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Dr Vivian Lund

Room 115b

Aviation House

125 Kingsway

London

WC2B 6NH

30th September 2002

Dear Dr Lund,

Risk proportionate regulation for the sale of foods containing or consisting of Kava-kava

Introduction

As you are aware, the NAHS has always taken the position that products should only be allowed on free sale if they do not pose an unacceptable risk to the general public in conditions of normal use.

This applies to kava-kava when used as a beverage, as it does to any other product sold under the general provisions of Food Law. We note the FSAs recent response to the acrylamide scare as including the statement, “Eating food is not a completely risk-free activity” and wonder why there now appears to be a zero-tolerance regarding the consumption of kava-kava. This is especially puzzling given the fact that consumption of kava-kava is a completely voluntary activity. 

We submit this document on the basis that the FSA will make a decision on the prohibition of kava-kava without recourse to material or data that may exist outside the parameter of the general provisions of Food Law.

The Background

Kava-kava has been used as a beverage for literally thousands of years. We are sure that you are aware of the history of this herb, so will keep our comments brief in this regard.

It has enjoyed trouble free status until very recently, when forms of kava-kava taken as a supplement were linked to reports of liver toxicity around the world. You will see from the enclosed copy of the NAHS submission to the MCA that this link is tenuous, at best.

The vanishingly small risk to public health posed by kava-kava preparations is dealt with by the simple risk management expedient of education and including suitable information on the label of the product, as follows:

“Kava-kava should not be taken if you suffer from any known liver disease, have suffered in the past from hepatitis, or drink alcohol to excess; unless on the advice of your Healthcare Professional.”

The question for the FSA would seem to be whether this label information is required on packets of kava-kava tea – not whether the product should be prohibited. 

In answering that question, it seems that in light of the FSA response to the recent acrylamide scare, it is important to determine the magnitude of the risk posed by a voluntary action such as consuming kava-kava, and then consider a range of reasonable risk management options bearing in mind the well established principle of, “As Low As Reasonably Practicable.”

The Evidence

We are only aware of two cases within the UK that involve reports of liver toxicity associated with drinking kava-kava tea.

There are a further five cases from America, which will also be discussed.

None of this data has been provided by the FSA, and we could only obtain the redacted medical records from America by requesting them ourselves, as the MCA refused to provide us with the data.

Case Number 56 (MCA Reference)

This involves a 56-year-old female who was drinking “600mg in a tea 4/day for 6 months”, along with “Psyllium, Vit B6, Vit E, St John's wort, phytoestrogen”. Is this 600 mg of herb or extract? If extract, it is unlikely to have been a tea. If herb, then there is a plethora of history of safe use to demonstrate that 600 mg is well within safe limits of consumption.

After six months, the patient developed “Nausea, vomiting, jaundice, increased LFTs, Stage 3 hepatic encephalopathy.”
The MCA state that “Other aetiologies for liver disease excluded. No alcohol in 5 years.” And yet they cannot state the outcome of the case! One has to wonder how the MCA can be so bold as to state that there was no other possible cause for the liver problems when they don’t even know if this lady is currently alive or dead.

On what basis has the MCA made these statements? Were there laboratory test results? If so, where are they?

There has been absolutely no evidence presented by the MCA to support the assertions made. As such, they are truly valueless and defy the MCA’s own criteria for establishing causality.

Case Number 59 (MCA Reference)

This involves a 39 year old female who was consuming kava-kava “(128mg kava in 55% kavalactone extraction), celestial Kava tea (60mg kava in 30% kavalactone extraction)”
The terminology is confusing, as we fail to see how a teabag could contain either 55% or 30% extractions. Kava-kava tea is presented as a herb, and the herb does not contain extractions. This leads us to conclude that the data is corrupt, or misrepresented. It is certainly not reliable.

However, this patient is also on “Oral contraception, albuterol, benedryl, tetracycline” so we find it quite amazing that kava-kava tea(?) can be blamed for the onset of  “tired, flu-like symptoms, jaundice” after six months, when she was also taking pharmaceutical medications that are known to affect liver function.

The MCA claim that this lady “Recovered after Kava stopped” and that it took “4 weeks for LFTs to return to normal”. Did the lady also stop taking some of the medication? As can be seen from the NAHS submission to the MCA, some of the evidence has been compiled in an astonishingly incompetent manner. Again, this case fails MCA’s own causality criteria.

Case Number 12932 (FDA Reference)

This case involves an 86 year old male who “…drank tea and “never woke up”…”. It is astonishing that this single cup of a herbal tea containing Siberian ginseng, chamomile, kava-kava, schisandra, vitamin C and green tea (decaf) could ever be considered to have killed someone.

However, when you learn that this very elderly gentleman was suffering from congestive heart failure and was taking unspecified medication for high blood pressure and gout, together with insulin and unspecified diuretics, you begin to wonder as to the sanity of the FDA official who classed this as a death that has possibly been caused by the ingestion of kava-kava.

Even worse, the report was taken over the phone, and the reporting individual was a non-health professional. There was no follow-up, no clinical investigation, no laboratory test results and yet, unbelievably, this case remains on the FDA files.

We consider that this case can be safely dismissed. 

Case Number 13790 (FDA Reference)

This case involves a 17 year old female that was reported to have “…blacked out; felt drugged and dizzy; vision unclear; muscles flaccid; pounding headache…”
A non-health professional filed the report, yet again, and there is no record of any pre-existing medical conditions. The supposedly dangerous cocktail responsible for these symptoms were a kava-kava beverage that included the fruit juices “apple, coconut, pineapple, etc.”

There are no other details recorded, and once more we can only express our concern that the FDA records this as a possible adverse effect related to the ingestion of kava-kava.

Case Number 14627 (FDA Reference)

This involves a 14 year old female that developed scleral icterus, hepatitis and required a liver transplant.

There were no known pre-existing medical conditions, and the girl was consuming “Celestial Seasonings Tension Tamer Extra and CSSleepytime Tea Extra (both tablets; both w/ kava)” This is puzzling as herbal teas do not come in tablet form and the veracity of this evidence is once more questioned.

We have included below a section of a published report into this case, KAVA-INDUCED FULMINANT HEPATIC FAILURE, John V Campo MD, Joanne McNabb RN, James M Perel PhD:  Journal of the American Academy of Child and Adolescent Psychiatry Volume 41, Number 6, June 2002.

“We report the case of a 14-year-old girl who developed fulminant hepatitis and hepatic failure requiring liver transplantation after taking a commercially available kava preparation for anxiety, presumably at the recommended dosage over a 3-month period.”

Note that the physicians reporting this most serious event have no idea what product the subject was taking, or in what dosage. They “presume” that it was at the recommended dose. How can they possibly presume such a thing; especially when they are impugning the good name of a herbal product with a very long history of safe use?

They are prepared to implicate kava-kava in a very serious medical event without any concrete evidence whatsoever that it was the kava-kava. 

They further state that,

“Her medical history was unremarkable aside from frequent anxiety and worry, and the child was not using other medications, alcohol, inhalants, or illicit drugs.”

So we have a young child with recorded anxiety states, and they are absolutely confident that no other substance was being used than kava-kava. How do they know? There is no suggestion that they checked for illegal substances or prescription drugs in her system, so how do they know?

This case, whilst tragic, cannot be relied upon as evidence that kava-kava causes liver damage.

Case Number 15281 (FDA Reference)

This case involves a 27 year old female that developed “jaundice; nausea; vomiting; ascites; abdominal pain; dark urine; elevated liver enzymes; stage 3 hepatic encephalopathy possible”.

The report states that other etiologies were excluded (without detailing how) and that the only pre-existing medical condition was an abdominal hysterectomy. She was consuming a kava-kava containing tablet at 600mg per day and a kava-kava containing tea.

She also took psyllium; vitamin B6; vitamin E; St John’s wort, and a tablet containing Mexican yam, black cohosh and dong quai.

The reporting physician makes a point of stating on the report that he and his colleagues “…have done extensive [his emphasis] research on Kava hepatotoxicity and plan to submit the case as a report for publication.” To date, we have no knowledge of such a paper. Perhaps they decided that there was no evidence that kava-kava was involved in this case?

Certainly the evidence is incomplete and weak. When was the hysterectomy? Why was it required? The combination of kava-kava tablet and tea is a confounding factor, as well as the other supplements and whatever else the lady was taking.

Case Number 15466 (FDA Reference)

This case involves a 39 year old female that felt “tired; flu-like symptoms; jaundice; hepatitis; lab work normalized after 4 weeks; no hospitalisation”. She previously suffered from asthma and allergies to dogs and dust. 

She was taking a kava-kava extract (128 mg, 55% kavalactones) and drinking a kava-kava tea, both at an unknown rate of consumption. She was also taking Albuterol as needed; Benadryl as needed, and tetracycline twice per day, including once right before the event.

What you find out when you read the redacted medical records of this case is that although the symptoms disappeared when the suspected product was stopped, the patient recommenced taking kava-kava and the symptoms did not reappear. Nor did they reappear when the patient took different products that contained kava-kava.

The patient did not require treatment to recover, and was not hospitalized, although the event was recorded as life threatening. The report was taken over the telephone.

This is hardly compelling evidence that would withstand the rigours of an independent enquiry. We would contend that none of these cases would withstand the rigours of an independent enquiry.

Summary

So what do we have? Seven cases, in the entire world, of supposed toxicity resulting from the consumption of a popular beverage. Without considering the merits of the above cases it is clear that there is no case whatsoever for prohibiting the sale of any food that consists or contains kava-kava.

To put the total of all kava incidents around the globe into context, it has been conservatively estimated that over 250 million doses of kava extract have been sold over the past decade with only a single death associated with kava use with any degree of certainty (see the Dr Schmidt Report). There will be an even larger number of cups of tea consumed in addition, but let’s refrain from speculation.

Assuming 2.5 doses per day average, this represents 100 million days of use per death, or alternatively, one death per 273,972 person years.
The United Kingdom had an estimated population of 59,647,790 people in July 2001. (http://www.cia.gov/cia/publications/factbook). The death rate is estimated at 10.35 deaths per 1,000 of the population, or one death per 96 people per year.

So the overall risk of living in the UK is that every single year, one person will die for around every 100 people that you know.

Kava-kava might possibly kill someone out of every 100 people that you know in just under 3,000 years - if they were all consuming kava-kava preparations!

However, notwithstanding the extreme unlikelihood of dying from consumption of kava-kava, the preferred risk management option of the FSA seems to be to completely prohibit the sale and/or supply of kava-kava which is the most extreme risk management option available, with no consideration of the fact that the risk, albeit exceedingly low, is voluntary, and able to be reduced to even more acceptable levels by education, labelling and a caution statement. There does not seem to have been any attempt to determine the magnitude of the risk involved, nor application of the ‘As Low As Reasonably Practicable’ principle.

Conclusion

The proposal of the FSA to prohibit the sale of kava-kava as a foodstuff does not appear to be based on the available facts. Moreover, the facts used in evidence are incomplete. The risk management decision proposed by the FSA defies logic and appears to rely upon the MCAs exploration and interpretation of the data.

The MCA are unable to regulate food, so we are obliged to ask what independent examination of the data has been made by the FSA? 

Section 8(2)(b) of the Food Standards Act 1999 states that the FSA should be "…carrying out, commissioning or co-ordinating research on those [food safety] matters…  ".
Please provide copies of any documentation that relate to such activity in relation to kava-kava.

Section 23 of the Food Standards Act 1999 requires that the Agency must act in a proportionate manner by taking account of risks, costs and benefits, as well as of any advice it receives from its advisory committees.

Also contained within the Act is the statement that the Agency, in considering whether or not to exercise any power, or the manner in which to exercise any power, shall take into account (among other things)-

a) the nature and magnitude of any risks to public health, or other risks, which are relevant to the decision (including any uncertainty as to the adequacy or reliability of the available information);

b) the likely costs and benefits of the exercise or non-exercise of the power or its exercise in any manner which the Agency is considering; and

c) any relevant advice or information given to it by an advisory committee (whether or not given at the Agency's request).

Has the FSA determined the magnitude of any risks posed by the consumption of kava-kava as a beverage? Please provide any documents that relate to these considerations.
In its comments on the recent acrylamide scare, the FSA states, “The FSA believes that exposure to DNA damaging carcinogens such as acrylamide should be as low as reasonably practicable. [Our emphasis]” We agree, and consider that this should also be the FSA position on the consumption of kava-kava as a food.

The FSA undertook its own study to see if it could replicate the Swedish finding on some UK foods. The UK results were very similar to the Swedish findings. In answering the question, "How serious a risk is acrylamide to human health?” the FSA states, “Eating is not a completely risk-free activity.” We agree.

In answering the question, “Can we measure the risk to human health?” the FSA states,

“The UK independent Committee on Carcinogenicity of Chemicals in Food,

Consumer Products and the Environment (COC)....advises that exposure to DNA damaging carcinogens such as acrylamide should be as low as reasonably practicable [our emphasis]. We do not allow such carcinogens to be added to food. If they are found to occur naturally, then we will take action to determine what is reasonably practicable in order to apply this principle.”
With regards to consumption of hitherto safe kava-kava, what action has the FSA taken to determine what is reasonably practicable in order to apply this principle of ALARP?

The attached risk analysis undertaken by a five person scientific review, including the deputy chair of the Codex Risk Management Taskforce, provides the FSA with an example of best practice in a similar situation. (Report on the Findings of the Bee Product Warning Scientific Review Working Group. August 1999.)
The NAHS asks that the FSA take a close look at the report and use it as a benchmark in its considerations of the risk management options regarding the voluntary consumption of kava-kava. 

We reiterate our recommendation to the MCA that industry should be permitted to state on the label of products containing appreciable amounts of kava-kava the following:

“Kava-kava should not be taken if you suffer from any known liver disease, have suffered in the past from hepatitis, or drink alcohol to excess; unless on the advice of your Healthcare Professional.”
This obviates the minimal risk that kava-kava poses (nothing in life is completely risk free) and informs the consumer adequately. In other words, labelling information is the only responsible risk-management option that both adequately protects the public, and is proportionate to both the risk, and also to the industry.

The question for the FSA would seem to be, “Is this risk-management option necessary for kava-kava consumed as a food?” 

In other words, we consider that labelling information is the maximum responsible risk-management option that both adequately protects the public, and is also proportionate to both the risk, and to the industry.

We do hope that these comments are helpful to you in your deliberations, and look forward to receiving the requested documentation in due course.

Yours sincerely,

Ralph A Pike

Association Director

ac. Alexandra Williamson, Medicines Control Agency

enc.
NAHS Submission to the MCA re MLX 286

Report on the Findings of the Bee Product Warning Scientific Review Working Group. August 1999.
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