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Kava-kava in Food (England) Regulations 2002

8.55 am

Tim Loughton (East Worthing and Shoreham): I beg to move, 

That the Committee has considered the Kava-kava in Food (England) Regulations 2002 (S.I., 2002, No. 3169). 

It is good to see you in the Chair, Miss Widdecombe, at this early hour set by our new Thursday morning sitting arrangements. I should like to explain why my right hon. and hon. Friends and I have prayed against the two motions. 

First, I want to make it clear that I am neither a user of nor an expert on kava-kava, though I am less ignorant now than I was a week ago, when I was swamped with representations from many health bodies and users of kava-kava who are greatly alarmed at the prospect of the substance no longer being available in this country. It has been available for many years and is used by many thousands, if not hundreds of thousands, of people throughout the world as a treatment for a range of conditions such as anxiety and ailments affecting the bladder and digestive tracts. 

I am no medical expert and cannot say whether the substance has beneficial effects. Suffice it to say that enough people who use it obviously believe that it does. We have to rely on medical professionals who advise the Government. However, before we go along with this extreme action, we need to be sure that the medical advice is soundly based on medical science and is not influenced by other factors that undermine the soundness of that science. We are in Committee today to challenge the Minister to justify the findings on which the regulations, which we have prayed against, are based. 

The Government are keen on banning things, except, as reported in the newspapers, sex in public, but I shall not travel down that road. Before banning a substance, we need to be wholly convinced that it is the right action to take. Other courses of action, such as voluntary label warnings, are available to the Government. With St. John's wort, for example, people who may have liver problems are warned of the potential risks, so that they can make an informed choice about whether to begin or continue using it. 

Kava-kava is the subject of today's Committee debate, but it is not the only substance with which we are concerned, because the measure has ramifications for many hundreds of other substances that people use daily to help with various conditions. Kava-kava could be the tip of the iceberg. How many other substances could fall foul of similar diktats by the medical authorities without justification according to the full rigours of medical science? 

I received a learned paper, one of many, from Professor Waller of Illinois university, who is an internationally renowned expert on the subject, so we must take his comments seriously. More importantly, however, we must be convinced that the medical authorities that advise the Government have taken on board such comments. 

The best way to approach the matter is to put a series of questions to the Minister. Concerns were raised at the timing of this statutory instrument. The day before the House rose for the Christmas recess, it was sneaked—if I dare use that word—into the business of the House. Fortunately, that did not go unnoticed, which is why we were able to pray against it. It has been brought to the Committee so that the Minister can justify it. 

What science has established a link between liver problems and kava-kava? Can the Minister comment on the number of people who would ordinarily be expected to have some degree of liver impairment, irrespective of what substances, such as kava-kava, they may take? For the number of cases in which liver problems are associated with kava-kava how great is the incidence of such problems occurring naturally? How great is the incidence of liver problems that are either genetic or occur through taking other substances? 

Can the Minister comment on the number of people who have contracted severe liver problems and the number who have died from liver disease in the past few years? Is that figure a constant; is the trend improving or is it worsening? Are other factors at work which could account for those few cases, which we shall look at later, in which the finger of blame has been pointed at kava-kava? Are we looking at all the possible causes or are we simply saying that kava-kava must be responsible for a person's demise? 

The Medicines Control Agency has referred to only four cases in the UK. Can the Minister assure us that those people were not taking other supplements that may have affected their condition, either singly or in combination with kava-kava? Without going into great detail, I gather that one person studied was an 87-year-old, who took kava-kava as a supplement in his tea, who died in his sleep. That is not a strange occurrence for an 87-year-old. How sure is the agency that there is a direct link with kava-kava in that case? What has it recommended as the level of concentration of kava-kava that may be deemed dangerous? 

Can the Minister estimate what proportion of the United Kingdom population regularly takes kava-kava supplements, either as a medicine or as a food? How does that figure compare with European countries, especially Germany and Switzerland? Much of the judgment on kava-kava seems to have been based on cases in those countries. How many cases of hepatotoxicity have been reported in the UK in the past few years? 

I also want to ask the Minister a few questions about the timing of the Government's presentation of this prohibiting order. When did they receive the conclusions from the Committee on Safety of Medicines and the Medicines Commission which linked kava-kava to cases of liver toxicity? If there was a delay between that date and the date on which the order was presented to Parliament, what caused it? 

Can the Minister tell the Committee about the consultation process that took place last year? The issue has been under discussion for a long time, leaving much uncertainty among businesses that market kava-kava, most of whom co-operated on a voluntary withdrawal while the consultation was taking place. How many responses to the consultation proposing the prohibition of kava-kava did the Medicines Control Agency receive? What proportion of them were in favour of a ban and what proportion against? What steps did the agency take fully to research the evidence supporting the use of kava-kava which was submitted by the interested organisations, and what subsequent discussions have taken place with those organisations? 

Did the Government or the agency set any criteria for the investigation into kava-kava by the CSM and the Medicines Commission? If so, what were those criteria? Were they asked by the Government to provide a definitive answer as to whether they thought that there should be a ban on kava-kava, or was it just their advice that was sought? In what form were the conclusions given by the CSM and the MC to the agency and to Ministers? The MCA's press release, issued on 20 December 2002, stated that there have been four reports of liver toxicity in the UK thought to be due to consumption of kava-kava. Has any progress been made in confirming whether the problem in those cases was caused by consumption of kava-kava? Can the Minister give us more information about those cases? 

The MCA's question and answer document No. 25 states: 

''Each case of suspected hepatoxicity associated with Kava-kava received has been assessed for causality using standard criteria. The latest case is still being assessed. No cases have been identified with a causality classification of 'certain'. However, 15 cases are considered to have a 'probable' relationship with Kava-kava and 30 were considered to have a 'possible' causal relationship with it. The other cases were either unassessable or considered unlikely to be related to Kava-kava usage. The strongest causality relationship related to the 'probable' cases.'' 

How certain does the MCA have to be to recommend a ban on a substance because a link has been proven? Can the Minister tell us whether all those assessments were carried out in the United Kingdom? Is there any precedent for a product being prohibited despite the fact that no cases have been identified with a causality classification of ''certain''? Was the decision to prohibit the use of kava-kava made using evidence of the product as it is sold and used in Britain or was it, as I suspect, based on evidence gathered from other European countries, especially Germany and Switzerland? If evidence from other countries was used in the CSM's deliberations, what adjustments were made for the suggested differences in the type of product on sale in Britain and elsewhere? 

In a written answer last October the Minister stated that the MCA had 

''requested information from the herbal sector about unlicensed remedies containing Kava-kava which had been on the market prior to the voluntary agreement. The information provided was insufficiently comprehensive to enable a detailed comparison with products on the German market.''—[Official Report, 29 October 2002; Vol. 391, c. 748W.] 

What consideration has she given to the point made by the National Institute of Medical Herbalists that the prohibition fails to take into account the distinction between the use of over-the-counter concentrated standardised extracts and the traditional herbal preparations that herbal practitioners prepare specifically to meet the needs of their customer? 

The statutory instrument states that kava-kava shall not be prohibited where the product is the subject of a product licence, marketing authorisation or homeopathic certificate of registration. Can the Minister confirm that all the products containing kava-kava which were granted such a licence, authorisation or certificate before the CSM's inquiry will now be subject to a review of their authorisation or licence for use? Will manufacturers of kava-kava products that are not currently licensed be able to apply for a marketing authorisation licence or certificate of registration? 

If a product is unavailable in one country, that will not necessarily prevent British consumers from buying it from another country via the internet, mail order or another means. What measures have the Government taken to warn consumers about the safety risks that are attached to the consumption of kava-kava? If the Government ban kava-kava in the UK, where will it still be possible to buy it? Other EU and non-EU European countries are easily accessible to UK consumers. Which of them will still make kava-kava products available to their population and to visitors from the UK and other countries? 

I have asked many detailed questions without the aid of any supplements or additives. The Minister produced a bottle of the product under discussion, and it had a lot of information on it. She also has a lot of advisers, and she received many representations during and after the consultation. She is therefore eminently equipped to answer all my questions within the next two hours and 15 minutes—the period available to us. I look forward to hearing a detailed and lengthy response. 

The Chairman: I remind the Committee that we are debating the first order—kava-kava in food—and that hon. Members should not be tempted to stray into areas covered by the second order. 

9.11 am

Mr. David Tredinnick (Bosworth): I am very relieved to see that the Parliamentary Under-Secretary of State for Health, the hon. Member for Salford (Ms Blears) is present this morning, rather than the Parliamentary Under-Secretary of State for Health, the hon. Member for Tottenham (Mr. Lammy), who, during last week's related debate on vitamin supplements and traditional medicinal products, made the most disgraceful wind-up speech that I have heard in four Parliaments. He did not address any of the issues that had been raised; he gave the House absolutely nothing. The hon. Lady has worked long and hard on these subjects and we have had many exchanges in the past, so I am genuinely delighted that she is present. 

This morning, my hon. Friend the Member for East Worthing and Shoreham (Tim Loughton) alluded to the fact that we expect the Minister to give a sparkling performance not least because it is clear that she has been drinking kava-kava tea. [Laughter.] She has taken her tea off the Table, and her pills have disappeared as well. I thought that things were supposed to lie on the Table in the House. 

I hope that the Minister's performance will be as good as it was last week. She used her influence well by taking a major strategic decision from which she will benefit for many years to come. She was instrumental in saving the King Edward VII hospital in Sussex. Thanks for that should also go to the many hon. Members who made representations on the matter. 

I hope that the Minister will listen to the voices that she hears today. She should carefully examine these statutory instruments. I am the Chairman of the Joint Committee on Statutory Instruments, and I would have blocked them if my Committee had not been forbidden from covering policy. However, it is this Committee's purpose to consider the measures, and I hope that the Minister will consider making significant changes. 

It is generally accepted in the UK that it should be possible to sell products freely if they do not pose an unacceptable risk to the general public in conditions of normal use, and that consumers should have the right to choose to buy them so long as they do not pose any serious risks to public health. Kava-kava is a natural remedy that is used by about 2 million people every year as a relaxant, as it eases stress. I will return to that point later. It has been used as a beverage for thousands of years. 

Until recently, kava-kava has enjoyed a trouble-free status. When forms of the substance that are taken as a supplement were linked to reports of liver toxicity around the world, it came as quite a surprise. I will argue that those links are tenuous to the point of vanishing. I suggest that kava-kava preparations pose a small risk to public health and that the issue should be dealt with differently, by the simple expedient of education and better product labelling. I do not know what the label on the Minister's breakfast beverage says—she has taken it off the Table and put it on her chair—but labelling is an effective way of dealing with such a problem. We do not need a sledgehammer to crack the proverbial nut. 

There is a particular tenor to the debate and a sense that there has been almost a sleight of hand by the Food Standards Agency and the Medicines Control Agency. The feeling that all is not right is reinforced by the fact that none of the data used by the FSA could be obtained by manufacturers organisations and other interested parties. 

As my hon. Friend the Member for East Worthing and Shoreham said, the Government made this order the day after the House rose, so we could not have an effective debate. When the experts tried to get the information from the FSA, they were told that it was not available and that they would not get it. The information has only come out because the National Association of Health Stores and other interested bodies went to America and ferreted around to get it. I am deeply suspicious that a Government agency should prevent the evidence for its decision being made public; that is fundamentally wrong. Opposition Members are nodding. 

I must say that the evidence in the UK involves reports of liver toxicity in only two cases, with a further five cases in America, to which my hon. Friend has already alluded. If one looks at the list, it is obvious that these teas were not taken in isolation. They were taken either with birth control pills containing oestrogen, or in other combinations. The people who took them were not necessarily exhibiting symptoms that would require a ban. In one case, someone had nausea, vomiting and symptoms of jaundice, which may be serious but are not life threatening. In another case, the tea was taken with oral contraception. 

Mr. Stephen McCabe (Birmingham, Hall Green): I am not sure exactly which case the hon. Gentleman is commenting on when he talks about jaundice and vomiting. If he is talking about the patient who eventually required a liver transplant, would not he regard that as life threatening? 

Mr. Tredinnick: I am trying not to go through all the cases, but there is something strange about the majority of them. 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 a herbal tea containing Siberian ginseng, camomile, kava-kava and vitamin C. Are we really suggesting that he drank one cup of tea and dropped dead? That is weak evidence. [Interruption.] 

The Chairman: Order. Hon. Members must not make sedentary interventions. 

Mr. Tredinnick: I will give way again in a moment if the hon. Gentleman is not satisfied. 

In another case, a 70-year-old female blacked out, felt drugged and dizzy, and had unclear vision, flaccid muscles and a pounding headache. Any hon. Member who has been through an all-night sitting in the House would have experienced some of those symptoms. There is not sufficient evidence to ban these products. Even the hon. Member for Birmingham, Hall Green (Mr. McCabe) is nodding at that. 

I have a list of cases, but I will not go through all of them. I will just make one point. In the old days, we used to filibuster, but the House has changed now. I see that the Minister is yawning. I forget whether my right hon. Friend the Member for Wokingham (Mr. Redwood) was there when hon. Members spoke for an hour and a half each on a Bill on Kings Cross station. I think that he came in at about 11.30 one evening during the 1987 Parliament. We were happy to run that all night, but now that we are on new Labour's new short hours in the House, everything has to be compressed. Those of us who are happy to work all hours of the night for the cause would be happy to go on speaking for a long time, but in the spirit of our new Parliament, I will not go through every case. There are serious matters to discuss, and I want all members of the Committee to have an opportunity to air their points. 

My last point about the cases concerns No. 15281, which involved a 27-year-old female. It may have been drawn to the attention of the hon. Member for Hall Green. When the Chicago university professor asked for the reporting physician's report, it was unobtainable and, to date, we have no knowledge of such a paper. The bank of evidence that is being used to ban the product is very weak. It is conservatively estimated that more than 250 million doses of kava extract have been sold during the past decade, and only one death has been associated with kava use with any degree of certainty. The figure for consumption does not include the even larger number of cups of tea containing kava. 

We should consider the evidence of Professor Donald Waller, who is professor of pharmacology and toxicology at the university of Illinois. His seems to be the benchmark report. He said that in the majority of cases, there did not seem to be enough detailed patient and medical evidence for a ban. He also said that in some of the case reports, information would suggest that kava-kava had no bearing on the liver damage seen and that there are cases in which no liver damage has been seen despite excessive consumption of the plant. Many organisations are urging the Government to think again, as I am today. 

Notwithstanding the extreme unlikelihood of dying from consumption of kava-kava, the preferred risk management option of the Food Standards Agency is completely to prohibit the sale of the substance, which is the most extreme risk management option available. The low risk would be much better dealt with by education, labelling and a caution statement. No attempt seems to have been made to determine the magnitude of the risk involved. Where is the evidence? The proposal to prohibit kava-kava as a foodstuff does not appear to be based on available facts, which are incomplete anyway. Will the FSA—perhaps via the Minister—provide me with documentation to show that the research on the safety of kava-kava that it has carried out, commissioned or co-ordinated makes the case? 

The FSA must act proportionately. Section 23 of the Food Standards Act 1999 requires that it must act in a proportionate manner by taking account of risk, costs and benefits as well as any advice that it receives from its advisory committee. Has the FSA determined the magnitude of the risk posed by the consumption of kava-kava as a beverage? Will the Minister provide any documentation in answer to that question? Labelling is the only sensible way forward. Many risks are associated with consumption of all kinds of foods and products, and very few things are risk free. One can die from eating too much beef, for example. There are reports of people who were at the point of near-starvation dying from eating too much food of any kind, because their stomachs could not take it after a long period of enforced abstinence. 

We are in an absurd situation. After many years, we have an acceptance in the House of the importance of herb supplements, complementary or alternative medicines and integrated health care. Call them what we will, those products can help to ease the burden on the Government's health care costs and to improve the quality of life for patients. I am minded to table an early-day motion about the way in which young prison inmates have benefited from the use of vitamin supplements. We found that antisocial behaviour among prisoners taking supplements reduced by about 33 per cent, and suicides were completely eliminated. 

Kava-kava is a stress management agent and fits well into the category. If we are not careful, we will remove it from the market, and those who would have used it will end up taking valium and similar medicines instead. There is dependency to consider, and the Minister should think long and hard about that. Kava-kava has been used for thousands of years. There is hardly any evidence that it has caused problems. Such evidence as exists is disputed, and the number of cases is very small. Will the Minister reconsider the matter? 

Dr. Evan Harris (Oxford, West and Abingdon): I am in the strange position of agreeing entirely with the substance of the comments made by the hon. Member for Bosworth (Mr. Tredinnick). That is a first. 

There are serious questions to be asked. I shall not repeat all the questions asked by the hon. Member for East Worthing and Shoreham, but I must make the general point that a Committee such as this is not the best place to debate individual cases and toxicology reports. 

My knowledge of toxicology is limited, but I know enough about it to be able to say that it is too complex and that some of the issues are difficult to debate without sharing information and data. It is incumbent on the Government to publish evidence when they are introducing measures to ban something, so that they can convince those people who are against the ban that the decision is rational and not an over-reaction. 

Mr. John Redwood (Wokingham): It is disappointing that the hon. Gentleman and my hon. Friend the Member for Bosworth have declined to discuss individual cases, which was why I hinted that my hon. Friend should do so. The essence of the argument is whether there is any evidence that meets the test for a ban and whether individual cases have shown a strong link between eating or drinking the substance or taking it in medicine and medical problems. We cannot have a proper debate if the hon. Gentleman is not prepared to engage in such a discussion. The essence of Professor Waller's evidence is that none of the cases establishes a strong link. 

Dr. Harris: The right hon. Gentleman is making the point that I made, but in a different way. I read Professor Waller's evidence, but I do not have a rebuttal of it from the Food Standards Agency. I understand that it is relying on information supplied by the Medicines Control Agency, the CSM and the Medicines Commission. It is impossible to engage in an informed discussion on the evidence when one has evidence from one side only. We would not engage in such a debate when trying to reach a conclusion about whether the alleged damage had indeed been caused. 

I looked on websites, and my office contacted the Food Standards Agency and the Medicines Control Agency to try to obtain some details, if not a rebuttal of Professor Waller's paper, and it seems that there is precious little evidence from the cases that he identified—those cases may not be the same ones that the authorities in this country are using—that kava-kava was to blame for the symptoms found in those individual cases. I could not find a rebuttal or the reports by the CSM and the Medicines Commission on which the Food Standards Agency, through the MCA, was relying. 

A key question for the Minister is whether she can provide the public and hon. Members with the detailed report that will enable us to judge not the toxicity but the judgment that the professionals made. Of course the patients must be kept anonymous; that is not difficult to do. It is difficult to substitute our judgment for that of professionals on the various committees. We are entitled, however, to decide whether that judgment was exercised with the amount of data and confidence that we would expect. When considering an evidence-based decision—as we hope it will have been—the key question is not only what the evidence is, but how strong it is. Given my partial view, it is impossible for us to make such a judgment. 

Generally speaking, when the risk seems to be small and we have to deal with proportionality, my preference is not to ban something until such evidence is more clearly available, particularly when it concerns consumer choice. That is especially so when there are alternatives, such as a voluntary withdrawal, as there has been of food and medicinal products, and labelling. 

As the hon. Member for Bosworth said, many items in life carry some risk, and that includes foodstuffs. Nut allergy is well recognised. Nuts are not banned, but products that contain them have warnings to alert people who are allergic to nuts. Labelling is an option that should be exhausted first, at least until more evidence is gathered. The decision is not a be-all and end-all decision. There is an option to delay a ban while more evidence is gathered, using some form of adverse event reporting and raising the product's profile. I do not believe that the threshold has been reached. 

We do not need to rely on evidence from the United Kingdom. I do not accept the arguments of those who say that foreign cases do not apply. If the product is generally the same, the pharmacokinetics is likely to be the same as is the physiological impact. The analysis in Professor Waller's paper of the evidence from 

Germany and the United States of America does not seem to be robust. If the product is used as a herbal medicine, what scope is there for animal testing of it? People have different views on the relevance and appropriateness of animal testing, but it is still the basis on which we test the toxicology of medicines. I suspect that not much has been done in that respect, because it is a traditional substance and there has not been a licensing requirement for animal testing. If there was scope for such testing, it might help us to make decisions. 

I should be grateful if the Minister would clarify the litigation position for people who consider that they may have been damaged by food and medicinal products in such categories. Would the Government, the Food Standards Agency or the Medicines Control Agency be liable, or are they introducing the ban to avoid people litigating against the manufacturers? In that case, we would expect the manufacturers to be grateful, but they are not. Does she believe that the outright ban is a proportionate response, based on evidence? We are talking about public confidence in the system, too, and many people will not believe that that is the case. 

The problem with the way in which the matter has been handled is not so much the timetable—I am relaxed about that, with the parliamentary recess and so on—but the fact that the evidence for the ban is not clearly in the public domain. It is questionable whether the Government have the evidence, but it is important with regard to matters that restrict consumer choice that the Government and the agencies are seen to have the evidence. 

Mr. Redwood: I pay tribute to my hon. Friend the Member for East Worthing and Shoreham for moving the motion and for being vigilant throughout the Christmas period. It is most important that we meet and that the House is alerted to the Government's wish to ban something on extremely flimsy evidence and to their apparent desire to escape accountability and debate on the subject. I pay tribute to him for drawing the issue to everybody's attention and speaking up for both the many thousands of consumers who wish to continue buying the product and those in the industry who manufacture and sell it in this country, who will be damaged by the measure. I also pay tribute to my hon. Friend the Member for Bosworth, who has campaigned assiduously in the House over many years to establish the principle that such food supplements and medicines are a legitimate set of products that are attracting more and more support among the wider public, and should be treated more seriously and favourably by those who regulate them. 

Mrs. Cheryl Gillan (Chesham and Amersham): Can my right hon. Friend tell the Committee whether he, like me, has received any communication from his constituents? I have been quite surprised by the number of e-mails and letters that I have received from constituents concerned by what seems to them to be a totally irrational ban that the Government are imposing. 

Mr. Redwood: Yes, I have had a number of e-mails and letters on the general topic. Some of my constituents are worried by the European regulations that we debated recently in the House, and some are disturbed by the proposed ban under discussion of a product that they want to use and that the Government have taken exception to. 

My first point to the Minister is about legal risk. The hon. Member for Oxford, West and Abingdon (Dr. Harris) asked the good question why legal actions against companies are not being taken if the feeling is that the products are unsafe. The Minister may be letting the Government in for legal actions the other way. The Government must explain why they have presided over the manufacture and sale of these products for five and a half years without taking any action. For all that time they were apparently thought to be perfectly safe, and then suddenly the Government panic and decide to introduce a ban. 

Is the Minister aware of the possibility of legal actions either way? There could be legal actions against the Government for the disproportionate response to a flimsily described problem from those involved in the manufacture and sale of the products. Has she considered the possibility that some people might go through medical histories now that the Government have said that the product is unsafe, and seek to establish the link that she has so far failed to establish, by bringing legal action against the Government and the regulatory authorities for tardiness in introducing the ban that they now recommend? It is always difficult for a Government to move from having a relaxed or supportive position on a product to introducing a ban. We need to hear a little about the balance of legal risk that they took into account when making the proposal. 

My second point is the nub of the argument. Is there now sufficient medical evidence to warrant the extreme response of banning the product completely from food and medicinal uses? It is difficult to establish that for such a product. I have seen a good submission from Professor Waller, which my hon. Friend the Member for Bosworth referred to, that examines a large number of cases in considerable detail. In practically every case that the Professor examines, he establishes other medical problems and points out that the patient concerned was taking a number of other substances, ranging from alcohol to other pharmaceuticals. That shows that it is difficult to establish that kava-kava caused the underlying medical problems. The Minister must satisfy the Committee that there have been a number of recent cases that have changed the perception of risk. She must be completely satisfied that those recent cases demonstrate that the product in question taken in a normal quantity caused the problem, rather than something in that person's medical history, or the food or medicines that they had been ingesting. 

Mr. Tredinnick: My right hon. Friend pressed me earlier to go through the evidence in detail. I do not think that there is a single case in which the evidence was based solely on consumption of kava-kava. In every single case, the patient was taking combinations of other products. 

Mr. Redwood: I am delighted to have prompted that response from my hon. Friend, because I know that he has studied these matters much more assiduously and over a longer period than I have. He bears out the impression that I received from reading the documents in preparation for the Committee. There is no really good, strong case. I stand to be corrected by the Minister if she has cases that purport to show that the product was at the nub of the medical problem that developed. 

It has been suggested by the hon. Member for Oxford, West and Abingdon that a Committee of this House, or the House as a whole, should never challenge the medical evidence. It should live with the medical advice that it gets. As a non-scientist and non-doctor, I find that an attractive and comforting proposition. I also remember that that issue was at the nub of the acrimonious debates held between the Labour Opposition and the Conservative Government on BSE. Conservative Ministers regularly pointed out that they were relying on the best medical and scientific evidence of the day, and did not feel that they could question or overrule it because it was very strong. 

Mr. Mark Field (Cities of London and Westminster): I entirely agree that that was at the nub of the issue. Of course, the main trouble at that point was that the Ministers had to make a political judgment. I think that that was the point of the hon. Member for Oxford, West and Abingdon. The medical advice is one thing, but ultimately there has to be a political judgment. Medical advice in itself is not enough, and it should not railroad the whole matter. 

Mr. Redwood: My hon. Friend pre-empts what I was about to argue. It was a perfectly good defence for Ministers to refer to the scientific and medical judgments and say that they were reluctant to take stronger action without evidence on which to base their case. Labour Ministers should remember, however, that they were strongly of the opposite view in opposition. They felt that Ministers should question, and if necessary overturn, scientific and medical advice. The Minister has to deal with that point. She seems to be trying to assert that she can do no other because she has had official advice. In this case, the official medical and scientific advice is very mixed. When the evidence is mixed, it is incumbent on a Minister to take whatever advice she sees fit, but to come to a conclusion in the public interest based on a balance of risks and a judgment of the mood of the times. 

Mr. McCabe: If we pursue his comparison, does the right hon. Gentleman accept that the difference in the BSE scenario was that the Ministers erred on the side of recklessness. In this case, the Minister may be erring on the side of caution. Is not that the lesson we should learn? 

Mr. Redwood: It is not a good idea to err at all. One must get such judgments right. I accept what the hon. Gentleman says: we are dealing with the opposite sort of case. The case of BSE is one in which, in retrospect, Ministers might have wished to stop something earlier. In this case, Ministers might be needlessly moving against a perfectly harmless product, and a perfectly reputable industry. 

In line with modern practice, we are advised by the document that there has been a regulatory impact assessment. However, that assessment is not freely available to the Committee. That is a disgrace. One of the issues that we should be debating is the impact of the decision on the livelihoods of many people who are in the business of the manufacture or retail of such products. They have a right to be heard, and the Government should have presented a formal submission to the Committee detailing how many jobs will be lost, businesses damaged, investments reduced and the other obvious consequences that would flow from such a ban. 

We have heard from my hon. Friends the Members for East Worthing and Shoreham and for Bosworth about the volume of the product that is successfully sold each year in the United Kingdom. That must represent many jobs in their manufacture, distribution and sale. 

I hope that the Minister will comment on the overall damage that the ban and the proposed parallel EU bans will do to the industry, which has suddenly been fixed on by the Government and their EU friends and colleagues as a suitable target for destruction. What has it done to deserve the regulator's wrath? Why should a perfectly successful and happy industry, with a growing band of support, suddenly be visited by the Government in such a ham-fisted and clumsy way and forced to stop doing things for which many people are grateful? 

The American authorities are extremely good at regulating pharmaceuticals and food products. There is a general feeling around the world that if one can get regulatory approval for a product in the United States of America, it will have passed an extremely severe test that will give entry to many other markets in the world without a great deal of extra hassle. I regularly talk to people who work in the food and drugs industries and am assured that the US standards are extremely high and the tests extremely tough. They are satisfied that they have received regulatory approval of great value if their products pass such tests. 

The Minister might explain why there is no feeling in the US that such products should be banned, yet we have decided that they should. I thought that she was a strong supporter of the Prime Minister. She will have noticed that he is currently in a very pro-American phase in his conduct of the nation's affairs. I would be the last person to criticise that, but perhaps she might like to show her friendliness towards his passion for all things American by getting her regulatory system into line with the American one. 

I hope that the Minister will give detailed replies to the excellent questions of my hon. Friend the Member for East Worthing and Shoreham, who was right to ask for much more detail on the medical cases and evidence, and on the volume of product being sold and the consequences of its use. I hope that she will also answer my questions about the effect that the measure will have on a flourishing, growing and interesting British industry. 

Above all, I hope that she will have some comments that I can pass on to my constituents about why she thinks that they are wrong in wishing to buy the product and enjoy its use. I shall certainly correspond with them and try to capture their attention by wider reference to the matter through the media. 

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. 

Mr. Field: I apologise to the Committee. Unfortunately, I am involved with the Mersey Tunnels Bill and the debate starts in about 12 minutes, so I shall not be here to listen to all the Minister's reply. However, I shall assiduously read it in due course. 

Several colleagues have asked the questions to which we need answers. I wish to make just a brief contribution. As my right hon. Friend the Member for Wokingham rightly said, this is, fundamentally, a matter of consumer choice. I confess that I am with Lord Salisbury, whom I believe never had to worry about kava-kava in his tea—not knowingly, at least. He said that nothing is more evident from everyday, common-sense experience than the need to distrust the views of experts. That is not to say that we should dismiss their views, but they should be properly scrutinised. 

Initially, such scrutiny is for the Minister, but it is also a responsibility of the Committee. Several of my colleagues have pointed out that more information would have been useful. There is a concern that the legislation was rushed through during a recess, but I am sure that the Minister has something to say about that. 

Above all, medical experts do not seem to be very high in the pantheon at the moment. One need only look at the headlines in today's newspapers and read about the wrongful imprisonment of Sally Clark over three and a half years to appreciate the concerns that a number of people rightly have about so-called unshakable medical evidence. 

I want to comment on the situation in the United States. My right hon. Friend the Member for Wokingham rightly pointed out that there are strict tests in place and, notwithstanding those, kava-kava has not been banned there. I am reminded of the fact that, for some two and a half years in the 1970s, saccharine, the sugar substitute, was banned in the United States as a result of medical tests that involved the equivalent of three bags of sugar in a small cup of tea being tested on rats. The move to ban kava-kava, which has not been banned in the United States, is symptomatic of a rushed and perhaps panicked decision by the Government. My hon. Friend the Member for Bosworth is obviously an expert on such matters. There has been no attempt to determine the magnitude of risk involved, which is a great concern, and the response seems somewhat extreme. 

I am a vitamin user and I use St. John's wort. I understand that sales of St. John's wort have diminished rapidly over the past few weeks as a result of the decision. Lobbying by Holland and Barrett and equivalent companies around the country suggests that bad publicity about kava-kava has meant that sales of St. John's wort have suffered. I hope that we are in a position to ensure that the Food Standards Agency, above all, acts proportionately. My instinct is that that has not happened in relation to this matter. I am a keen supporter of vitamin and other supplements in food and as medicines. 

I apologise, as I will not necessarily be here for all the Minister's response. The issue is important: it is increasingly significant to our constituents and relates to choice, as well as to an increasingly important and thriving industry in this country. 

The Parliamentary Under-Secretary of State for Health (Ms Hazel Blears): I, too, welcome you to the Chair, Miss Widdecombe. As you rightly pointed out, we are discussing the food regulations first. Members have ranged a little wider in terms of evidence, and that is entirely understandable. The scientific evidence applies to both sets of regulations in that the Food Standards Agency considered the evidence prepared by the Medicines Control Agency and the Committee on Safety of Medicines, which was then further considered by the chairman of the Committee on Toxicity. 

Clearly, the consideration of the evidence has been interlinked, so I hope that you will forgive me, Miss Widdecombe, for referring to the evidence that was the basis for the decision on medicines, which informed the decision on food. The matters were considered separately, but part of the consultation was done jointly. I will try to confine my remarks primarily to food, because we will discuss the medicines order next. 

I am delighted that we are having the debate, and the Government certainly did not intend to use the timing of the regulations to sneak out the legislation and avoid discussion. I am keen to be held to public account for decisions on public health matters. I would also like to place on record my appreciation of the great majority of traders and manufacturers who complied with the call for a voluntary ban as long ago as December 2001. 

The vast majority of products—foods and medicines—were taken off the market while the scientific evidence was considered further. Some responses to the consultation on whether there should be a legislative ban came from parts of industry, which said that some manufacturers were placed at a disadvantage because they had complied with the voluntary ban, but other products were beginning to creep back in the absence of a statutory enforceable ban. Part of the industry wanted a level playing field and said that that necessitated going for a stronger measure rather than the weaker measure of a voluntary withdrawal, which could be breached by people in the business. 

It is right for me to emphasise that we are dealing with a public health issue. Just over a week ago, we debated in the main Chamber the traditional herbal medicine directive and the food supplements directive. In that debate, it was important that we got the balance right between people's freedom of choice to use products and the serious public health risks. I was at pains to emphasise that those decisions are not easy and that we have to take into account the weight of evidence on both sides. 

The Government carefully consider and scrutinise the evidence. I am certainly not in the business of wanting to ban things and of making extreme, knee-jerk, panic reactions. I want to scrutinise the available evidence to ensure that people can have maximum choice within the confines of a scientifically safe situation in which their health and that of the wider community are not endangered. 

It is fair to say that the safety issue of kava-kava has been looked at in a careful and measured way over a year. The right hon. Member for Wokingham alleged that we had taken no action for five and a half years before making a panic reaction, but I can assure the Committee and the public that that is not the case. There has been a detailed chronological consideration of those matters ranging back to August 2000, when the Medicines Control Agency received a fax from Switzerland detailing four cases of possible hepatotoxicity associated with kava-kava. 

A further German assessment, which was reviewed by the European pharmacovigilance working party, increased concerns. The MCA discussed the matter at a herbal safety issues meeting and later in December decided that no UK action was required as no cases had occurred in the UK and the number of cases in Europe was relatively low. 

Some nine months later, the issue was again discussed in Europe. A stronger signal was raised by Germany, which had discovered more cases, and, as the hon. Member for Oxford, West and Abingdon rightly said, it is important that we take into account worldwide reports as well as UK cases. 

Tim Loughton: The Minister is talking about Germany, to which I alluded. Will she confirm that the German commission E professors signed a declaration stating that they were ''taken aback'' by the actions of the German health authority, which did not involve them in the discussions on kava-kava? The German commission E professors take the view that the risk-benefit ratio of kava-kava is positive. 

Ms Blears: I am not aware of that declaration, but concerns were raised among a number of member states. I am sure that the hon. Gentleman is aware that as recently as last week the Commission indicated that it intends to propose regulations relating to the prohibition of kava-kava. There is widespread concern among the member states about the product's safety. 

From December 2001, the issue began to become more prominent. The Committee on Safety of Medicines discussed kava-kava and hepatotoxicity, and held a meeting with herbal interest groups. There was lots of consultation and involvement with stakeholders, and the Committee on Safety of Medicines did not take decisions in secret or on the basis of a one-sided view, because it was keen to obtain information from stakeholders. 

In December 2001, there was agreement that kava-kava would be voluntarily withdrawn, and advice was issued to consumers through press releases to make them fully aware of the situation. The Food Standards Agency issued a press release supporting the MCA's action. As a precautionary measure, it advised consumers to stop using kava-kava products and issued a food hazard notice category D to local enforcement authorities to make them aware of the position. 

Over the next few months, there were further meetings with manufacturers and representatives of the herbal industry. In July 2002, the Committee on Safety of Medicines considered the latest evidence and gave further advice that the medicinal products, which we will come to when we discuss the next regulations, should be removed from the UK market on safety grounds. The Food Standards Agency, at the same time, posted renewed advice to consumers on its website and pressed the industry voluntarily to withdraw products from the market. The MCA and the FSA then undertook a lengthy public consultation from July until the end of September, setting out a range of options. 

Members have rightly asked what options, other than a full statutory ban, could ensure the safety of public health. The consultation process rightly canvassed and consulted on five options. The first was to take no new action, but continue with the voluntary ban. As I have explained, even some sectors of the industry thought that that would not be right, because some products, despite having been withdrawn, had begun to creep back on to the market. The second was to reverse the advice to industry, but the scientific evidence did not suggest that that was a good idea. 

The third option was to issue advice to local authority enforcement officers to use their powers under section 9 of the Food Safety Act 1990 to seize any products containing kava-kava that remained on sale. The consultation revealed that local authorities felt that they might be in an invidious position if they had to go out, examine a product and decide whether it was a medicine or a food on each separate occasion. Members will know that some such products can be on the borderline between medicine and food, depending on their presentation—whether, for example, they are in capsule or tea-bag form. Local authorities were concerned that, if they had to make a legal decision every time on whether food safety legislation applied, they could be open to litigation and the payment of compensation if they got it wrong. Although that use of existing legislation might have appeared to be an attractive option, it was not thought feasible in the long term. 

The fourth option was to allow the continued sale of kava-kava foods with labels carrying warnings, which the hon. Member for Bosworth mentioned. I shall come to the scientific evidence on why it is not thought appropriate in this case, but one main reason is that people's reaction to kava-kava is said to be unpredictable and, although rare, serious. Even Professor Waller says in his report that it can be ''idiosyncratic'', which suggests that it is unpredictable and that contra-indications are not clear. 

St. John's wort can have adverse effects, because it can interact with prescribed medicines. It is therefore possible to give consumers an idea of what they should and should not do when consuming that product. With kava-kava, we have an unpredictable and rare but serious possible effect, which can be idiosyncratic. It is therefore virtually impossible to predict who will be affected, in what circumstances, whether there is a safe dose and what underlying circumstances are needed. That point is important. It is difficult to put a warning label on a product without knowing in which circumstances interactions might take place. That makes this case substantially different from that of St. John's wort. The option of giving people a warning, often seen by the Government as attractive, was not felt to be suitable in the case of kava-kava foods. 

Mr. Tredinnick: If the Minister is relying on an argument of unpredictability, it is not especially strong. I fear that I shall have to go over some evidence rather more thoroughly in the next debate, as my right hon. Friend the Member for Wokingham suggested, and look at what has happened around the world. The Minister must bear in mind the number of deaths from kava-kava. Perhaps she could refer to that. 

Ms Blears: Yes, but I am simply going through the options and making it clear to the Committee that this was not a case of the Government automatically opting for the severest sanction without considering a range of sanctions that might achieve the same effect. 

The fifth option was to use a statutory instrument to put a statutory ban on the product. 

Dr. Harris: On the point that has just been raised, I am a little concerned that we are banning the product because a rare adverse effect is unpredictable. If we extended that to other areas of life where there is a small risk of something unpredictable happening, we would never get into our cars or go on trains. Are there any other bans on medical or food products based on such a small number of alleged cases and involving the rejection of labelling and no clear and specific contra-indication? 

Ms Blears: Action was taken in 1994 to remove comfrey from the market following just three case reports of liver toxicity and the publication of various articles. There is a precedent for such action in relation to comfrey. 

Mr. Redwood: Will the Minister give way? 

Ms Blears: I am keen to get on to individual cases and the scientific evidence, because that is what Members are waiting for. 

Mr. Redwood: How many cases in the United Kingdom have been established in which there was such an idiosyncratic reaction? 

Ms Blears: I shall come to United Kingdom and worldwide cases. 

The independent expert advice that we have received-- 

Mr. Tredinnick: The Minister strayed back to comfrey and I cannot let her comment pass. The removal of comfrey from the market was extremely controversial. Many people hold that comfrey is a valuable herb and that the evidence was totally unsubstantiated. She should revisit the matter, because it is an example of overreaction. Comfrey is believed by many herbalists to be an essential part of their armoury. 

Ms Blears: The independent expert advice that we have received is that in rare cases there is a risk of liver toxicity, which is unpredictable and may be serious. The advice was first given provisionally, then confirmed in the light of further evidence and in response to public consultation. That advice has been consistent throughout. 

Dr. Harris: What parts of the advice are publicly available or available to Members? Of all the meetings the Minister discussed, what minutes or non-confidential extracts of minutes are available in the public domain or to Members? 

Ms Blears: Just yesterday, we placed in the Library a range of documents relating to the available evidence in this case. I am aware of a number of items that are subject to various confidentiality provisions, but a range of documents has been provided. 

Mr. Tredinnick: On a point of order, Miss Widdecombe. Is it a breach of Standing Orders that those documents were put in the Library without Committee members being informed? If the evidence is important to the debate, surely there is a case for suspending and returning when we have had a chance to study the evidence. 

The Chairman: It is always regrettable when information that is available to Committees is not notified to members of a Committee in advance, but nothing in Standing Orders allows me to suspend in such circumstances. However, I am sure that the Minister will listen to the point and perhaps comment on it. 

Ms Blears: I certainly will. The Government had no intention of hiding any of the evidence, because it is clearly in the public interest for it to be properly scrutinised and for decisions to be made on the basis of it. 

So far, 70 cases of liver damage suspected of being associated with kava-kava consumption have been reported worldwide. The case reports originate from Switzerland, Germany, Australia, Canada, France and the USA, and four are from the United Kingdom. Of those 70, seven patients suffered irreversible liver failure and required liver transplants and four died, including two of the patients who received liver transplants. A total of 46 cases have been assessed as having either a probable or possible connection with kava-kava. The 15 cases classified as probable include reports of positive dechallenge, when patients have had liver toxicity and recover when they stop taking kava-kava, and cases of positive rechallenge, when patients have a recurrence of liver toxicity when they start taking kava-kava again. I am informed that that is strong evidence of a connection with the consumption of kava-kava. People were assessed on a causality basis in accordance with standard criteria that are acknowledged as the proper way to carry out such processes. 

Since liver damage associated with kava-kava was raised in December 2001, the Medicines Control Agency has received details of the four cases in this country, which were reported through the UK's yellow card scheme. The UK cases involved two men and two women. Three individuals had been taking kava-kava for only a few months before developing symptoms, which included jaundice, nose bleeds and abnormal liver enzyme levels. The fourth individual had been taking kava-kava intermittently for eight years and had experienced raised liver enzymes throughout that period. I am told that one of the individuals was taking no other drugs, and that the other three patients were taking medicines not associated with serious liver toxicity. Although there are few cases, they are serious. 

Members will acknowledge that it is likely that underreporting will occur with regard to herbal compounds because it is difficult to ascertain the extent of the consumption of such products as they do not fall in a formal licensed framework. It is fair to say that traditional ways of reporting adverse incidents are less likely to pick up cases in that sector than in a more formal, regulated and licensed sector. 

Dr. Harris: I am still amazed that the Minister is quoting from papers that could have been shared with members of the Committee, but were not. They were put in the Library of the House yesterday, but we were not told that they were available last night. The MCA told my office that there were no papers to look at. Will she tell us whether liver biopsies were done in the cases that she mentioned? One can get sporadic jaundice anyway, and evidence of the nature of the damage from liver biopsies would be useful. 

Ms Blears: I am not aware of any biopsy evidence. [Interruption.] In fact, a liver biopsy is being carried out in one case. 

Tim Loughton: Is? 

Ms Blears: I do not know whether the biopsy has been completed. 

As Members said, it is important that Ministers do not substitute their judgment for that of experts and scientists. Instead, they must scrutinise whether there is sufficient evidence to support the proposed action. 

Seventy reports have been made from throughout the world, and there are four from this country. It is wrong to say that there must be a specific number of incidents before the Government decide to take action. All sides acknowledge that the incidents are likely to be rare, but that they are extremely serious when they occur. Owing to the idiosyncratic and unpredictable nature of the people who might be susceptible and the dosage that might cause such damage, it is important for public health reasons to take action to try to ensure that consumers are protected. 

Mr. Tredinnick: Does the Minister think that the cases would have occurred if there had been informed labelling on the products? What is her assessment of the probability that there would not be an issue if the products had been labelled properly? 

Ms Blears: It is impossible for me to speculate about what might have happened if there had been labels and whether people would have had an adverse reaction if they had been in a specific position. Data are not available to suggest who is likely to have a reaction. If people have a reaction, it is likely to be serious. There have been several fatalities worldwide, so it is impossible and inappropriate for me to speculate on what might have happened if there had been labelling. 

Tim Loughton: That will not do. The Minister gave us five options on what course of action the Government could have taken, the fourth of which was whether better labelling with warning signs should take the place of a ban. She must have considered the merits of labelling and whether it would have had an effect on the 70 people who died—deaths that she uses as evidence, as she calls it, for an outright ban. She says that it is not for her to speculate, so the fourth option was not considered even though it was on the list. Surely she considered it. 

Ms Blears: I have already said that the question of labelling has been raised in connection with the products of St. John's wort. In that case, it was decided that labelling was appropriate, proportionate and effective because the problems were about interaction between St. John's wort and prescribed medicines. Consumers could therefore be advised that if they fell within certain categories they should not consume it. In this instance, however, we do not have data about interaction and we cannot give people warnings on which they would be entitled to rely. We might say that people taking a certain medicine should not take kava-kava, but we do not have the data to show that it would be a proper course of action. I understand that warnings were printed on labels in Germany, yet there were still some liver problems in that country. 

Mr. Mark Hendrick (Preston): Does my hon. Friend interpret the Opposition's suggestion as I do—that there should be a labelling regime that says, ''This product can cause liver failure, and is totally unpredictable'', or that something of that nature is a rational way forward? 

Ms Blears: No, I do not think that that is a rational way forward. It would be disappointing if the Opposition were to put forward such a case, because they would have taken no account of the fact that it is important to get the right balance between choice and public health. The current state of scientific knowledge means that we do not know the likely basis of such instances, but we do know that there is a causal connection with kava-kava. However, we are unable to predict a safe dosage, or the circumstances in which people can safely take it, so it would be irresponsible not to legislate.

Mr. Roger Williams (Brecon and Radnorshire): What concerns me is whether the legislation is proportionate to the problem. The Minister mentioned 70 deaths worldwide, but it is well established that other products are damaging to the liver. I refer particularly to alcohol, which causes much more extreme damage. It is known that some individuals react in a particular way to alcohol and that there is no common reaction. Would the Minister say that the Government's response is proportionate, or is alcohol the next item on the list? 

Ms Blears: At this point, we have no intention of banning alcohol, which is a great relief to many hon. Members. As with tobacco, if alcohol had been invented today, we would take a very different attitude to its becoming embedded in our culture.—[Interruption.] 

The Chairman: Order. 

Dr. Harris: The Minister is saying that labelling is useful only if it says that people who have a condition should not take it, or that they should beware of the product. That is not what labelling is for; it is meant to inform people that they should bear in mind that there could be an unpredictable and small risk. That is the nature of labels on legal products and activities that have even greater risk. Why does the Minister not use that option to inform consumers that there is a small risk; and would she quantify the risk? 

Ms Blears: I have made clear the unpredictable nature of the product, the difficulty of finding a safe dose and the difficulty of giving people sufficient warning about the circumstances in which they might suffer risk, which although rare has been agreed by Professor Waller as being serious. It is not a matter of having a few mild symptoms. Some patients have died and some had serious liver failure and had to have liver transplants. 

The balance must therefore be proportionate, taking into account the serious effects that may occur from an unpredictable reaction. In these circumstances I do not agree that labelling is sufficient to protect the public from what could be serious effects. We have to balance the effects of medicines with their benefits and if a powerful medicine is known to save lives, the balance may be different, but we are considering food regulations. Kava-kava is reputed to be useful in relieving stress and anxiety but it is not able to make such claims under current law. If there is a range of alternative products that can be used in that way it would be wrong, if a product causes serious, unpredictable effects, to allow it to continue to be sold and simply to say that it must carry a warning label. 

Mr. Redwood: Does the Minister think I would be more at risk if I took up smoking or if I drank kava-kava occasionally? 

Ms Blears: I am not prepared to speculate on the right hon. Gentleman's personal habits. He is leading me into dangerous territory and I am sure that he is capable of deciding for himself on the matter. 

Hon. Members asked what is happening in other countries, and it is important to take that into account. As I said to the hon. Member for East Worthing and Shoreham, on 23 January we received a preliminary draft proposal from the European Commission on the fortification of foods. As drafted, the proposal contains an article that will prohibit the addition to foods and the use in the manufacture of foods of several substances, including kava-kava. The proposal is at an early stage; it is not likely to come into force for some time, but it affects countries across the European Union. 

The United States, Canada and Australia, where there is a long tradition of kava-kava use, are also considering measures to remove kava-kava products from their markets. The Food Standards Australia New Zealand organisation is currently reviewing regulations for kava-kava in the food supply and considering risk management options; Australia and New Zealand are trying to harmonise regulations. Despite their longstanding tradition of using the product, they are examining closely the safety of kava-kava and considering whether it is appropriate for concentrated extracts of the substance to be added to foods as supplements, as is done in this country. The product originated in the Pacific, in the South Sea Islands, and comes from the ground-up roots of the pepper plant. Even where there is a close geographical association with the country of origin and there has been years of use, countries are considering taking steps to ensure that such products are removed from food supplements. 

Tim Loughton: How many natives of the countries where the product has been used for generations have died as a resulting of consuming it? 

Ms Blears: I do not know whether anyone from those countries is included in the 70 case reports from a range of countries, including Australia and America. If further safety information is available, the FSA will consider it. When we come to the medicines regulations I will confirm that the MCA will agree to reconsider the issue in two years' time. 

Dr. Harris: What is the situation regarding litigation? Who is liable at present? Is it different from a pharmaceutical product in that respect? 

Secondly, I accept that there is a risk of serious side effects to a few people who cannot be advised as to how they might reduce their individual risk. Why does that apply in the case of kava-kava but not in respect of peanuts, which do not have a therapeutic benefit except as a food? Why are peanuts not subject to a ban for the same reasons as kava-kava, especially as more people are likely to have a severe reaction to peanuts? 

Ms Blears: The hon. Gentleman raises an interesting point, and I would like to consider it. However, on the issue under discussion, the FSA has considered the evidence available to the MCA, and reached the opinion that the scientific evidence relating to medicines applies equally to the food products that contain kava-kava. On the basis of the FSA's consultation, its risk management process and the options that it put forward in consultation, it decided that it was appropriate to proceed with the regulations before us, and has sought to find the right balance between science and public health. 

It being one and a half hours after the commencement of the proceedings, The Chairman put the Question necessary to dispose of the proceedings, pursuant to Standing Order No. 118(5). 

Resolved, 

That the Committee has considered the Kava-kava in Food (England) Regulations 2002 (S.I., 2002, No. 3169). 

10.25 am

Tim Loughton: I beg to move, 

That the Committee has considered the Medicines for Human Use (Kava-kava) (Prohibition) Order 2002 (S.I., 2002, No. 3170). 

We have just had a full debate, but it was unfulfilling in terms of the answers that the Minister gave us. I would like to refer back to some points that have not been considered properly, and to have a second go at getting the Minister to answer many of the questions that I posed in discussion on the first measure. I had a long list of questions, and carefully listened to the Minister's response, ticking off those questions to which she gave answers, even if they were not satisfactory, and I have very few ticks on my paper. 

It is disgraceful that the information on which the Minister has based her decisions has not, as has come out during our discussions, been made available to members of the Committee. It is not helpful to tell us now that information was apparently put in the Library last night. It is, at the least, a discourtesy. When considering such a technical, detailed subject as this, it would be helpful to have sight of some of the evidence on which the Minister has based her decision. It would have been useful to have had it in good time, too, particularly as there has been a recess between when the order was made and today. The order should at least have been available in the Committee Room today. 

Committee members, with the exception of the Minister, are debating orders based on evidence to which we do not have access, although that evidence was allegedly placed in the Library, unbeknown to us, just last night, when it was too late. The regulatory impact assessment that my right hon. Friend the Member for Wokingham is concerned about was apparently placed in the Library, too. Surely it should have automatically been made available to the Committee, so that we could ask questions on behalf of our constituents. Some of them may be taking or trading the substances, and we should know the Government's estimate of the impact that kava-kava will have on some of our constituents' livelihoods. However, those documents are not available to the Committee this morning, so we are debating the orders knowing only half the story. 

It is not only hon. Members present who are concerned about what the Government are proposing to do about kava-kava. I remind the Committee that my hon. Friend the Member for Bosworth tabled early-day motion 1836 on the subject last October, and received 73 signatures from hon. Members from all parties. From the early-day motion alone, it is apparent that there is wide concern about the subject. There have also been many representations from interested parties. The Minister should have gone out of her way to make all the information as widely available as possible to the House of Commons, and that has obviously not happened. 

As hon. Members have said, when debating such a subject, we should take an evidence-based approach, and the evidence from relevant cases should be placed in the public domain. Ultimately, we need a proportionate response. That is why we prayed against the instruments. We query whether the Government's decision is proportionate to the risk that they perceive. 

My hon. Friend the Member for Bosworth is a much greater expert on these substances than any of us. He has told us that kava-kava can be used not only as a food but as a medicine. Indeed, it is a stress-management agent, which benefits many people. Its benefits are scientifically unquantifiable, but it seems from the ''evidence'' that we have been given that the risks are rather less scientifically quantifiable. As part of a risk assessment, one would like to know the substitutes to which the Government think kava-kava users will turn. Will they use other herbal remedies? If so, we may be discussing a ban in similar circumstances this time next year. Will they use prescribed drugs such as Valium, which can have many other side effects and a far greater cost? That would not be a beneficial outcome of our debate. 

It concerns me that information on the treatment of kava-kava in other countries was not available from the Food Standards Agency or the medical authorities. Instead, people in the industry had to go to the United States for information about the drug's medical benefits or disbenefits, and for Professor Waller's report, which several hon. Members have cited. I want to quote from the report's conclusion, which we must take seriously. Professor Waller states: 

''It is my opinion, based on currently available information, that kava when taken in appropriate doses for reasonable periods of time has no scientifically established potential for causing liver damage. However as with any pharmacologically active agent, there is always the possibility of drug interactions, pre-existing disease conditions and idiosyncratic or hypersensitivity reactions, which can exacerbate the toxicity of any such agent. Increased surveillance or reports of adverse effects and judicious use of kava-derived products under the conditions recommended by the natural products industry would be a most prudent approach to confirm its safety and minimize any risk of liver damage...The medical community and the general public should be made aware that concomitant intake of prescription drugs associated with liver damage, excessive alcohol consumption and pre-existing liver disease or hepatitis with compromised liver function are conditions which may preclude any kava consumption''. 

As my right hon. Friend the Member for Wokingham said, the FDA has not withdrawn kava-kava in the US and it supports voluntary industry labelling. 

I have not been convinced by the Minister's evidence, or lack of it. That is particularly true as regards my questions about what substances may cause problems when taken coincidentally with kava-kava. 

The Minister referred to the two-year review, and I have some specific questions on it. The MCA question and answer sheet explained that the decision would be reviewed in two years' time. Who sets the review period? Why is it two years? Why not one year or three years? What is the reason for setting an arbitrary review date, when the MCA has already stated that it will review the decision in the light of any new evidence? If such evidence appeared next week and categorically overrode the evidence on which the Minister has apparently based her decision, would it be at least two years before a review was triggered and the decision could be reversed? We need some explanation of the mechanics of how the decision may be changed. 

The Minister also failed to answer any of my questions about the usage of kava-kava in the UK. She has not said how many people regularly rely on it, let alone how many people use it throughout the world. She mentioned Germany and Switzerland, as I did earlier. She briefly noted that evidence from cases in those two countries had been assessed, but will she also take into consideration that previous cases of liver toxicity reportedly linked to the use of kava-kava in Germany and Switzerland have referred to the use of concentrated extracts rather than the safe traditional use of the herb? Medical herbalists use the whole plant in a specifically formulated tincture and only prescribe kava-kava after a thorough consultation. Eight out of 10 medical herbalists in the UK use kava-kava. It is most frequently used to treat anxiety, insomnia and pain caused by long-term illness. Are we comparing like with like when we compare the concentrations and recommended doses that have been used in places such as Germany and Switzerland with the good practice of herbalists in this country? 

I shall refer to what the Minister put forward as evidence. She has gone on about the implications of unpredictability and the idiosyncratic nature of the substance. That can be applied to a host of other products, which we know cause far more deaths or severe reactions in various cases. I was rather taken aback when the hon. Lady referred to comfrey as the defining supporting evidence for setting a precedent for banning a substance based on the sum total of three cases of it having an adverse effect. I think that I have comfrey growing in my garden. I shall have to weed it out before the health police knock on my door and ask to go through my herb patch. I have a penchant for rare herbs in my garden, and I am sure that in the past couple of years I have bought comfrey from a roving herbal sales vendor at an agricultural fair. I am probably creating a rope for my own neck on that one.

Mr. Tredinnick: I assure my hon. Friend that he is not making a rod for his own back. If he gets back trouble, one of the best remedies is comfrey leaves. If comfrey were more widely available on the national health service, we would cut the health service bill substantially. One would not have to go to osteopaths or chiropractors, who are now regulated by an Act of Parliament, let alone orthopaedic surgeons. 

Tim Loughton: I am tempted to arrange an illicit comfrey hooch party, and invite all my friends, who at my age are starting to get back pains and are going through the Sunday supplement advertisements looking for orthopaedic mattresses and such sad things as that. 

I was not aware of the dangers of comfrey. I was not aware that it would be cited as the precedent for the draconian action that the Minister is proposing to take in relation to kava-kava. She came up with 70 cases from around the world. She drew them from Switzerland and Germany—from where the vast majority of cases seem to come—Australia, Canada, the United States and four cases from the United Kingdom, including the unfortunate 86-year-old who died in his sleep. Of those, she said that seven had liver failure, and that two of those seven, plus another two, subsequently died. We were not told over what period those cases were taken. Was it from the past year, the past 10 years, 15 years, 20 years or whatever? 

For seven people to contract liver failure, and for four people to die over a number of years from that selection of countries, whose combined population must be in excess of 400 million, and of whom a good few hundreds of thousands over a number of years would have taken kava-kava on a regular or irregular basis, it strikes me that the hit rate is not too drastic. It certainly is not drastic enough to merit an outright ban, particularly as the Minister has no information, and has made no assessment in response to inquiries by my hon. Friend the Member for Bosworth about the beneficial effects that it brought to certain people and the disbenefits to those people of banning it, if they turned to other, stronger and potentially more dangerous substances. We are suggesting banning a substance that across most of the G7 nations and a few more, in the past few unquantifiable years, has been linked to four deaths, without the benefit of any biopsies other than one in this country, which is apparently still being carried out, so we do not know yet whether it affected the liver of that unfortunate person. On the basis of that evidence, kava-kava will be taken off the shelves and will no longer be available to many hundreds of thousands of people. I think that that evidence is pretty lightweight, which is why I am keen to debate the subject so that it may gain more oxygen of publicity outside the House of Commons. 

Mr. McCabe: Given the hon. Gentleman's concern about lightweight evidence, has he any contra-evidence, apart from Professor Waller's report, which was furnished to most Members by Holland and Barrett, a commercial company, and produced on behalf of the American Herbal Products Association and other trade associations in the United States, groups with a clear vested financial interest? In the interests of having heavyweight evidence, is there any other evidence on which the hon. Gentleman can rely? 

Tim Loughton: I shall take both interventions at once. 

Mr. Tredinnick: My hon. Friend need not trouble himself with that point, because I shall deal with it, if I catch your eye, Miss Widdecombe. 

Tim Loughton: I am sure that if the hon. Gentleman did a little research, and had a little chat with my hon. Friend, he would be enlightened. Under the hon. Gentleman's theory, I have no evidence to suggest that drinking the fizzy water that is supplied to us—with the number of nitrates that it contains—cannot do me any harm. However, no one is considering banning certain types of fizzy water. His is a nonsense argument. There have been four deaths over a number of years across most of the western world. On that basis, we would ban many more substances—regular, every-day products—than kava-kava. I fear that kava-kava will be just the tip of the iceberg of supplements, vitamins and health-related products. As my right hon. Friend the Member for Wokingham knows only too well, the EU directive on vitamins and supplements poses a grave danger, threatening to extinguish the availability of perfectly harmless products that have beneficial effects on many people, who have great faith in them. The evidence for a ban is still pretty flimsy. 

On labelling, all Members have asked whether it would be better and more proportionate to go for a better warning-label system, so that consumers can make an informed choice. It does not take rocket science to come up with a satisfactory form of words. One of the players in the industry has suggested a form of words, which I shall put to the Minister. It suggests that the label states that the product is not suitable for use during pregnancy or breastfeeding; that someone already taking a medicine should consult their health care professional before using the product; that it should not be used in combination with alcohol; that it should not be used by someone with any known liver disease or a history of hepatitis; and that people should always follow the recommended dose. 

The industry that makes a living from selling the product has done its own tests and come up with a dosage that it thinks is safe. It advises people ultimately to take advice from medical professionals, who are employed by the Minister's Department, and highlights a possible link with liver problems. We have heard about liver problems only from the Minister and the press releases. It would appear that the whole issue of health problems is linked to the liver, but the suggested wording would extend the scope of the regulations, which are very cautious. I should like the Minister to try to pick holes in the wording. Why was the wording used for St. John's wort not suitable for kava-kava? Why do we have to treat consumers as complete idiots who are unable to make informed choices? In many cases, people have been taking kava-kava for years, but now they will be unable to do so. 

I will not repeat the questions that were not answered earlier. I shall come back to some of the specific points if the Minister fails, for a second time, to respond. I should like to consider the regulations in a little more detail. I have severe problems with the workability of article 2, which refers to the 

''Prohibition of sale, supply and importation of any medicinal product consisting of or containing Piper methysticum. (known as Kava-kava)'', 

which, as the Minister has helpfully told us, is related to the pepper plant. 

Does that cover an individual bringing back a product containing kava-kava from a holiday in the South seas, where it originates? That person may not know that kava-kava is a banned substance, and the product could be for their personal, private use. What would happen if there were a raid on their house, and their bathroom drugs cabinet contained a box of kava-kava, which the Minister has on her desk and will no doubt have to incinerate before the ban comes in or risk prosecution? Does the order really mean that people will be unable to bring back small amounts of kava-kava from a country in which the ban does not operate? 

What if someone unwittingly brought home a product that contained an extract from the kava-kava plant? Potions and products contain many different elements of which kava-kava extract could easily form a tiny portion. Article 2(b) refers to 

''an extract from such a plant''. 

Can the Minister give us further details of the exact level of proposed persecution of individuals? 

Article 3(c) gives the exemptions to the prohibitions imposed by article 2. Products imported from a European economic area state are exempt if 

''the product originates in an EEA state, or originates outside the European Economic Area, but is in free circulation in member States''. 

If kava-kava products are banned throughout all EEA states rather than just EU states, and if, for example, a Baltic state, which may be in the EEA but not in the EU, does not ban kava-kava, will people be free to go to a Baltic state, buy it and bring it back? If they are stopped at customs, can they say, ''I bought it in an EEA state, which does not ban the product''? Will they then be free to take it through customs and keep it in their bathroom cabinet? When their house is raided and kava-kava is noted in their bathroom cabinet, can they plead in defence that it was bought in an EEA state where it is not banned? 

In article 3(c)(ii), another exemption is when it is in ''free circulation'' in member states. Does that mean the black market? If it is readily available at illicit kava-kava parties, does it qualify as being in free circulation in member states? We have heard recently the tragic news that Tupperware parties are to come to an end in the United Kingdom. That will cause great distress and gaps in the social calendar of many of our constituents, but I envisage kava-kava parties held in darkness behind blinds in suburban houses becoming the substitute for Tupperware parties, which we shall all miss dreadfully. Article 3(c) is exceedingly ambiguous, and I hope that the Minister will be able to put us on the straight and narrow as to which of our constituents will be collared, and which will be able to have kava-kava in their bathroom cabinet, depending on where they have chosen to take their holidays this summer. 

I refer now to article 3(d), which lists another exemption as when the product is the 

''subject of— 

(i) a product licence''. 

The Minister has made it quite clear that she does not want kava-kava to be available to anyone. Will she give some examples of where article 3(d)(i) would apply? I cannot envisage any such eventuality, given what she has said.

Mr. Redwood: If my hon. Friend reads on, he will see that the defence of constituents who had imported kava-kava from a Baltic state would have to be that they were going to re-export it, if they were to avoid being arrested by the police. That raises an interesting point. The Government are saying that it is perfectly all right to export a very hazardous substance to other places, but it is not reasonable to bring it here. The Government are discriminating adversely against foreigners by allowing export. 

Tim Loughton: That opens up a whole new line of inquiry, and highlights the weaknesses of the order. Persistent users of kava-kava who will go to any ends to smuggle it into the country could use a range of arguments to construct a defence. My mother-in-law lives in Belgium. On her greatly welcome but occasional visits she is always keen to get hold of some sort of bug killer to apply to her roses which is still available in this country but not in Belgium. I wonder whether she will be subject to arrest in Belgium if she is found to have it in her greenhouse, having bought it in this country. Will she be able to plead in her defence that it was meant for a relative who lives in another EEA country? I do not want to stray down the garden path of rose-bug killers, Miss Widdecombe, because I know that you would quickly put me back on the straight and narrow. 

I want to go into more technical matters relating to article 1. All this confusion has come about partly because of the paucity of explanatory notes to go with the thin document before us. The explanatory notes amount to just a few paragraphs on the back of the document—they are added almost as an aside. 

Mr. Tredinnick: I am reliably informed by a good authority that a whole mass of papers has appeared in the Library. It was simply impossible to digest them in the time that we had. 

Tim Loughton: We will not be able to digest anything to do with kava-kava in future, if the order is passed. Paragraph 1 of the explanatory notes states: 

''This prohibition is subject to the following exceptions—

 (a) where the product if for external use only''. 

If you will bear with me, Miss Widdecombe, external use is described under the interpretations in article 1 as: 

''application to the skin, hair, teeth, mucosa of the mouth, throat, nose, ear, eye, vagina or anal canal when a local action only is intended and extensive systemic absorption is unlikely to occur''. 

I do not want to go too far down that passage, but I foresee all sorts of grey areas to do with, for example, suppositories and massage oils. When does massage oil that is applied to the scalp to relieve anxiety and stress that is deemed to originate in the cranial area no longer benefit from the exemption and become prohibited? The measure is nonsense. 

Mr. Tredinnick: My hon. Friend, who speaks eloquently, is no doubt aware that, as part of Government policy, a professional body has been set up to try to improve the regulation of acupuncture, herbal remedies and aromatherapy and to include them in the Health Act 1999 under a system of voluntary self-regulation. It is absolute nonsense to proceed towards better regulation on the one hand but, on the other, to chop the very products that are to be better regulated. 

Tim Loughton: My hon. Friend makes a very good point. The examples that I have given are not entirely flippant. Perhaps the Minister will give me chapter and verse on how I would be bang to rights if I marketed a kava-kava scalp massage oil, which I believe would fall under the exemptions. That would not be intended as an extensive systemic but as a method of de-stressing the beneficiary. According to my reading of the regulations, that would be permissible. 

If the Minister confirms that, I may investigate setting up a kava-kava massage oil business—many other people will—which will make a nonsense of what the Government are endeavouring to do. Over-regulation encourages people to find ways to get around regulations, which completely undermines what the Government are attempting to do. The problem is that what the Government suggest is disproportionate to their identification of the risks, which is based on flimsy evidence, most of which comes from other countries and in which comparisons of doses and typical use are not made on a like-for-like basis with the use of the product in this country. 

Mr. Tredinnick: I hesitate to intervene again, because I hope to catch your eye, Miss Widdecombe, but has my hon. Friend considered the absurdity of the situation? The ban will be ineffective whatever the Government do, because people will buy the product on the internet. The danger is that they may not know what they are getting. 

Tim Loughton: That is a relevant point. I have highlighted some cases in which people could plead a defence of being able to bring the substance into the country, either through buying on the internet or in person from EEA states or beyond, for passing on to other people outside this country. That would be very difficult to check. 

What advice, let alone resources, will be given to port health authorities which already are completely deluged by the need to check the health of the additional people who are coming into the country? They will now have to check their pockets for kava-kava plant extracts and so on. 

My hon. Friend alluded to the quality control factor. Stuff coming in from dodgy backwaters—goodness knows where—could result in people using kava-kava products that are not as pure as those that are currently on offer, or products masquerading as other products that have some essence of kava-kava in them but could slip through the exceptions in the statutory instrument. That would pose an even greater danger. 

I apologise for speaking at length. The more that one considers the measures and tries to find some detail or get behind the headlines, the more disproportionate and unworkable the regulations appear to be. I hope that the Minister will properly answer the questions that I have posed and comment on the real-life scenarios that I have constructed, which would get around the regulations. That would undermine what the Government seem to be trying to do. 

Dr. Harris: It is hard to know where to start on the issue of evidence being made available to hon. Members. A form of telepathy resulted in someone in my office checking the Library following the Minister's confession that some information had been placed there. Hon. Members will be interested to hear that that was in response to parliamentary questions tabled on 16 January by the hon. Member for Epsom and Ewell (Chris Grayling), an Opposition Front-Bench colleague of the hon. Member for East Worthing and Shoreham. 

The hon. Member for Epsom and Ewell asked four questions about papers being placed in the Library. They were answered on 29 January, which is not a rapid response to a request for information that is already available to be placed in the Library. Indeed, it could be described as the last possible moment. The Minister stated that the Government had placed in the Library copies of 

''the Medicines Control Agency's letters to interest groups about kava-kava''-- 

the Librarian could not find them just now--and 

''a summary of the responses received in response to the Agency's public consultation (MLX 286)''. 

That consists of nearly 30 pages of closely written material which I have not had a chance to read in the short time since it was brought to me in the Committee. The Minister said that the Library also has 

''copies of responses received where permission has been received from the author''— 

they too could not be found by the Librarian—

''papers considered by the Committee on Safety of Medicines . . . and by the Medicines Commission''.

I have a note saying that that consisted of around 1,000 pages, which may be an exaggeration, but it was certainly hundreds; I have made a quick selection and it is difficult to wade through them. The Minister's answer also referred to the Library having 

''minutes of the meetings of the CSM held on 12 December 2001, 10 July 2002 and 16 October 2002; minutes of the meeting of the CSM's working group held on 12 March 2002; the final regulatory impact assessment''.—[Official Report, 29 January 2003; Vol. 398, c. 895W.] 

I have had a chance to glance through those, but it was rather deja vu for me because the chairman of the Committee on Safety of Medicines is Professor Alastair Breckenridge. He was my boss when I was a house officer in Liverpool, and before ward rounds I often had to mug up on matters that he had worked on. I never thought that such cramming would be necessary when considering a ban on a product used by thousands of people. That is deeply regrettable because it is clear, even from an early glance through some of the papers, that they refer to issues that we have been discussing and it would have been beneficial for us to have been able to question the Minister on her assertions. 

For example, a question and answer paper from the Medicines Control Agency, which is not titled but is dated 11 December 2002, consists of 35 questions, some of which are interesting in light of what the Minister has been saying. It states: 

''In Canada a safety investigation has concluded that there is insufficient evidence to support the safe use of Kava-kava products. Products have been recalled from all levels of the market. In the USA, action has been taken to warn consumers of the risk of live toxicity pending further investigation. A Dear Doctor letter was circulated asking doctors to investigate all cases of hepatotoxicity for the use of Kava-kava.''

That is similar to the warning options and other actions on which the Medicines Control Agency consulted. If a litigious society such as the USA is prepared to take that option, that is strong evidence that we should be willing to do the same 

The question and answer paper continued: 

''In Australia action has been taken to warn consumers of the risk of liver toxicity pending further investigation. There has been a voluntary withdrawal of over-the-counter products and a public consultation on this issue.'' 

Australia has not yet made a decision and may not go down the route that the Minister has decided for this country. It may decide that warnings are sufficient. 

Question 25 asks how strong the evidence is of a causal relationship between kava-kava and liver toxicity. That is another interesting question, and it is answered in two places in the paper. Statistically, are not some users of kava-kava bound to have liver problems? I argued earlier that the strength of the evidence is the key issue. I would advise those who do not know him not to question the judgment of Professor Breconridge as to whether there is a link. However, as the right hon. Member for Wokingham rightly said, we can question whether the political judgment based on his advice is correct or proportionate. 

Medical advisers can say whether they believe that there is a link, and how strong they think it is. When holding the Minister to account for the political judgment that she makes on the basis of such evidence, we are entitled to know how strong her medical advisers believe the link is. That is separate from going over case reports and judging whether the liver function tests have risen temporally in relation to the ingestion of the product, which would be difficult for a Committee to do. 

The MCA's answer to that question states: 

''Each case of suspected hepatotoxicity associated with Kava-kava received has been assessed for causality using standard criteria. The latest case is still being assessed.'' 

I think that that is a British case, and it may be the one that was referred to with regard to the liver biopsy. It continued: 

''No cases have been identified with a causality classification of 'certain'.'' 

Ms Blears: I said that. 

Dr. Harris: If the Minister said that, I was too busy reading ahead. The MCA continued: 

''However, 15 cases were considered to have a 'probable' relationship with Kava-kava and 30 were considered to have a 'possible' causal relationship with it. The other cases were either unassessable or considered unlikely to be related to Kava-kava usage. The strongest causality relationship related to the 'probable' cases.'' 

The Minister went on to explain that the cases included evidence of positive dechallenge and rechallenge. Positive dechallenge is the term used when a patient recovers after the agent suspected of causing the problem, such as kava-kava, is stopped, and positive rechallenge relates to cases in which the patient received kava-kava and experienced an adverse liver reaction, stopped kava-kava and recovered some time later. When kava-kava was given again, the patient experienced another episode of liver problems, confirming a link with kava-kava usage. However, that is not certain, as the Minister knows, because if a product such as kava-kava is metabolised in the liver, people who are suffering from a primary liver problem will experience a reaction when kava-kava is introduced, relief when it is stopped and another reaction when it is reintroduced. That is the category of people who it is felt should expect a contraindication and should not take kava-kava. 

There is some evidence that a warning approach such as the Minister likes—people with a condition are contraindicated to take the product—is appropriate. I return to my earlier question, which the Minister still has not answered, although there must be some data available. Consumers of kava-kava who have no obvious predisposing risk factor have a specific risk based on the 15 cases of ''probable'' and 30 of ''possible'' causality. That risk can be assessed using as the numerator the number of cases that have been identified and as the denominator the number of people taking the product. It must be possible to estimate from sales the number of people taking the product. 

I have seen a copy of a confidential letter sent to the MCA setting out how many products containing kava-kava are sold in Britain every day. I cannot remember the number, but that would give us a clue as to the denominator. The Minister could then make an educated guess as to the number of people taking the product annually, compare it with the annual number of new cases of liver damage and give us an estimated risk factor. I suspect that the risk would be significantly lower than that relating to other foodstuffs and medicines that have a close risk-to-benefit ratio, such as medicines that do not have a hugely therapeutic effect. I asked the Minister about peanut allergy. I hope that she will respond and justify why steps are being taken concerning kava-kava but not on peanut allergy. 

I asked another question that was not answered. It was about the role of animal testing for toxicity. Such testing would give us an idea of whether there is useful evidence from animal studies and whether that could be gathered before a review. The Minister has yet to tell me her attitude to that approach. 

I also asked about litigation, but the Minister has yet to explain the situation on litigation for those affected before the ban is introduced. We are discussing the MCA directive, and there is a difference between that and the ban. The MCA governs products that make health claims or that are at least felt to have a therapeutic effect. It is clear from the papers that the MCA is minded to ban the use of this product in medicines because it does not consider the risk-to-benefit ratio to be satisfactory. In other words, it has decided that there is no clear evidence of benefit in kava-kava, and that may disappoint the hon. Member for Bosworth. 

I have some papers from the library that were part of the evidence that was considered by the CSM; unfortunately, I have only every other page. That is tantalising because the conclusions on its efficacy from a paper written by Singh and Singh in ''CNS Drugs 2002'' suggest some evidence for its use, but not evidence from good prospective randomised control trials. One can understand people wanting to remove a product that is sold as beneficial to health but for which there is no strong evidence of therapeutic value and which may even be considered a risk. However, that should not apply to food if there is adequate labelling. Indeed, there is an argument that products that make health claims or that are sold as herbal medicines can also be labelled in such a way as to inform the consumer that there is no conclusive evidence of benefit and some evidence, which should be quantified, of risk. 

The adverse effect that is cited for kava-kava is unlikely to go unnoticed. Liver failure is a serious adverse effect, and those who suffer from it will generally go to their doctors. It is harder to gather information on less serious adverse effects, as those who suffer from them are less likely to report them and are unlikely to associate them with the product that they have been taking. Therefore, greater quantification is possible. The only example that the Minister could give of a small risk where there was no clear group of people that could specifically be warned was one from 1994. It is just as likely that that example was as wrong as this example appears to be or that that is a satisfactory precedent for doing what the Minister is doing. Until she can answer the questions that we have asked and until members of the Committee can examine the data, it is not possible for the Liberal Democrats to support the regulations. 

Mr. Redwood: I visited my doctor for a check-up, and he asked me whether I smoked. I said that I did not. He asked whether I drank spirits. I said that I did not. He then very helpfully said, ''Never mind, the stress will get you.'' I tell this story because it highlights the absurdity of the Minister's position. The doctor did not ask me whether I was taking kava-kava. He did not say, ''I do think that it is very important that you should not take kava-kava.'' He thought it much more important to say that I should not smoke and that I should not drink to excess. 

The Minister knows that there is enormous evidence that smoking can be very damaging to health. It is not an idiosyncratic belief that those who smoke a great deal get all sorts of heart and lung diseases—it is common knowledge. What do the Government do about that? They do not ban the sale of cigarettes. I think that the Government are right not to ban the sale of cigarettes and they are also right to spend money on telling people that smoking can, in many cases, lead to serious health risks. It is reasonable for the Government to place restrictions on the sale of cigarettes; for example, the product should not be sold to young people. It is also reasonable to make the industry put a warning on its product about the dangers. Indeed, the warning on a packet of cigarettes is scary, and it is fascinating that so many people do not value that advice. The Government live with that situation. Kava-kava is, however, nothing like tobacco. 

The Minister tells us that, to the best of her knowledge, there are a handful of cases in which symptoms that may be related to kava-kava have led to serious liver problems. There must be many more cases of serious liver problems related to drink, but the Minister does not see the need to impose a ban on drink. She may have memories of reading books about the absurdity of prohibition in the United States and how unsuccessful that was. Perhaps that is one reason why she does not wish to ban alcohol. However, she seizes on this product, which many people think is harmless, and decides that it must be regulated out of existence. I urge the Minister again to think twice and consider withdrawing the proposal. 

I am disappointed that the Minister, who is always pleasant and gracious in giving way, made no attempt to answer the serious points that I raised concerning the impact of her ban on the industry. Ministers in the Department of Health and the Department of Trade and Industry are often locked in debates and arguments about the balance of risk and possibilities. On one hand, the Department of Health would take a severe view, because it does not want anything to happen to people's lives as a result of using or taking certain products. On the other hand, the DTI would not want anything to happen to people's livelihoods. 

People are involved in making, distributing and selling the kinds of products that we are discussing. It would be interesting if the Minister could tell us a little bit more about the debate that she had with her opposite number at the DTI before proposing the ban. She has told the Committee nothing so far about how many jobs are at risk, how many businesses are involved in the manufacture and sale of the product and why she does not think that it matters very much that such activities should no longer be permitted. 

The next issue, which the Minister should tell us more about, was broached by my hon. Friend the Member for East Worthing and Shoreham in his remarks in the second debate. He pointed out that the document that we are discussing raises interesting questions about the relationship between EU member states, states in the wider European economic area and trade through and within the UK. This Government are keen to do everything at European level, so why does the Minister want to impose the ban by statutory instrument? Why is she not negotiating with the EU and the EEA to try to reach a common solution? Why is she prepared to accept a situation in which it is possible—the regulation makes this clear—for someone to import a product from a EEA member state that has not banned it, to hold it for an unspecified period of time in the UK and then re-export it, presumably to another country outside the EU and the EEA which has not seen fit to impose a ban on the product? That is muddled thinking. 

It looks as if there are considerable legal complexities and difficulties in our trade relationships around which the Minister is trying to tiptoe as she tries to square the circle of wanting a ban in Britain. She understands that there are trade commitments and patterns of trade that must continue, whether or not we ban kava-kava. The Minister must accept that we live in a connected and interdependent world. The rich and prosperous west thrives on massive trade between the different countries of the EU, the EEA and the wider rich country groupings. It is difficult for one country to impose a ban on one product and for that ban to succeed. It is also legally complex, because if there is not a good reason for the ban, the Government can face problems under international trade rules. 

My hon. Friends have made some powerful points about the complexity of enforcing the ban. The Minister has told us very little about how intrusive its enforcement would be, what penalties would be imposed, how much searching there will be to find out whether there are secret stashes of kava-kava in individuals' homes, warehouses or business premises, whether they can be segregated between re-export and domestic consumption and how the penalties will be imposed. 

The Minister has not told us how the Government would control the type of trade to which my hon. Friend the Member for East Worthing and Shoreham referred, with people gaining access to kava-kava through internet and other telecommunications links in countries where it is not banned and seeking to have it imported into the United Kingdom in disguised packages. Does she regard such threats as serious, and will there be much enforcement activity—or is she saying that she does not care less and that there will not be a serious attempt to enforce the ban? If there is an illicit trade, will she encourage the industry to shift offshore? Can she live with that? Does she simply want to know that she has done the right thing by saying that she does not want the industry conducted directly in the United Kingdom? Is that because she would be responsible for it? 

The Minister's response has been completely disproportionate, given the few isolated and worrying medical cases in which the evidence is far from sure about pointing the finger at kava-kava. My hon. Friend made the right response when he hinted that he favoured labelling. It would be sensible to do that, pending discovery of more evidence in the United States, which is undertaking a more scientific study than anything that has been attempted so far in Europe. Given the size of the country and the richness of the population in the US, more statistically significant evidence may be accumulated by doctors undertaking a proper study. 

In the meantime, the right response for the worried Minister must be to go down the labelling route, so that kava-kava is put on a par with tobacco, rather than its facing an outright ban. The form of words suggested by my hon. Friend sounded fine. It would be possible for the Minister to put even more bloodcurdling worries on the label. As tobacco products have shown, we can do that and there can still be a satisfactory trade in the product, but at least we are satisfied that people have been warned and that they have made their own decisions about the risks that they run. 

There is probably much more risk in leaving the House of Commons and walking across Parliament square without using the usual pedestrian system. Many people take their life in their hands by wheeling in and out of the traffic, but we have not yet banned that practice. The Minister is producing a ridiculous elephant to squash a mouse, but I am not sure that the mouse will do us any damage. Can we please have some answers about the impact on the industry and why we treat tobacco, alcohol and kava-kava so differently? Will the Minister loosen up a little and agree that such an idea is silly? 

Mr. Tredinnick: I shall help the Minister. Under the new procedure, she will have to come back in a week and answer the questions because I objected to the proposal to discuss the measures together. The Committee can sit for twice the time, and we cannot complete all the work today. The hon. Lady has what the French call a true basket full of crabs and they are beginning to crawl out of the top of the basket. We now find that the evidence we needed for the debate is in the Library. We have heard eloquent speeches from my hon. Friend the hon. Member for East Worthing and Shoreham and my right hon. Friend the hon. Member for Wokingham about the absurdity of kava-kava being treated as it is and being banned. 

We also have a record of the MCA trying to ban vitamin B6 and MLX 249 and of indulging in other such heavy-handed behaviour in the past. That is wrong. I can see an Opposition day debate looming. The evidence that has been produced to ban kava-kava is inconclusive. We have not even been able to touch on the documentation from Australia and New Zealand. I strongly advise the Minister to reconsider her position. In the past week, she has already thought long and hard about other issues and come up with different solutions, which have been effective. I suggest that she does the same again— 

It being twenty-five minutes past Eleven o'clock, The Chairman adjourned the Committee without Question put, pursuant to Standing Order No. 88(2) (Meetings of Standing Committees). 

Adjourned accordingly at twenty-five minutes past Eleven o'clock. 
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