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Performance Testing – Clinical

Pain®Gone has been used in a number of clinical trials to demonstrate that it can provide a safe and effective method of pain relief.  The protocol design, patient recruitment, data collection and analysis were performed completely independently of Medi-Direct International Ltd and the studies were not financially remunerated by Medi-Direct International Ltd.  Medi-Direct International Ltd’s only involvement in the studies was the free provision of the Pain®Gone devices.  The results of these clinical trials are summarised below, followed by the trial authors’ reports.
1. Moore CA, Edwards ND, Wallbridge A, Mcgeehan R, Nicol S, Ryan V. The “Pain®Gone” pen in the treatment of chronic myofascial pain – a pilot study.

Fifty patients with chronic pain in the lower back or large joints were recruited and were asked to complete daily assessments of their pain and mobility using a patient diary.  After a one week control period, patients used the Pain®Gone over trigger points 4 times a day for 2 weeks.  The study continued for a further two weeks post treatment. Assessments of pain and mobility consisted of 3 x 10cm visual analogue scales (VAS) of pain at rest, pain on movement and mobility.  Data were statistically analysed using a paired t-test.  

The results demonstrated a highly significant decrease in pain at rest and on movement during the period of treatment with the Pain®Gone, which continued for at least one week post treatment.  Patient mobility significantly increased during Pain®Gone treatment, but the improvement was lost upon cessation of Pain®Gone treatment.
2. Asbjørn O. Treatment of arthrosis of the knee with transcutaneous nerve stimulation (TNS). 

Twenty-two patients with arthrosis of the knee, as diagnosed upon x-ray, were recruited to the study.  They were given a Pain®Gone pen for self-treatment of symptomatic pain during a four week period.  After the treatment patients scored the extent of pain relief, based on the Huskinson analogue scale.  Overall, 65% of patients within the trial described a pain relieving effect ranging from good to excellent.  No side effects were observed during the treatment.
3. Asbjørn O. Treatment of acute tennis elbow with transcutaneous nerve stimulation (TNS).

Twenty-five patients with acute tennis elbow (epicondylitis lateralis and medialis humeri) were treated with the Pain®Gone device, as an alternative to medical treatment.  The trial lasted 9 months and the level of pain relief was assessed by a modified Huskinson analogue scale.  Overall, 76% of patients reported a pain relief ranging from good to excellent within 3-5 days of treatment.
4. Feser B. Clinical Results with Pain®Gone.
In a study of 51 participants with six different categories of disease Pain®Gone treatment resulted in a general improvement in pain relief across the range of diseases.
5.  Puskás R. The first clinical trial of Pain®Gone in Hungarian medical practice.
Fifteen patients were recruited to the study.  Prior to the start of the trial patients recorded the strength of their pain on that day using a VAS.  The level of pain was measured on the 8th day and again on the 15th day.  Recordings were also made as to how many times the patient used the Pain®Gone, the effectiveness of single treatments and the overall treatment satisfaction of using the Pain®Gone alongside analgesic medication.  
Pain®Gone treatment resulted in a decrease in the VAS scores from Day 0 through to Day 15.  About half of the patients experienced pain relief that was greater than 50% effective.  Patients’ overall satisfaction with the Pain®Gone treatment was 3.61 on a five-grade scale (i.e. 72.2%).
6. Ivanova-Stoilova T. & Howells, D. The usefulness of Pain®Gone pain killing pen for self-treatment of chronic musculo-skeletal pain – a pilot trial.
Thirty-six patients with chronic musculo-skeletal pain were enrolled in a 14-day study.  The patients were instructed to discharge the Pain®Gone 10-15 times around the site of pain, which could be repeated several times until satisfactory pain relief was achieved.  The effects of treatment on VAS, mobility, quality of life and the amount of pain relieving medication taken were assessed by patient questionnaires.  61% of patients were satisfied with the Pain®Gone treatment.  This group of patients reported a 33% (ranging from 20-85%) reduction in pain severity; 45% had improvements in mobility and 36% reduced their analgesic medication.  Pain®Gone was found to be easy to use and convenient for travel.  Six months later 73% of this group had purchased a Pain®Gone.
7. Shapiro, D. Piezoelectric Stimulation for back and neck pain: A randomised controlled trial.

A trial on piezoelectric devices, not specifically the Pain®Gone.  A randomised control trial was conducted amongst 18 patients with acute back or neck pain.  All patients received analgesic medication.  Three patients were unsuitable for the trial, nine patients also received additional piezoelectrical stimulation at the acupuncture sites, and six patients only received the medication (control group).  The time for patients to reach “complete relief” and “at least 50% relief” were quicker in the group additionally treated with the piezoelectric device, final VAS scores were lowered by 20% in this group, and the consumption of medication was also reduced.  No adverse effects were noted.  This trial demonstrated the potential benefits of the use of a piezoelectric device to enhance pain relief.
In summary, these trials demonstrate that Pain®Gone provides safe and effective treatment for pain relief.  It is well accepted by patients, has the benefit of being easily portable, and is a useful method for the self-treatment of chronic pain either on its own or in combination with a medical therapy.
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