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Proposal for a pilot trial of Alpha-stim for
better mental health
1 Summary
Alpha-stim is an American non-drug treatment for anxiety, insomnia, depression and pain management in
a portable medical device the size of a mobile phone, used worldwide by physicians, healthcare
professionals, and more than 100 American Veterans Affairs and Military Centers. It passes a tiny electrical
current between electrodes clipped on to your ear lobes to calm your brain waves to alpha (around 10 HZ)
rather than excitable beta (20 HZ) or depressed theta (5 HZ) It was developed in Texas USA from 1981, and
over 100 trials in USA found that 9 out of 10 people received permanent benefit if used daily for 20
minutes for 3 weeks. The company is now marketing it in England, and had a stand at the New Savoy
conference on 21-22.3.18, entitled ‘A new deal for depression’. Seeking a drug-free treatment for mental
sickness and addiction, I bought one for £520, have been testing it on my friends and family, who tell me
that it gives a similar feeling to drugs, but without side effects. The company has now offered me the free
loan of these devices for a trial in Hove, hence this paper proposing a pilot trial, which if successful could
lead to a full trial.
2 What is the object of this pilot trial?
The object of this trial is to discover whether Alpha-stim helps people to manage mental sickness (low
mood, intrusive thoughts, cravings, etc) as a substitute for drugs (street or prescription)
3 How do I apply to participate in this trial?
Apply to John Kapp to meet him at Essence, 86, Church Rd Hove, opposite Hove town hall, where you can
register for the trial, by giving your name and address, and fill in a mood questionnaire and other
paperwork. He will instruct you on how to use the device, and give you a notebook in which to record how
you feel. He will lend you an Alpha-stim device for you to use at home for the duration of the trial (up to 3
months) when you will return the device to us, and fill in the same mood questionnaire, and other
paperwork, so that your results can be evaluated. You will be invited to follow up sessions after 3 months
and a year, to see what happens over time. When the results are published, we will inform you, so that
you can access a copy.
4 How do I use Alpha-stim during the trial?
Whenever you feel low mood, intrusive thoughts, hearing voices or crave a drug, wet the pads on the clips
to get good conductivity, and clip them on to your ear lobes. Switch the device on, and adjust the
amplitude so that it is the right strength, and not uncomfortable. Continue with your normal activity, but
do not drive, or operate machinery. The device switches off automatically after 20 minutes, but if you still
have the feeling, repeat the 20 minute session, or set the device for 40 or 60 minutes sessions. You cannot
overdose with Alpha-stim.

5 What is Alpha-stim?
Alpha-stim is described in a 12 page brochure, available on request, and on the company’s website,
(www.alpha-stim.com) from which the following information was copied. It was invented in Texas USA in
1981, and is manufactured by Electromedical Products International Inc (www.epii.co.uk) It is a medical
device used worldwide by physicians, healthcare professionals, and more than 100 American Veterans
Affairs and Military Centers. The technology is used as an effective non-pharmacological choice for the
treatment of anxiety, insomnia, depression and pain management. It can be used in a clinical setting or for
home use. Alpha-stim is regulated by the Food and Drug Administration (FDA) in the USA, and is approved
in many other countries, including having a CE mark for Europe. Doctor and patient surveys shows that it
has helped over 90 % of patients who tried it, and it is supported by over 100 independent research studies
and published reports.
6 Could Alpha-stim reduce the epidemic of depression?
Perhaps, as this is one of the questions that this trial is hoping to answer. Depression has been rising
rapidly, and now an average of 1 in 10 in England, and 30,000 in Brighton and Hove have been diagnosed
with it, and put on antidepressants for it. The world Health Organisation forecasts it to soon become the
biggest disease burden for humanity. However, antidepressants just mask the symptoms, which is why
NICE guidelines recommend talking therapies for mild to moderate depression. However, waiting times for
talking therapy are long (typical 6 months) because there are not enough talking therapists, and it takes
years to train them. However, Alpha-stim is a drug-free alternative treatment which could be administered
by untrained staff within a few days, so if this trial shows it to be effective, devices could be made available
in GP surgeries, and GPs could prescribe Alpha-stim instead of drugs.
7 Has Alpha-stim been trialed in England?
Yes. The company ran the first trial in the UK to see whether Alpha-stim could be integrated into the
Improving Access to Psychological Therapies (IAPT) services in Leicestershire from Sept 2016 to Sept 2017,
which includes follow ups, so the results have not yet been fully evaluated or published. However, interim
results were given in a paper by Prof Richard Morris tabled at the conference on 21.3.18, titled ‘Clinical
Effects of Alpha-stim Neuromodulation’, which included the name of the head of Leicestershire IAPT, Peter
Caunt. The following figures were extracted from it, with my emphasis.
8 What are the preliminary results from the Leicestershire study?
161 patients who had been diagnosed with General Anxiety Disorder (GAD) (baseline 15.6 on GAD7)
started the study.
a) Flow through the study
137 (78%) completed at least 6 weeks treatment with Alpha-stim.
40 (25%) opted for step 3 before 6 weeks.
52 (32%) had step 3 psychological treatment by 12 weeks overall.

45 28%) actively withdrew from the study by 12 weeks.

b) Remission, Reliable improvement, and Recovery at 12 weeks
76 (47%) remission (7 or less on GAD7)
102 ( 63%) reliable improvement (5 point drop in GAD7)
72 (47%) recovery (7 or less, and a 5 point drop in GAD7)
0 reliable deterioration.
Step 3 high intensity recovery 49%, 6.6% reliable deterioration.
c) Conclusions
In routine IAPT, Alpha-stim is acceptable and well tolerated.
Clinical effects after 4 weeks and sustained over 12 weeks.
63% clinically significant improvement, 47% remission similar to step 3.
61% of patients who had no step 3 reached remission by 12 weeks - a huge difference in workload for
IAPT services.
9 What conclusions do you draw from these preliminary results?
The CBT interventions provided by Brighton and Hove Wellbeing Service in 2016/17 recorded an average of
37% recovery rate, whereas the Leicestershire trial with Alpha-stim reported 47% recovery rate, which is
10% points better. It also recorded 63% reliable remission. I do not know what Leicestershire’s recovery
rates were without Alpha-stim, but I would like to know how much of this recovery Alpha-stim contributed.
10 What was the cost per patient of Alpha-stim?
I asked Steve Hutchinson on the phone what the cost per patient was, and he said £60. The average cost
per patients treated in the Brighton and Hove Wellbeing Service was about £700 in 2016/17, so I would like
to know what benefit to cost ratio was in Leicestershire’s trial of Alpha-stim, so that we can make a
business case for Alpha-stim. He kindly offered to freely lend Alpha-stim devices for a trial in Brighton and
Hove, hence this paper.
11 Could Alpha-stim be just placebo effect?
No, because the paper tabled at the above conference mentioned the results of a double blind sham
controlled trial of Alpha-stim on 115 US volunteers (108 complete) which showed significant divergence of
13.37 compared to 19.99 adjusted mean from baseline after 5 weeks, proving that it has a real effect, and
is not just a placebo.
12 Could antidepressants be no better than street drugs such as alcohol?
All treatments should be evidence based by being subject to being properly tested by clinical trials.
13 BBC 1 TV documentary ‘The doctor who gave up drugs’

The second series of this documentary was shown on Wed evenings at 9pm on BBC1. The first session
(shown on 23.5.18) said that Ritalin is given to 60,000 hyperactive children diagnosed with Attention
Deficit Hyperactivity Disorder (ADHD) which calms them down, and makes them easier to manage, but has
harmful side effects (including making them zombies and stunting their growth). Trials have shown them to
have no long term benefit. The programme showed 6 children with their mothers being given a 6 weeks
mindfulness course, which enabled one boy to manage school without the drug, who said with light in his
eyes that learning mindfulness ‘made him feel himself again’.
14 Have you tried Alpha-stim on yourself and others?
Yes, I have tried it on myself 6 times already, at different intensities. I felt as if I was rocking on a small
boat, which was not unpleasant, as I used to do a lot of small boat sailing on the sea, and it had a calming
effect on my mood. My wife tried it at setting 3, and continued the full 20 minutes, but felt ‘drugged,
shaky, ill, woosey in the head, pain in the chest, nauseated’, and nearly threw up when she walked about.
These symptoms did not stop immediately the treatment ceased, but gradually reduced to nothing over
the next hour. She is a bad sailor, feeling sick on any boat or ship. Two of my former clients (A and J) tried it
who I had helped to become clean for 5 years after 20 years of addiction to heroin. They said that ‘it
reminded them of the drugs they had been on’, and agreed that it might help people withdraw. Another
(K) said she felt ‘calmer, dampened down, a bit drugged, like smoking cannabis’. A former drug addict (S)
said that it felt like she had taken drugs, but the effect wore off within a few minutes of disconnecting it. I
lent my Alpha-stim to a friend (G) who has been heavily medicated for bipolar disorder for over 20 years,
and he has used it daily for up to 40 minutes per day for 6 weeks to date. He says that he has not noticed
much difference in his mood or feelings, but I noticed that he did not wring his hands as much, and seemed
to have more positive energy. I therefore conclude that it is worthwhile to promote a trial in Hove.
15 Can Alpha-stim fill the gap in interventions to reconnect frontal lobes without side effects?
One of the difficulties for mental health services is known as ‘treatment resistance’ in which patients don’t
cooperate with therapists in taking their medication. One of the reasons for this is that they are
hypervigilant, which shuts down their neocortex, giving them a temporary lobotomy. This is shown in
tabular form in table 1, which shows the 3 parts of the brain, (triune) and how Alpha-stim might help
patients to reconnect their frontal lobes, by inducing calming Alpha waves to flow through their brain,
without the harmful side effects of drugs.
TABLE 1 ALPHA-STIM FILLING THE GAP TO RECONNECT PATIENTS FRONTAL LOBES
Part of the brain
Neocortex, frontal lobes
Limbic system (mammalian)
Brain stem (reptilian)

Normal people
connected
connected
connected

Anxious, depressed, traumatised
disconnected
connected
connected

Remedy
Alpha-stim?

16 What would be the aim of a full study of Alpha-stim?
The aim of this pilot study is to show if it would be worth while to do a full study of the efficacy of Alphastim. This could compare it with antidepressants, and alcohol, by assessing the feasibility, efficacy, RTT
times, and cost of providing Alpha-stim interventions of about 20 minutes daily for at least 4 weeks, with
follow up to 12 weeks, 6 months and 1 year, on patients who are presenting with mental problems, some
of whom are on antidepressants, some are self medicating with alcohol, and some who are just watchfully

waiting, to see if their low mood symptoms pass. Children should also be included in the trial, as they are
also affected, with 1 in 10 said to be self harming. The government has just pledged £330 million for
schools to provide first aid, but teachers do not know what to do for them, and Alpha-stim could help.
17 How would trialists in a full study be grouped?
Trialists could be split into three groups, A, B, and C. Group A would be those who do not take anything for
their low mood mental distress, other than Alpha-stim. Those in group B would not be on antidepressants,
but who regularly take street drugs, who would also have Alpha-stim, but would be asked to experiment to
see whether Alpha-stim enabled them to reduce their use of the street drugs, and even withdraw from
them. Group C would be those patients who are already on antidepressants, who would continue with
treatment as usual (TAU), and also have Alpha-stim, but be asked to experiment to see whether Alpha-stim
enabled them to reduce their dose of their prescription drugs, and even withdraw from them. The
difference between the groups would be monitored, with the intention of evaluating Alpha-stim as an
intervention to help addicts withdraw from street drugs and antidepressants, for which there is a huge
demand, as most addicts want to withdraw from them, and go cold turkey and live clean.
18 How would the full study be conducted?
The trial could be done over say 3 months, using a dedicated room in a GP surgery (such as Wish Park)
open during surgery hours, 830-6pm, Monday to Friday, totalling 45 hours per week. GPs from other
surgeries in Hove (say in clusters 4 and 6) would refer up to 200 suitable patients to attend sessions in that
room where the trial administrator would register them, and give them a questionnaire (such as GAD7)
before and after the completed intervention. Trialists would drop-in for daily 20 minute treatment sessions
for up to 4 weeks. Those unable to attend the surgery would be lent the device to use at home.
19 What would be the criteria of success?
To be successful, Alpha-stim must prove that it works for patients by reducing their mental distress from
low mood better than the alternatives of antidepressants and street drugs such as alcohol. Alpha-stim
would be considered successful if significantly more trialists found that it improved their mental wellbeing
compared to those other drugs, and said that they would recommend it to their friends and family. Their
reduction in GAD7 scores should also be evaluated, and their recovery rates compared to IAPT (typically
50%), and the Wellbeing Service (typically 37%) so that Alpha-stim outcomes would be compared to those
of IAPT and Wellbeing services.
20 What would the cost of this full trial be, and who would pay?
Assuming that a surgery would provide a free room, the cost of the trial as outlined above would be the
salary of the administrator for 3 months, say around £6,000, plus the cost of researchers to evaluate it,
who might be recruited from Brighton or Sussex University, or Sussex Partnership Foundation Trust (SPFT)
research department, with whom I have been collaborating for years. The company freely lent the devices
for the Leicester study, and have said that they would do so in Hove.
21 Is talking therapy clinically appropriate?
Yes, if the client is clean and calm enough to receive the content, but no if they are so anxious that they
cannot relax enough to connect their frontal lobes. As mentioned above, talking therapies are only
clinically appropriate for patients who are ‘clean’. However, even if they are clean, they may have been

traumatised, and have painful memories of being punished or abused, so avoid one to one or group
situations that may trigger them. Even if they force themselves to attend talking therapy, they may get
nothing out of the sessions because the therapist reminds them of an abusive authority figure. Talking
therapy does not work for anyone whose neocortex is switched off by fear, so they are always on
autopilot. However, they are often dismissed as ‘treatment resistant’, although they need treatment most.
There is thus a gap in the mental system, which might be filled by Alpha-stim, as summarised in table 2
below.
TABLE 2 DIAGRAM OF HEALING IN THE ALTERED STATE OF MEDITATION
State of body
State of consciousness
Brain waves
Right Pre Frontal Cortex (PFC)
State of mind
Software
Attitude

MENTALLY SICK
Normal
Beta (16-30Hz)
Disconnected
Autopilot
Disfunctional (addicted)
Needy of drug or dissociation

HEALED
Altered state of meditation
Alpha (8-15Hz)
Connected
Watching
Functional (clean)
Not needy of drug or dissociation

22 Did the Leicester study fill this gap?
I don’t know from the results in the sheet provided. The study superimposed Alpha-stim treatment on all
the 161 patients who started the study, but 28% dropped out by 12 weeks, presumably because they
thought that they were getting no benefit from the IAPT intervention. What this was is not stated in the
preliminary results, but the usual IAPT is 50 minute sessions of CBT weekly, which are usually limited to six,
or exceptionally 12. I look forward to hearing more about the results of this trial, which look promising as
the final statement of the conclusions was ‘a huge difference in workload for IAPT services’.
23 What is meant by a cure?
To effect a permanent cure, we have to keep the same changed attitude continuously in mind for 40 days
(a quarantine), so that our brain rewires to function better, as ‘neurons that fire together, wire together’
(9.91).
24 Conclusion
I hope that GPs, research staff, and patients will support this proposal for a pilot trial.

