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Patients - Consumers - Citizens

The Resource Centre
356 Holloway Road, London N7 6PA
10am -4pm Wednesday 19th November 2003

Notes from a Talk by Millie Kieve APRIL charity (Adverse Psychiatric Reactions Information Link) www.april.org.uk given at a meeting of the Socialist Health Association and now included on their web site: www.sochealth.co.uk
Patient choice would be fine thing if we had the ability, knowledge and understanding  needed to make the informed choices we so desire. Partnerships and patient choice is currently a fashionable topic. Will it ever be a reality?

In the area of drug treatment and anaesthesia, the patients have little opportunity to make an informed choice. We are given too little information about the risks versus benefits of treatment. 

Psychiatric Adverse Drug Reactions (ADRs) to non-psychiatric medication, or to psychotropic drugs, are often mistaken for new illness resulting in cascades of new drugs instead of withdrawal of the causation.

Drugs can save lives and some medication can make living with long-term conditions possible. The same drugs, if inappropriately prescribed or given to a patient unable to cope with the dose or the drug, may cause severe ADRs.

Some of us have chosen the path of researching for available information, and have gained knowledge about the way drugs work or don’t work. Together with the knowledge of our own and our family’s normal condition and behaviour we may be alerted to early warning signs of ADRs.

Involvement in treatment reduction or withdrawal decisions for a family member is sometimes unwelcome. Ignoring the concerns of family and patient about the adverse effects of medication has unfortunately resulted in possibly avoidable crisis and even death.

Many carers complain that doctors ignore their requests for medication review or reduction.

I am constantly hearing from people denied any say in the drugging of their elderly parents in care homes. The parents of autistic or Asperger syndrome young adults, who have had serious adverse reactions to psychotropic drugs, are desperately seeking a review of the harms caused by this kind of treatment.

Long term iatrogenic (treatment induced) illness, emergency hospital admissions, long stays in psychiatric units and deaths by suicide or accident are reported to me every day.
Personal experience

For 8 years since the untimely death of my daughter Karen, I have done research, and founded a charity helping thousands of individuals. I have organised an International conference, tried to create awareness among the public and contributed to many government health inquiries. 

My daughter had severe reactions to a number of drugs prescribed for non-psychiatric conditions and to anaesthesia. Karen then suffered from the debilitating adverse effects of the psychiatric drugs used to treat the original ADRs.

We had no written information or verbal warnings of risks and no way of reporting the ADRS. 

Only since 1999 has EU law required  Patient Information Leaflets (PILs) to be provided with all medication. Some of these still omit warnings about the danger of sudden withdrawal, or clear information about the risk of psychiatric ADRs.

Patient Reports of adverse drug reactions from patients are still not accepted in the UK. The submission of reports by health professionals, of a maximum of 10% of serious ADRs does not give a realistic picture of the extent of the problems occurring in the community.
Millions of pounds are spent due to emergency admissions and treatment for ADRs and illness caused by sudden withdrawal from addictive medication in hospitals as well as in primary care. The immense personal cost of devastated family life, wrecked careers, and the emotional effect on families, friends and work colleagues is rarely evaluated. 

Official statistics of 10,000 serious ADR incidents in NHS hospitals included in the  Department of Health (D of H) report “An Organisation with a Memory” maybe just the tip of the iceberg.

The Government are spending millions on new D of H agencies.  There is much talk about improving patient safety, compliance and involvement, yet still the problem of ADRs is not being addressed by such agencies as the National Patient Safety Agency (NPSA)
The remit of the NPSA is only to investigate unusual adverse incidents and they say the responsibility for monitoring ‘expected’, even serious ADRs belongs to the Medicines and Healthcare products Regulatory Agency (MHRA) which in April 2003 replaced the Medicines Control Agency (MCA) and includes the Committee on Safety of Medicines (CSM). Drug safety monitoring and regulation, is the responsibility of the MHRA, an organisation most of whose work is funded by the industry it regulates. 

Following a BBC Panorama programme highlighting the adverse effects and withdrawal problems of the SSRI antidepressant Seroxat, (also known as Paxil or paroxetine), many of the over 1300 people who e-mailed Panorama after the programme, were asked to submit detailed information on special Yellow Cards designed by Mind, to be submitted to the MHRA.
A recent study by experts Dr Andrew Herxheimer and Charles Medawar, examined the MHRA monitoring and evaluation of all reports for the drug Seroxat. They concluded that “miscoding and flawed analysis of the Yellow Card reports has led to underestimation of the risk of suicidal behaviour on these drugs.” 

The full report in the International Journal of Risk & Safety in Medicine   can be accessed via the web site www.socialaudit.org.uk 

.Akathisia (mental and physical agitation) is an ADR that may lead to self-harm, thoughts of suicide, suicide attempts, death by suicide or accident, violence or homicide 

The National Suicide Prevention Strategy for England does not include a warning, or even mention the need to monitor suicidal patients for the possibility that they may be suffering from akathisia. 

The Oxford Centre for Suicide Research has no plans to include medication-induced suicide or problems due to akathisia in their research.

The D of H National Service Framework does not include warnings for health professionals to be aware of the possibility that ADRs to medication may be causing depression, agitation, mania, violence, akathisia, suicidal ideation, anorexia, or confusion and dementia in the elderly.

Off Licence Prescribing

Many drugs are prescribed ‘off licence’, that is they have never been tested in clinical trials for the condition, or possibly for a particular group of patients. Clinicians frequently prescribe ‘off licence’ for children, drugs that have not been tested on young people. Due to the lack of guidelines, the dose prescribed for a child is left to the individual judgement of the clinician. ‘Off licence’ prescriptions are unregulated and information about them is not collected.

Soon after the publicity surrounding the Panorama programme, ‘off licence’ prescribing of two specific antidepressants Seroxat and Effexor for people under 18 was banned. Statistics from pharmaceutical company clinical trials in children and adolescents had suddenly come to light, which showed evidence of a higher suicide risk for those under 18 when taking these drugs. 

Sarah Boseley, in an article in the Guardian September 20th 2002 stated

“ There are around 50,000 children, some as young as six, on antidepressants in the UK, the Guardian has learned. Last year, doctors wrote 170,000 prescriptions of the drugs for children under 18, even though many experts say counselling and talking therapies work better. Just as with Seroxat, the GlaxoSmithKline drug banned in June, studies have shown that Efexor can cause children to have suicidal thoughts or to become hostile, a word which in the context of clinical trials can mean homicidal. Experts at the Medicines and Healthcare products Regulatory Agency (MHRA), which licenses drugs in the UK, are urging that children should not stop taking either drug suddenly, but should consult their doctor. 

The announcement raises a number of serious and urgent questions about the conduct of the pharmaceutical industry, the use of drugs in children and the ability of the MHRA to police the drug companies and safeguard public health. 

Data which suggests the drugs could be causing children to feel murderous and suicidal has been in drug company hands for several years. The studies on these two drugs and others were carried out in the mid to late-1990s, after the Food and Drug Administration in the United States asked for efficacy and safety data because of the rapidly increasing number of children being prescribed antidepressants. 

Glaxo is already under investigation by the UK regulators for failing to hand over data showing the suicide risks earlier. One of Wyeth's four studies in depressed and anxious children was published in 1997. Yesterday a spokesman for the company refused to give the dates of the other unpublished trials. “

 end of quote from ‘The Guardian’
A November 2002 ‘Early Day Motion’ in the House of Commons was concerned about ‘off licence’ prescribing to children. It read as follows:

“That this House welcomes the publication of 'Surveillance for fatal suspected adverse drug reactions in the United Kingdom' by A. Clarkson and I. Choonara which aimed to determine the nature and number of suspected adverse drug reactions associated with children reported through the yellow card scheme; is concerned that there were 331 deaths with 390 suspected medicines; notes that overall the benefits of all the drugs listed are likely to be far greater than risks; but hopes most earnestly that paediatricians will learn from the prime message of the paper that they should make themselves aware of guidelines which recommend avoiding certain medication in high risk groups; and further calls on the Medicines Control Agency to recognise, as the report states in its opening sentence, that the toxicity of medicines in children is clearly different from that in adults by introducing new and specific testing procedures for medicines prescribed to children.”

The MHRA should be regulating the safety of drugs, yet only acted on the evidence of the risks to children after it set up a working group to review the antidepressants following the Panorama expose. MHRA officials apparently see only a summary of the trial results from the manufacturers and only when the company is seeking a licence. 

Dr David Healy, Dr Andrew Herxheimer and Mr Charles Medawar, have been voicing their concerns for years, about the risk of suicide for patients suffering adverse effects and withdrawal effects of SSRI antidepressants. If not for their tireless work and the efforts of the BBC Panorama programme, the increase in prescribing antidepressants, often for conditions unrelated to clinical depression and for children as young as six would have continued.

Hopefully the message will get through now to the many psychiatrists and GPs who have previously increased the dose for patients suffering from akathisia and other obvious ADRs in the belief that their ‘condition’ would be helped by the very drug that was causing the problems.

No investigation into the way these drugs were licensed would be taking place if it were not for the efforts of just a few concerned people. To all those afraid of stepping on toes,  I would say “We cannot bring back the dead children but we can make more of an effort to protect the living”. Please make your voices heard.

We should be demanding as a right for patients and for the overstretched medical profession, that the  ‘Safety of Medicines’ should be regulated by an independent body with no connections to the pharmaceutical industry and that clinical trials should be scrutinised by people who care more about safety than profits. Serious Adverse Events (SAEs) and withdrawal problems during and after clinical trials should not be surrounded by secrecy as is currently the case. 

Following the announcement of an investigation in the UK, the American Food and Drug Administration (FDA) announced a meeting to hear evidence from the public about SSRI antidepressants, to be held in New York in Feb 2004. 

Pharmacogenetics

Some people, who lack certain enzymes needed to break down and inactivate the medication, will quickly have toxic levels in their body, even when taking normal (therapeutic) doses. 

An enzyme in the cytochrome P50 group known as CYP2D6 is known to be lacking in some   4 – 5 million people in the UK and is needed for 50 of the most commonly prescribed drugs, including cardiovascular and antidepressant drugs among others.

There are no Department of Health plans yet in the pipeline for testing people thought to be vulnerable, let alone the whole population. These tests, however, are being used to identify suitable and unsuitable people for drug trials. If you want to find out more about pharmacogenetics go to www.nuffieldbioethics.org           

It is important to understand that psychological adverse effects of medication can affect anyone. Many people who have never had any psychiatric illness or appeared vulnerable or likely to suffer from mental illness will suffer from psychiatric adverse reactions to medication prescribed for physical complaints or anaesthesia. 

It may not touch you today but could in the future. If you look back, there may have been someone in your circle of family and friends who had been affected. Awareness now may prevent a future catastrophe. 

WARNING

NEVER STOP ANY MEDICATION SUDDENLY WITHOUT CONSULTING A CLINICIAN. Stopping steroids, antidepressants, benzodiazepine (muscle relaxants, tranquillisers and sleeping pills), psychotropic drugs and some pain-killers too quickly can be a danger to life
 Millie Kieve November/December 2003
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