above.

4. REMEDIES

Quashing orders

63. The Claimants submit that the Food Regulations and the Medicines Order should be quashed for all the reasons set out above.  

64. As already stated, there is no possibility of severing these measures to render them compatible with Community law, so that they must be quashed if they are unlawful in relation to any class of products.  That is of relevance:

a. to the Food Regulations, because of the extreme weakness of the evidential case in respect of certain products recognised to be banned by this measure, such as tea bags or other foods containing Kava-kava in very low levels; and also

b. in respect of the treatment of unlicensed medicinal products, where the Defendants do not appear to have recognised the possibility of regulation under the Food Safety Act 1990, undermining the justification for the Medicines Order and also meaning that the First Defendant never considered the need for regulation of those products under both measures.

Delay

65. The Defendants appear to consider that there is an issue in respect of delay, on the apparent basis that grounds for bringing these proceedings arose on 17 and 18 December 2002, so that proceedings should have been brought by 17 or 18 March 2003.

66. There is nothing in this point, if indeed it is persisted in, for two reasons.

67. First, it is not correct: the legislation in question did not enter into force until 13 January 2003, so that the illegality of which the Claimants complain did not arise until that date.  Further, the measures were subject to negative resolutions of Parliament and, particularly given the adjournment of the debate on 30 January 2003 and the voting that actually took place on 20 March 2003, it is strongly arguable that time did not even start to run until the latter date.

68. In any event, even if there is technical merit in the Defendants point, this is a case where there are overwhelming grounds for time to be extended:

a. As the terms of the Standing Committee debates and of the letter to the First Claimant dated 28 January 2003 make clear, no proper information was provided to interested parties, including Parliament itself, as to the basis for these measures until the end of January 2003 (it appears that papers were lodged in the House of Commons library only on 29 January).  

b. Indeed, the FSA RIA appears to be dated 27 January 2003, a fortnight after the legislation on which it was allegedly based entered into force.

c. This is legislation of general application and prima facie in breach of Community law.  In such cases, there is a strong public interest for the legality of the legislation to be scrutinised in the Administrative Court, rather than an artificial test case, involving a possibly unlawful criminal prosecution, being constructed to avoid issues of timing.

Expedition 

69. Finally, the statements and evidence attached to this application make it clear that there are significant commercial, individual and political issues at stake in this case, not limited in their scope to this particular product, but raising the more general question of whether such a heavy handed regulatory approach is appropriate and necessary in this field.  The Claimants therefore respectfully seek that there should be an order for expedition in this case.

RHODRI THOMPSON QC

Matrix,
Griffin Building,
Gray’s Inn,
London WC1R 5LN

  27 November 2003
� “Food” is defined in very broad terms in section 1 of the Food Safety Act 1990; in Community law, a significantly narrower definition is contained in Article 2 of Regulation (EC) No. 178/2002 of the European Parliament and Council laying down the general principles and requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of food safety.  The significant difference for present purposes is that the UK domestic definition includes unlicensed medicinal products, whereas the EC definition does not: see section 2(2)(d)(i) of the 1990 Act and Article 2, sub-paragraph (d), of Regulation 178/2002.


� For domestic law, see section 130 of the Medicines Act 1968 and the Medicines for Human Use (Marketing Authorisations etc.) Regulations 1994, SI 1994/3144; for Community law, see Article 1(2) of  Directive 2001/83/EC of the European Parliament and Council on the Community code relating to medicinal products for human use, which consolidated various earlier directives, including Council Directive 65/65/EEC.  The Community definition of “medicinal products”has been the subject of numerous decisions of the ECJ: e.g. Case C-290/90 Commission v. Germany [1992] ECR I-3317; Case C-219/91 Ter Voort [1992] ECR I-5485.  In practice, there is a substantial identity between the UK and Community definitions and it is necessary for the UK Courts to consider the EC case law: cf. R. v. MCA, ex parte Pharma Nord [1998] 3 CMLR 109.


� For the benefits of such products, see the statements of [].  For a description of the importance of the product to the economies of that region, see the presentation by Mr Jaindra Kumar, Director Trade and Investment Divisions, Pacific Islands Forum Secretariat, at the Kava Symposium, Suva, Fiji, on 6 November 2002, entitled “The Present Status of the Kava Industry in the Region”, published at http://forumsec.org.fj/news/2002/Nov02.htm.  In the Standing Committee debates, it was stated without contradiction that Kava-kava “is the antional drink of Tonga and Fiji”: column 3 of the debate on 30 March 2003, Mr David Tredinnick, MP for Bosworth.


� See the statement of Peter Aldis, Managing Director of Holland & Barrett, the largest health food retailer in the United Kingdom, for an indication of the scale of sales of Kava-kava products.


� In a letter to the Claimant’s solicitors dated 3 April 2003, Mr Mark Gidden of the Office of the Solicitor, Department for Work and Pensions – Department of Health, it is stated on behalf of the Defendant that there is “an obvious issue of delay” arising from the fact that the orders were made on 18 December 2002 “and publicly announced shortly thereafter”.  The Claimant rejects this analysis for the reasons set out below.


� Curiously, it is also an offence to import such goods from other parts of the United Kingdom into Wales, but not into England: compare Regulation 3(c) of the English Regulations and Regulation 3(c) of the Welsh Regulations.


� For example, it appears to be a criminal offence under the Food Regulations to import tea bags (or medicinal products licensed in another Member State) containing Kava-kava into England or Wales even if those tea bags (or medicinal products) are destined for consumption in another EC Member State where the importation and supply of such products is perfectly lawful.


� For recognition of this principle by the UK Courts, see, e.g., Official Receiver v. Stern [2000] 1 WLR 2230.


� See Case 23/62 Van Gend en Loos [1963] ECR 1.


� The direct applicability of Article 28 is long established; the applicability of Regulations is provided for in Article 249 of the EC Treaty and has been confirmed in the context of international trade with third countries in a number of cases involving the freedom to export goods from the Community, such as Case C-83/94 Leifer [1995] ECR I-3231.


� See Case 13/63 Commission v. Italy [1963] ECR 165 at 177-8.


� See, e.g. Case 104/75 De Peijper [1976] ECR 613 (Article 28); Case C-83/94 Leifer [1995] ECR I-3231 (Article 113).


� In the context of the free movement of medicinal products, the third requirement, “necessity”, has always been very strictly applied, requiring the national competent authorities to take positive measures to facilitate such free movement unless such measures go beyond what can reasonably be required of a national administration: see De Peijper.


� Of course, administrative action, including secondary legislation, that infringes the Convention rights protected by section 1 of the Human Rights Act 1998 and that is not required by primary legislation, is also contrary to section 6 of the 1998 Act.  Given the Community law context, this aspect of the claim is of no practical importance, as the same rights form part of the overriding and directly applicable rights of the Claimants under Community law, which must be given effect even in respect of inconsistent primary legislation.


� In principle, Article 3 is also of relevance to limitations on access to appropriate medical treatment, which can constitute “inhuman or degrading treatment”, but the Claimant does not rely on such rights in the present context.


� See, e.g., section 3 of the Human Rights Act 1998.  As a matter of Community law, the national courts are obliged by Article 10 of the EC Treaty to construe national legislation so far as possible to ensure fulfilment by the Member States of their obligations under the EC Treaty or under secondary legislation (or to avoid failure to fulfil such obligations): Case 14/83 von Colson and Kamann [l984] ECR 1891.  This obligation, which is also reflected in the wording of sections 2 and 3 of the European Communities Act 1972, has consistently been given effect by the English courts, in particular by the House of Lords in cases such as Litster v. Forth Dry Dock [1990] 1 AC 546.


� See, e.g., R. (Javed) v. Secretary of State for the Home Department [2002] QB 129 at para. 55, per Lord Phillips MR, citing R. v. Secretary of State for Education and Science, ex parte Tameside [1977] AC 1014, 1047, per Lord Wilberforce.  In addition, Article 14(2)-(4) of Regulation 178/2002 impose specific requirements on controls on food, and section 23(2)(a) of the Food Standards Act 1999 requires the FSA to consider “the nature and magnitude of any risks to public health or other risks, which are relevant to the decision (including any uncertainty as to the adequacy or reliability of the available information”).


� Community law is also relevant to this issue: see Article 9 of Regulation 128/2002, which requires “open and transparent public consultation, directly or through representative bodies, during the preparation, evaluation and revision of food law, except where the urgency of the matter does not allow it”.


� See Auld LJ in O’Connor v. Chief Education Officer [1999] ELR 209, 220-1, approved by the Court of Appeal in Javed [2002] QB 129 at para. 50 per Lord Phillips MR.


� Lord Cooke at para. 33; Lords Bingham and Scott expressly endorsed the speech of Lord Cooke, whereas Lords Steyn and Hutton agreed with the speech of Lord Bingham.


� See section 129(3) of the 1968 Act and section 48(3) of the 1990 Act.


� As a matter of Community law, in any event, the legality of a restriction in prima facie breach of the EC Treaty and directly applicable secondary legislation must be subject to effective judicial scrutiny in any event: see, e.g., Case C-19/92 Kraus [1993] ECR I-1663.


� It appears from the evidence available to the Claimants that that of the four fatalities referred to, none were at all likely to have been related to consumption of Kava-kava.  On the MCA’s own analysis, 2 were in the category “possible” and one was in the category “unlikely”: see the “Safety assessment overview” paper prepared for the meeting of the Committee on Safety of Medicines in July 2002.  In case 16, “This patient’s concomitant medication was known to cause hepatic reactions.  The patient also had a history of alcohol abuse and liver impairment due to alcohol could not be excluded.”  In Case 23, “This patient received a liver transplant but subsequently died.  Their concomitant medication included Pramino, which is known to cause hepatic reactions.”  In Case 40, “There is no information about the treatment that the patient received or her past medical history.  Although it is possible that Kava-kava may have contributed to this patient’s death additional information is required to determine the causal connection.”  In the Parliamentary debates on the legislation, reference was made to a fourth man who died in the USA: “The 86-year old male was, I think, the only person who died; according to the American survey, he drank the tea and never woke up.  He took a single cup of herbal tea containing Siberian ginseng, camomile, kava-kava and vitamin C”.  In fact, “this elderly gentleman also suffered from congestive heart failure, and was taking unspecified medication for high blood pressure and gout, together with insulin and unspecified diuretics”: see the transcript of the 30 January 2003 Standing Committee debate, column 8, and the letter from the First Claimant dated 23 September 2002, page 3, referring to the detailed analyses of Professor Waller and Dr Schmidt.


� [Original footnote]: DFID correspondence, relating specifically to Samoa.


� E.g., “I hope that the Minister has some good answers, because my preliminary conclusion is that the ban is vengeful and disproportionate.  It is a nonsense that will damage a perfectly good industry.   She should take the measure away and scrap it.”  John Redwood MP, a former senior Minister in the previous Conservative Government, including Secretary of State for Wales.


� See, e.g., column 21 of the January debate.


� E.g., Case 120/78 Denkavit [1979] ECR 649.


� Joined Cases 177/82 and 178/82 van de Haar [1984] ECR 1797.


� DPP v. Hutchinson [1990] 2 AC 783. 


� For the meaning of these terms as used, see the CSM papers: “Probable” is defined to mean: “A clinical event, including a laboratory test abnormality, with a reasonable time relation to the administration of the drug, unlikely to be attributed to concurrent disease or to other drugs or chemicals, and which follows a clinically reasonable response on withdrawal; - rechallenge information is not required to fulfil this definition.”.  “Possible” is defined to mean “-A clinical event, including a laboratory test abnormality, with a reasonable time relation to the administration of the drug, but which could also be explained by concurrent disease or other drugs or chemicals; - information on drug withdrawal may be lacking or unclear”.


� Cases 1 and 2 in the Table prepared for the CSM meeting in July 2002: case 1 had recovered after stopping Kava but was stated to be “possible” on the apparent basis of drinking “approx. 6 bottles of wine a week”; Case 2 was taking Prozac as well as Kava.


� It is notable that the MCA did not even attempt such an exercise: see para. 18.


� E.g. Upjohn v. Licensing Authority [1999] 1 WLR 927.


� E.g., Case C-180/96 United Kingdom v Commission [1998] ECR I-2265.


� Communication from the Commission on the precautionary principle, COM (2000) 1 final; and Council Resolution on the Precautionary Principle, Annex III to the Presidency Conclusions at the Nice European Council Meeting of 7-9 December 2000.


� E.g., R. (Robertson) v. Wakefield MDC [2002] QB 1052; R. (Hoverspeed) v. Commissioners for Customs & Excise [2002] 3 WLR 1219.
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