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1. Introduction

Complementary and Alternative Medicine (CAM) is a title used to refer to a diverse group of health-related therapies and disciplines which are not considered to be a part of mainstream medical care. CAM embraces those therapies that may either be provided alongside conventional medicine (complementary) or which may, in the view of their practitioners, act as a substitute for it. (1) Complementary and alternative medicine (or therapies) comprise a wide range of disciplines and their role as part of NHS services is much debated.
2. Aim

This review seeks to summarise the evidence for the efficacy of CAM. It has been produced for NHS Salford Commissioners to inform future local PCT policy and commissioning decisions. The review was completed in May 2010.
3. Research Evidence 

In seeking evidence of efficacy the same level of research evidence applied to other health interventions was sought.  The table below lists the types of studies and the level of evidence. 
	Levels of evidence

	Level 1
	Meta-analyses, systematic reviews of randomised controlled trials

	Level 2
	Randomised controlled trials

	Level 3
	Case-control or cohort studies

	Level 4
	Non-analytic studies e.g. case reports, case series

	Level 5
	Expert opinion


For the purpose of this review level one and level two evidence was considered to provide evidence of effectiveness. For level 2 an extension of non-controlled trials has also been included.  It is acknowledged that for some therapies the focus on level one or level 2 evidence will omit some potential positive findings and that due to the nature of the therapy this type of research may be difficult. However for consistency and equity the same approach to assessment of all the therapies was required and to be at the level applied to other health interventions.   

This review has also considered cost effectiveness (applicable to the UK) and any issues regarding therapy safety

4. Therapies 

A summary of the research evidence for each therapy is presented in the main report. Each review includes; 

· a brief description of the therapy / aim, 

· published guidance/guidelines, 

· systematic reviews, 

· randomised controlled trials, 

· cost effectiveness information pertaining to UK, 

· safety information and

· references. 

The searches conducted for this review were limited to the years 2000 to 2010. This was for the following reasons:

· the previous PCT Policy was last revised in 1999

· some therapies had a large volume of research which included systematic reviews of previously published trials 

· to ensure commissioning is informed by the most up to date evidence of effectiveness

· the Health Select Committee National report on Complementary Therapies published in 2000 reviewed evidence prior to 2000.

5. Summary

The table below highlights the conclusion of each review. 

The list below is not an exhaustive list of CAM but represents the main complementary and alternative therapies which may be requested or considered by commissioners:

	Therapy
	Summary of evidence

	· Acupuncture


	Over 150 trials have now been completed on acupuncture. There is some evidence that acupuncture may be beneficial for headache, chronic low back pain, osteoarthritis, nausea and vomiting. However there are also conflicting reviews for all these indications. 

	· Alexander technique


	Very little research has been conducted on the Alexander technique. Current studies suggest some benefit for Parkinson’s Disease and chronic back pain.  

	· Aromatherapy


	There is no evidence to support that aromatherapy can treat specific diseases. There is some evidence that aromatherapy can provide short term relaxation for anxiety and can reduce agitation and general neuropsychiatric symptoms in patients with dementia. 

	· Ayurveda


	The evidence base specific for Indian Head Massage is weak as studies have not been conducted specifically focusing on this, although some massage studies do encompass Indian Head Massage. The evidence base for yoga is limited to small controlled studies with varying comparators. Although there is a suggestion of a reduction of anxiety and an improvement in quality of life for a number of conditions, clear conclusions are limited due to the nature of the studies. A lack of data on adverse event rates is an important consideration.  

	· Chiropractic


	The evidence for chiropractic is tentatively positive for both chronic and acute back pain involving now a large number of clinical trials that have been systematically reviewed. For non musculoskeletal conditions the available evidence is sparse and of low quality.   

	· Herbal medicine


	A large number of studies have been conducted for a wide range of indications with various herbal preparations. Those where evidence points to benefits include:

St.John’s Wort for mild to moderate depression, kava for anxiety, garlic for high cholesterol, Echinacea for colds, horse chestnut for varicose veins, devils claw for musculoskeletal pain, hawthorn for congestive heart failure, Ma Hung for weight loss and Red Clover for menopausal symptoms. 

Although benefits are demonstrated for these herbs conventional pharmaceuticals offer equal or greater benefit in almost all cases. Adverse drug herb interactions are a possible with many of the herbs used and the research concerning dose and interactions is lacking to advise fully regarding the safety of these preparations. 

	· Homeopathy


	A large number of trials have been conducted for homeopathy but there remains very little evidence that it is effective.  Much of the evidence is indicative of a placebo effect for homeopathy. The most positive reviews find comparable benefit to conventional treatments for headache, asthma, flu symptoms, vertigo and diarrhoea. Greater Manchester Medicines Management Group recommend commissioners adopt policies which define that homeopathy should not be offered as part of the NHS.

	· Hypnotherapy


	Replicated trials, meta-analyses and reviews indicate that hypnotherapy is effective for pain relief, anxiety and the symptoms of irritable bowel syndrome. Other non-replicated RCTs indicate possible other areas of effectiveness. A general and important caveat is that many reviews note methodological weaknesses and the need for further research of better quality.

	· Massage


	There is evidence for massage in support of low back pain and shoulder pain. For other non-musculoskeletal conditions the evidence is weak. There is an indication that massage produces a calming effect and may reduce anxiety (see also aromatherapy).

	· Osteopathy


	The conclusions made for chronic low back pain are the same as for chiropractic therapy. There is no evidence to support cranial osteopathy. A limited number of studies were found for the treatment of other joint related conditions and pneumonia but as these are not replicated robust recommendations cannot be made with confidence. 

	· Reflexology


	There is no convincing evidence that reflexology can effectively treat any condition. There is some limited evidence that reflexology may have some benefit for the treatment of urinary symptoms in people with Multiple Sclerosis, in the management of Lower Back Pain and increasing quality of life in patients in the palliative stage of cancer.  Further research of high quality is needed on the efficacy and safety of its use, the relative benefits of different types of reflexology and the relative effects of foot massage provided by staff trained and untrained in reflexology.

	· Reiki

	The evidence base for use of reiki is very weak and there is a lack of good quality research. Individual studies report positive benefits of reiki for relaxation and the reduction of a range of symptoms including those of pain, tiredness, depression, hopelessness, stress and anxiety. 

	· Relaxation therapy 
	Relaxation techniques are mainly effective for reducing anxiety. There is some marginal evidence for other indications including insomnia, mild depression and pain management but the design of the studies do not permit any definitive conclusions. There is no evidence to recommend relaxation therapy above conventional treatments for any indication and there is also a lack of evidence to recommend one specific type of relaxation above another.  


· Other therapies include meditation, ear candles, crystal therapy, nutritional supplements, cupping, naturopathy, healing, applied kinesiology, environmental medicine and shiatsu. With the exception of nutritional supplements these therapies are not presented in the report due to a lack of level one and two studies to reference.

6. Governance 

The review also considers current regulatory requirements for Complementary Therapies. Currently statutory regulation applies only to chiropractic and osteopathy. All the remaining therapies adopt a system of voluntary self-regulation. There are a number of professional associations which offer a voluntary register for each therapy and they differ in the training and competence requirements. Often qualifications are affiliated to the respective association. In addition to consideration of the evidence review commissioners should consider the following governance related issues if CAM is agreed. A checklist id provided in the full review document. 
· Therapist’s are registered with an appropriate professional association and/or one of the two general national associations (see page 7). The association should ensure training meets National Occupational Standards plus minimum curriculum and should have clear continuous professional development requirements.

· Supervision arrangements

· Indemnity and insurance arrangements
· Information provision and consent processes

· Continuous monitoring, evaluation of outcomes and patient experience
· Health and Safety, Infection Control and Device maintenance 

· Governance policies for Complaints, Risk Assessment, Serious Untoward Incidents, and Safeguarding. 

7. Conclusion

There is lack of robust research evidence for most of the complementary therapy interventions reviewed. In particular UK cost effectiveness data is absent for almost all the therapies. This lack of effectiveness data does not necessarily mean that all these therapies are ineffective, but does mean that recommendations about commissioning and provision of Complementary Therapies cannot be based on robust or complete evidence of clinical or cost effectiveness. 

From this review the therapies which have some evidence of effectiveness include osteopathy, chiropractic and massage (spinal manipulation) for musculoskeletal conditions. There is also some evidence for certain herbal medicines however a lack of safety data limits recommendations for many of these. 

Homeopathy and acupuncture appear the most researched of the therapies and so considering the number of trials they do not appear to offer long term benefits above and beyond placebo effects. 

There is evidence for the following therapies in providing a relaxation response which is reported in studies to have helped with anxiety and symptom management for a number of conditions. These include relaxation therapies, massage, reflexology, reiki and hypnotherapy. These therapies are however not effective in treating any specific condition.

8. Abbreviations

The following abbreviations are used throughout this report:

	RCT
	Randomised Controlled Trial

	Pts
	Participants and patients

	ICER
	Incremental Cost Effectiveness Ratio

	QALY
	Quality Adjusted Life Year

	CI
	Confidence Interval

	QoL
	Quality of Life

	Studies
	Includes RCTs and controlled trials. 
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Regulation and Governance Considerations
1.0 Introduction

The purpose of CAM regulation, whether statutory or voluntary, is to protect patients and the public from harm or poor practice. A regulatory system usually involves the establishment of a register of individuals who meet agreed standards of education, conduct and practice. Individuals who wish to practise may choose to join such a register, if it is voluntary, or will be obliged to do so by law if it is statutory. Where statutory, individuals who are not registered cannot adopt the professional title and it would illegal to practise. 

The table over the page notes that only two CAM disciplines are currently subject to statutory regulation. However consultations and debate continue particularly with regards to statutory regulation of acupuncture, herbal medicine and Traditional Chinese Medicine.(1) If voluntary self regulation remains for these therapies a specific registering body may be recommended. Alternatively a system of licensing is suggested. The introduction of an EU Directive on traditional medicines in July 2011 may also affect regulatory systems adopted.
2.0 Professional Associations for CAM

The Complementary and Natural Healthcare Council (CNHC) was set up in 2008 to regulate a range of professional disciplines within the sector. In January 2009 a voluntary register was set up where those practising certain CAM who meet standards and criteria can register with the CNHC. The CNHC website (as at July 2010) advises that the following disciplines can currently apply for registration: 

Massage Therapy, Nutritional Therapy, Aromatherapy, Reflexology, Shiatsu, Alexander Technique teaching, Yoga Therapy, Bowen Therapy and Sports & Remedial Therapy. In 2010/2011 the Register will be open to Cranial Sacral Therapy, Naturopathy, Reiki, Hypnotherapy, Microsystems Acupuncture and Healing

The General Regulatory Council for Complementary Therapists (GRCCT) is similar to the CNHC but as it was established three years earlier it currently has higher membership. It is not restricted to specific disciplines. 

For all the therapies considered in this review a wide number of professional bodies operate voluntary registers. As there are often more than five bodies for each therapy it is difficult to suggest that commissioned practitioners should be registered with one over another.

3.0 Training, qualifications and Continuous Professional Development (CPD)
National Occupational Standards have been issued by skills for health for the following therapies: Alexander technique, aromatherapy, cranial therapy, homeopathy, massage, nutritional therapy, reflexology, reiki, shiatsu and yoga. 
For voluntary registration the training and CPD requirements vary across the professional associations. It is therefore difficult to suggest minimum levels of training for practitioners other than that which is required by the registering body.  On occasions the particular body is the provider or affiliated to the training course or qualification. At a minimum courses should meet the National Occupational Standards and curricula. Similarly out of the range of qualifications available for each therapy the more advanced educational requirements for commissioned therapist could be sought e.g. degree or diploma. Such courses are often accredited by an educational establishment. The professional associations also usually require a particular amount of time of continuous practice per year. 
	Therapy
	Regulation

	· Acupuncture


	No statutory regulation. Voluntary self-regulation is possible via five representative bodies with the British Acupuncture Council being the largest. The British Acupuncture Accreditation Board provides common educational standards

	· Alexander technique


	No statutory regulation. Four professional bodies exist which have come together to consult on one regulatory body. An example qualification is the MSTAT which is a 3 year Teacher Training Course is approved by the Society of Teachers of the Alexander Technique (STAT) and is accredited at Level 4+ by The Open College Network for the South East Region. 

	· Aromatherapy


	No statutory regulation. Voluntary self-regulation is possible via over twelve representative bodies. Suggested that practitioners commissioned should be registered with one of the organisations recognised by the Aromatherapy Organisations Council. 

	· Ayurveda


	No statutory regulation. Up to four professional bodies are established offering voluntary self-regulation for yoga e.g. the British Council for Yoga Therapy. 

	· Chiropractic


	Subject to statutory regulation by the General Chiropractic Council (GCC). A BSc or MSc in chiropractic is required.  

	· Herbal medicine


	No statutory regulation. There are seven professional associations for herbal medicine the largest being the National Institute for Medical Herbalists. Manufactured herbal medicines placed on the UK market are required to have either a Traditional Herbal Registration (THR) or a Marketing Authorisation (MA). This applies whether the product is marketed to consumers, herbal practitioners, retailers, or wholesalers.

	· Homeopathy


	No statutory regulation. There are however National Occupational Standards for Homeopathy and there are up to ten professional associations which homeopaths can join. For homeopaths who are also statutorily registered healthcare professionals e.g.  doctors, nurses,  the Faculty of Homeopathy is incorporated by Act of Parliament to accredit training and award qualifications. This includes examination at different levels, including LFHom (basic level), MFHom and FFHom (specialist level). Faculty members are primarily regulated by their profession's statutory body.

	· Hypnotherapy


	No statutory regulation. There are over twenty professional bodies for hypnotherapists which have come together to look at self regulation. 

	· Massage


	No statutory regulation. There are four main UK professional associations with the British Massage Therapy Council as the largest. 

	· Osteopathy


	Subject to statutory regulation by the General Osteopathic Council (GOsC). A BSc in osteopathy is now the minimum qualification sought. 

	· Reflexology


	No statutory regulation. There are eight professional associations for reflexology recognized by the Reflexology Forum as providing appropriate regulation. With regard to training this must meet the National Occupational Standards and the curriculum set by the Reflexology Forum.

	· Reiki

	No statutory regulation. Voluntary self-regulation via at least five  different associations. e.g. The UK Reiki Federation. The UK Reiki Council seeks to develop standards, curriculum and training above and beyond the National Operating Standards. Any practitioners commissioned should only be those registered with the associations recognised by the Reiki Council. 

	· Relaxation therapy 
	No statutory regulation. General professional associations for relaxation therapists appear not to be available although specific bodies exist for associated specialisms such as massage and meditation.  


4.0 Governance checklist
In addition to accounting for the research evidence outlined in this paper, where commissioning of Complementary Therapy is being taken forward the following issues should also be addressed. 
	Governance Checklist

	Area to address 
	· 
	
	What should be considered 

	Registration
	
	
	Practitioners should be registered with a professional association which requires a minimum training qualification that meets with National Occupational Standards and national curricula (see above information on regulation).  

	CPD
	
	
	Continuous Professional Development should be clearly demonstrated by therapists.

	Supervision
	
	
	Supervision arrangements for Complementary Therapists should be agreed in advance and implemented.

	Consent
	
	
	Processes for informed and documented consent should be in line with NHS requirements for consent.

	Information
	
	
	A patient/client information leaflet should be provided for all therapies which includes details on possible benefits, risks and after care.

	Indemnity and Insurance
	
	
	Indemnity and insurance arrangements should be evidenced.



	Location
	
	
	The designated location of the therapies should be confirmed and that this building meets relevant Health and Safety requirements e.g. fire safety.

	Health and Safety
	
	
	All therapies must meet hygiene and safety requirements as laid down by the Health and Safety at Work Act. There should be access to an accident book. 

	Infection Control
	
	
	All therapies should meet Infection Control Standards and should provide annual audit evidence (or more frequent where there has been an infection control incident). 

	Devices maintenance
	
	
	Any equipment should be maintained and checked according to device requirements.  

	Review of treatment
	
	
	Review of other treatments, medications or contra-indications should be documented and an annual audit undertaken to verify. The potential to interact with any other form of treatment should always be considered. 

	Audit
	
	
	Audits and monitoring of outcomes should be conducted on a continuous basis and be made available to inform future commissioning.  Patient experience data should also be collated.

	Governance Policies
	
	
	Policies should be reviewed and in place for all the following areas:
· Information Governance (identifying information security details)

· Complaints

· Risk Management

· Serious Untoward Incidents

· Safeguarding (including implementation of Criminal Records Bureau checks)




For further guidance on governance the Quality and Governance Department should be contacted. 
Reference
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Acupuncture – Evidence Summary April 2010
1. Introduction

Acupuncture involves the stimulation of specific points on the skin, usually by the insertion of needles into specific points of the body. Acupuncture points are thought to correspond to physiological and anatomical features such as peripheral nerve junctions. Auricular acupuncture is where only points on the ear are used and electro acupuncture applies small electrical currents to the needles that have been inserted at specific points on the body.  

2. Regulation of acupuncture
Currently acupuncture can be performed in the UK by practitioners who are either subject to statutory regulation, voluntary self-regulation (members of the British Acupuncture Council), or by unregulated lay practitioners.

A process is currently underway, following recommendations made by the House of Lords Select Committee on Science and Technology in 2000, to organise statutory regulation of acupuncture and herbal medicine in England. 

3. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included acupuncture, auricular, electroacupuncture, systematic review, meta-analysis, effectiveness, cost, guidelines. 
A large number of publications were found to have been published for a variety of indications for acupuncture. The search was therefore limited to systematic reviews and meta-analyses. It is acknowledged that some evidence from RCTs not subject to systematic review may consequentially be excluded. 

As an Effective Healthcare Bulletin published a review of reviews in 2001 and as the number of publications was over 100, the time period for further searching was limited to 2001 – 2010. 

4. Clinical Effectiveness

a. Guidance

NICE Clinical Guideline 88 (May, 2009) recommends acupuncture for acute low back pain. 

Offer one of the following treatment options, taking into account patient preference: an exercise programme, a course of manual therapy or a course of acupuncture. Consider offering another of these options if the chosen treatment does not result in satisfactory improvement.
Consider offering a course of acupuncture needling comprising up to a maximum of 10 sessions over a period of up to 12 weeks.
The NICE recommendation is based on four RCTs, one cost effectiveness study and one systematic review. The latter is described in the table of reviews over the page.

b. Reviews of systematic reviews 

i. An Effective Healthcare Bulletin (EHB) published a systematic review of studies of Acupuncture in 2001. The conclusion of this bulletin was:

“that acupuncture appears to be effective for postoperative nausea and vomiting, chemotherapy related nausea and vomiting and for postoperative dental pain. Current evidence suggests that acupuncture is unlikely to be of benefit for obesity, smoking cessation and tinnitus. For most other areas, the available evidence is clearly insufficient to guide clinical decisions. The most problematic area is chronic pain, where there is a large body of data open to conflicting interpretations. Evidence is probably sufficient to justify use where patients are not responding to conventional treatment i.e. third line use” 

ii. Derry et al undertook a systematic review of systematic reviews in 2006. This concludes that 
Systematic reviews of acupuncture have overstated effectiveness by including studies likely to be biased. 35 systematic reviews identified in total of which 17 concluded no benefit, 12 indicated possible benefit limited by study design and 6 concluded strong benefits. When the latter six reviews were analysed it was noted that there were either too few patients or the study was not blinded”. 

iii. The World Health Organisation published a review of acupuncture reports in 2003. This publication was written by an acupuncturist and concluded that acupuncture had proven efficiency for 28 indications.    

c. Systematic reviews 

Over 150 systematic reviews published since 2001 were located covering a variety of conditions or indications. Many of these highlighted poor quality studies design which limited conclusions or the review concluded acupuncture was not effective. These included the following health conditions/indications:

Epilepsy, psoriasis, polycystic ovary syndrome, insomnia, shoulder pain, depression, fibromyalagia, smoking cessation, irritable bowel syndrome, temporomandibular disorders, constipation, schizophrenia, tinnitus, autism, alcohol dependence, erectile dysfunction, opiate addiction, restless leg syndrome, Bells Palsy, hypertension, anxiety, nocturnal enuresis children, induction of labour, dysphagia, glaucoma, uterine fibroids and other indications specifically for children.  
The table below therefore summarises selected systematic reviews where there is an indication of a possible or definite effect. Due to the number of reviews this list should not be considered a definitive list of all reviews indicating an effect.  It would appear from these reviews that acupuncture may be beneficial for headache, nausea and vomiting, chronic low back pain and osteoarthritis. For the latter condition NICE considered this evidence for their Clinical Guideline on osteoarthritis (CG 59, 2008) and concluded there was no evidence of long term benefit. A similar conclusion was made for Rheumatoid Arthritis guidance. 
	Indication
	Studies considered
	Results
	Conclusion

	Acute pain / post-operative pain
	Sun, 2008 

(15 studies, 1116 pts)

Streitberger, 2009

23 studies
	Weighted mean difference for cumulative opioid analgesic consumption was –3.14 mg, –8.33 mg, and –9.14 mg at 8, 24, and 72 h, respectively. Postoperative pain intensity was also significantly decreased in the acupuncture group at 8 and 72 h compared with the control group. The acupuncture treatment group was associated with a lower incidence of opioid-related side-effects such as nausea ( RR: 0.67; 95% CI: 0.53, 0.86), dizziness (RR: 0.65; 95% CI: 0.52, 0.81), sedation (RR: 0.78; 95% CI: 0.61, 0.99), pruritus (RR: 0.75; 95% CI: 0.59, 0.96), and urinary retention (RR: 0.29; 95% CI: 0.12, 0.74).

In eight of the trials, auricular acupuncture was superior to control conditions for relieving post operative pain.
	Suggests that the perioperative administration of acupuncture may be a useful adjunct for postoperative analgesia.

The evidence that auricular acupuncture reduces postoperative pain is promising but not compelling.

	Chronic pain 
	Madsen, 2009

(13 studies, 3025 pts)

Green, 2002

(4 studies)

White, 2007
	A small difference was found between acupuncture and placebo acupuncture: standardised mean difference –0.17 (95% CI –0.26 to –0.08), corresponding to 4 mm (2 mm to 6 mm) on a 100 mm visual analogue scale. A moderate difference was found between placebo acupuncture and no acupuncture: standardised mean difference –0.42 (–0.60 to –0.23). No association was detected between the type of placebo acupuncture and the effect of acupuncture (P=0.60).

1 RCT found that needle acupuncture results in relief of pain for significantly longer than placebo (WMD = 18.8 hours, 95%CI 10.1 to 27.5) and is more likely to result in a 50% or greater reduction in pain after 1 treatment (RR 0.33, 95%CI 0.16 to 0.69). A second RCT demonstrated needle acupuncture to be more likely to result in overall participant reported improvement than placebo in the short term (RR = 0.09 95% CI 0.01 to 0.64). No significant differences were found in the longer term (after 3 or 12 months). An RCT of laser acupuncture versus placebo demonstrated no differences between laser acupuncture and placebo with respect to overall benefit. 

Acupuncture was superior to sham acupuncture for both pain (weighted mean difference in WOMAC pain subscale score = 2.0, 95% CI 0.57–3.40) and for WOMAC function subscale (4.32, 0.60–8.05). The differences were still significant at long-term follow-up. Acupuncture was also significantly superior to no additional intervention.
	A small analgesic effect of acupuncture was found, which seems to lack clinical relevance and cannot be clearly distinguished from bias. Whether needling at acupuncture points, or at any site, reduces pain independently of the psychological impact of the treatment ritual is unclear. 

Needle acupuncture has shown some short term benefit with respect to lateral elbow pain, but this finding is based on the results of 2 small trials, the results of which were not able to be combined in meta-analysis. No benefit lasting more than 24 hours following treatment for elbow pain has been demonstrated. 

Acupuncture that meets criteria for adequate treatment is significantly superior to sham acupuncture and to no additional intervention in improving pain and function in patients with chronic knee pain

	Osteoarthritis
	Manheimer, 2010

(16 studies, 3498 pts)
Kwon et al, 2006

(18 studies, 393 pts)
Ezzo et al, 2001

(7 studies, 393pts)


	In comparison with a sham control, acupuncture showed statistically significant, short-term improvements in osteoarthritis pain and function however, this did not meet our predefined thresholds for clinical relevance.  In comparison with sham acupuncture at the six-month follow-up, acupuncture showed borderline statistically significant, clinically irrelevant improvements in osteoarthritis pain and function. Versus a waiting list control, acupuncture was associated with statistically significant, clinically relevant short-term improvements in pain and function. 

10 studies demonstrated greater pain reduction in acupuncture groups compared with controls. The meta-analysis of homogeneous data showed a significant effect of manual acupuncture compared with sham acupuncture (standardized mean difference 0.24, 95% confidence interval 0.01-0.47, P = 0.04, n = 329), which is supported by data for knee OA. The extent of heterogeneity in trials of electro-acupuncture prevented a meaningful meta-analysis.

For pain, there was strong evidence that real acupuncture is more effective than sham acupuncture; however, for function, there was inconclusive evidence that real acupuncture is more effective than sham acupuncture. There was insufficient evidence to determine whether the efficacy of acupuncture is similar to that of other treatments.


	Sham-controlled trials show statistically significant benefits; however, these benefits are small, and are probably due partially to placebo effects from incomplete blinding. Waiting list-controlled trials of acupuncture for peripheral joint OA suggest statistically significant and clinically relevant benefits, much of which may be due to expectation or placebo effects.

Sham-controlled RCTs suggest specific effects of acupuncture for pain control in patients with peripheral joint OA.

The existing evidence suggests that acupuncture may 

play a role in the treatment of knee OA.



	Back pain, neck pain 
	Manheimer, 2005
33 studies
Furlan, 2005

35 studies


	Meta-analyses showed that acupuncture is significantly more effective than sham treatment (mean difference, 0.54 [95% CI, 0.35 to 0.73];) and no additional treatment (mean difference, 0.69 [CI, 0.40 to 0.98]; 8 trials).

There is evidence of pain relief and functional improvement for acupuncture compared to no treatment or sham therapy. These effects were only observed immediately after the end of the sessions and in short-term follow-up. There is also evidence that acupuncture, added to other conventional therapies, relieves pain and improves function better than the conventional therapies alone. However, the effects are only small. Dry-needling appears to be a useful adjunct to other therapies for chronic low back pain
	Acupuncture effectively relieves chronic low back pain.

The data do not allow firm conclusions regarding the effectiveness of acupuncture for acute low back pain. For chronic low back pain, acupuncture is more effective for pain relief and functional improvement than no treatment or sham treatment immediately after treatment and in the short-term only. Acupuncture is not more effective than other conventional and "alternative" treatments. The data suggest that acupuncture and dry-needling may be useful adjuncts to other therapies for chronic low back pain. Because most of the studies were of lower methodological quality, there is a clear need for higher quality trials in this area.

	Headache
	Sun, 2008

31 studies, 3916 pts

Linde,2009

11 studies 2317 pts

Melchart, 2001

26 studies 1151 pts
	The combined response rate in the acupuncture group was significantly higher compared with sham acupuncture either at the early follow-up period ( [RR]: 1.19, 95% confidence interval [CI]: 1.08, 1.30) or late follow-up period (RR: 1.22, 95% CI: 1.04, 1.43). Combined data also showed acupuncture was superior to medication therapy for headache intensity (weighted mean difference: −8.54 mm, 95% CI: −15.52, −1.57), headache frequency (standard mean difference: −0.70, 95% CI: −1.38, −0.02), physical function (weighted mean difference: 4.16, 95% CI: 1.33, 6.98), and response rate (RR: 1.49, 95% CI: 1.02, 2.17).

Two large trials found statistically significant and clinically relevant short-term (up to 3 months) benefits of acupuncture over control for response, number of headache days and pain intensity. Long-term effects (beyond 3 months) were not investigated. Six trials compared acupuncture with a sham acupuncture intervention, and small but statistically significant benefits of acupuncture over sham were found for response as well as for several other outcomes.

In eight of the 16 trials comparing true and sham (placebo) acupuncture in migraine and tension-type headache patients, true acupuncture was reported to be significantly superior; in four trials there was a trend in favor of true acupuncture; and in two trials there was no difference between the two interventions. The 10 trials comparing acupuncture with other forms of treatment yielded contradictory results
	Needling acupuncture is superior to sham acupuncture and medication therapy in improving headache intensity, frequency, and response rate. For chronic headache treatment it improves headache intensity and frequency and increases the response rate. 

In the previous version of this review, evidence in support of acupuncture for tension-type headache was considered insufficient. Now, with six additional trials, the authors conclude that acupuncture could be a valuable non-pharmacological tool in patients with frequent episodic or chronic tension-type headaches.

The existing evidence supports the value of acupuncture for the treatment of idiopathic headaches. However, the quality and amount of evidence are not fully convincing.

	Rheumatic disease
	Wang, 2008

8 studies, 536pts

Lee, 2008

8 studies
	Six studies reported a decrease in pain for acupuncture versus controls; the mean or median changes of acupuncture-decreased TJC pain ranged from 1.5 to 6.5. In addition, 4 studies reported a significant reduction in morning stiffness (mean change -29 minutes), but the difference was nonsignificant versus controls. With regard to inflammatory markers, 5 studies observed a reduction in ESR (mean change -3.9 mm/hour) and 3 observed a CRP level reduction (mean change -2.9 mg/dl); only 1 study showed a significant difference for both ESR and CRP.

Four RCTs compared the effects of manual or electro-acupuncture with penetrating or non-penetrating sham acupuncture and failed to show specific effects of acupuncture on pain [n = 88; weighted mean differences (WMD), 10 cm VAS –0.46; 95% CI –1.70, 0.77; P = 0.46; heterogeneity: [image: image2.png]


2 = 0.19; [image: image3.png]


2 = 2.38; P = 0.30; I 2 = 16%] or other outcome measures. One RCT compared manual acupuncture with indomethacin and suggested favourable effects of acupuncture in terms of total response rate. Three RCTs tested acupuncture combined with moxibustion, vs conventional drugs and failed to show that acupuncture plus moxibustion was superior to conventional drugs in terms of response rate (n = 345; RR 1.12; 95% CI 0.99, 1.28; P = 0.08;
	Some favourable results in active-controlled trials for rheumatoid arthritis however conflicting evidence exists in placebo-controlled trials concerning the efficacy of acupuncture for RA.

Penetrating or non-penetrating sham-controlled RCTs failed to show specific effects of acupuncture for pain control in patients with RA.

	Asthma
	Lee, 2009

12 studies, 1831pts
	Three of four RCTs found no difference between acupuncture and sham acupuncture for prevention (one RCT) or treatment (two RCTs) of seasonal allergic rhinitis. One RCT found acupuncture was superior in treatment of seasonal allergic rhinitis. One RCT suggested acupuncture was superior to conventional medication for symptom relief, but no statistical details were provided.

Perennial allergic rhinitis: Four RCTs compared acupuncture with sham acupuncture and three of these reported improved symptoms or nasal symptoms with acupuncture; one RCT reported no difference in total nasal volume. Two of the positive RCTs were pooled in meta-analysis and suggested that acupuncture was associated with superior effects in nasal symptoms than sham acupuncture (SMD 0.45, 95% CI 0.13 to 0.78, p=0.006; n=152). These two RCTs also compared acupuncture with medication use, but there were no significant differences between treatments. There was no significant difference between drug therapy and acupuncture in responder rate when pooled in meta-analysis.
	There was mixed evidence for effectiveness of acupuncture for treatment or prevention of allergic rhinitis. Results for seasonal allergic rhinitis failed to show specific effects of acupuncture. For perennial allergic rhinitis, results provided suggestive evidence of effectiveness of acupuncture. However, the small number of RCTs and small total sample size did not allow firm conclusions to be drawn.



	Nausea and vomiting
	Lee, 2009

40 studies, 4858 pts

Chao, 2009

26 studies
	Compared with sham treatment P6 acupoint stimulation significantly reduced: nausea (RR 0.71, 95% CI 0.61 to 0.83); vomiting (RR 0.70, 95% CI 0.59 to 0.83), and the need for rescue antiemetics (RR 0.69, 95% CI 0.57 to 0.83). Heterogeneity among trials was moderate. There was no clear difference in the effectiveness of P6 acupoint stimulation for adults and children; or for invasive and noninvasive acupoint stimulation. There was no evidence of difference between P6 acupoint stimulation and antiemetic drugs in the risk of nausea (RR 0.82, 95% CI 0.60 to 1.13), vomiting (RR 1.01, 95% CI 0.77 to 1.31), or the need for rescue antiemetics (RR 0.82, 95% CI 0.59 to 1.13).

Overall, 23 trials (88%) reported positive outcomes on at least one of the conditions examined. However, only nine trials (35%) were of high quality. Three high quality trials revealed that acupoint stimulation on P6 was beneficial to chemotherapy-induced nausea and vomiting.


	P6 acupoint stimulation prevented PONV. There was no reliable evidence for differences in risks of postoperative nausea or vomiting after P6 acupoint stimulation compared to antiemetic drugs.

Acupressure on the P6 acupoint, appears beneficial in the management of chemotherapy-induced nausea and vomiting, especially in the acute phase.

	Obesity
	Cho, 2009

31 studies, 3013pts
	Compared to control of lifestyle, acupuncture was associated with a significant reduction of average body weight (95% confidence interval, CI) of 1.72 kg (0.50-2.93 kg) and associated with an improvement in obesity (relative risk=2.57; 95% CI, 1.98-3.34). Acupuncture significantly reduced a body weight of 1.56 kg (0.74-2.38 kg), on average, compared to placebo or sham treatments. Acupuncture also showed more improved outcomes for body weight (mean difference=1.90 kg; 1.66-2.13 kg), as well as for obesity (relative risk=1.13; 1.04-1.22), than conventional medication.
	Our review suggests that acupuncture is an effective treatment for obesity. However, the amount of evidence is not fully convincing because of the poor methodological quality of trials reviewed.

	Stroke rehabilitation
	Wu, 2010
56 studies with median sample size 86.

	The majority (80%) of the studies reported a significant benefit from acupuncture; however, there was some evidence of publication bias. In 38 trials, data were available for meta-analysis and metaregression, yielding an OR in favor of acupuncture compared with controls (OR=4.33, 95% CI: 3.09 to 6.08; I2=72.4%).


	Acupuncture may be effective in the treatment of poststroke rehabilitation. Poor study quality and the possibility of publication bias hinder the strength of this conclusion.



	In vitro fertilisation 
	Manheimer, 2008

7 studies 

Toukhy, 2008

13 studies, 2500 pts
	Complementing the embryo transfer process with acupuncture was associated with significant and clinically relevant improvements in clinical pregnancy (odds ratio 1.65, 95% confidence interval 1.27 to 2.14; number needed to treat (NNT) 10 (7 to 17); seven trials), ongoing pregnancy (1.87, 1.40 to 2.49; NNT 9 (6 to 15); five trials), and live birth (1.91, 1.39 to 2.64; NNT 9 (6 to 17); four trials).

Meta-analysis of the five studies of acupuncture around the time of egg collection did not show a significant difference in clinical pregnancy (relative risks [RR] = 1.06, 95% CI 0.82–1.37, P = 0.65). Meta-analysis of the eight studies of acupuncture around the time of ET showed no difference in the clinical pregnancy rate (RR = 1.23, 95% CI 0.96–1.58, P = 0.1). Live birth data were available from five of the eight studies of acupuncture around the time of ET. Meta-analysis of these studies did not show a significant increase in live birth rate with acupuncture (RR = 1.34, 95% CI 0.85–2.11).
	Current preliminary evidence suggests that acupuncture given with embryo transfer improves rates of pregnancy and live birth among women undergoing in vitro fertilisation.

Currently available literature does not provide sufficient evidence that adjuvant acupuncture improves IVF clinical pregnancy rate.

	Insomnia 
	Sok, 2003, 11studies

Yeung, 2009

20 studies
	Half the studies had small samples (50 subjects or fewer), which were composed mainly of older women who had a variable duration of insomnia from 3 days to 34 years. The main method used to assess outcomes was questionnaire. All the studies reported statistically significant positive results.

Majority of the RCTs concluded that TNA was significantly more effective than benzodiazepines for treating insomnia, with mean effective rates for acupuncture and benzodiazepines being 91% and 75%, respectively. In two more appropriately conducted trials, TNA appeared to be more efficacious in improving sleep than sleep hygiene counseling and sham acupuncture.
	The results of this review suggest that acupuncture may be an effective intervention for the relief of insomnia. Further research, using a randomized clinical trial design, are necessary to determine the effectiveness of acupuncture.

Since the majority of evidence regarding TNA for insomnia is based on studies with poor-quality research designs, the data, while somewhat promising, do not allow a clear conclusion on the benefits of TNA for insomnia.


5. Cost effectiveness

The search was limited to cost effectiveness analyses within UK setting. This excluded three cost effectiveness analyses for osteoarthritis which ranged from 10,000 to 80,000 euros per QALY gained. 
	Author, year
	Indication
	ICER*
	Conclusion 

	Ratcliffe, 2006

Thomas, 2005
	Back pain
	£4241 
	A short course of traditional acupuncture for persistent non-specific low back pain in primary care confers a modest health benefit for minor extra cost to the NHS compared with usual care. Acupuncture care for low back pain seems to be cost effective in the longer term.



	Vickers, 2004 and Wonderling, 2004
	Headache
	9180 
	Acupuncture for chronic headache improves health related quality of life at a small additional cost; it is relatively cost effective compared with a number of other interventions provided by the NHS.




*ICER = Incremental Cost Effectiveness Ratio per Quality Adjusted Life Year.  

6. Safety

In incidence of adverse events with acupuncture appears low. The rates reported in a systematic review by Ernst and White are: 
Needle pain (1% to 45, tiredness (2% to 41%), and bleeding (0.03% to 38%). Feelings of faintness and syncope were uncommon, with an incidence of 0% to 0.3%. Feelings of relaxation were reported by as many as 86% of patients. Pneumothorax was rare, occurring only twice in nearly a quarter of a million treatments. Although the incidence of minor adverse events associated with acupuncture may be considerable, serious adverse events are rare. 

The Acupuncture Safety and Health economics studies (ASH) also reported rates as follows: 

In the ASH study, 22 126 (8.5%) of the 260 159 patients included in the study reported a total of 27 134 adverse effects. Side effects requiring medical treatment were reported by 0.8% of patients. Two cases of pneumothorax were reported, one requiring hospitalisation. No life threatening side effects occurred. 
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Alexander Technique – Evidence Summary May 2010
1. Introduction

The Alexander Technique is a somatic method which aims to improve physical and mental functioning by relearning correct postural balance and coordination of body movements. Frederick Alexander, the originator, based the technique on the theory that excessive tension (physical and mental), restricts movement and creates pressure in the joints, the spine, the breathing mechanism, and other organs. The goal of the technique is to restore freedom and expression to the body and clear thinking to the mind. The technique therefore involves teaching methods to reduce muscle tension and increase bodily awareness. Qualified teachers assess an individual and advise them on their standing and seating posture, as well as their patterns of movement. 
2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included Alexander technique, systematic review, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

No systematic reviews or meta-analyses could be located

Two RCTs are reported below. Additional studies were found when the time period was extended to include anxiety and asthma.

	Indication
	Studies considered
	Results
	Conclusion

	Back Pain
	Little, 2008

n = 579
	Exercise and lessons in the Alexander Technique, but not massage, remained effective at one year: compared with control Roland disability score 8.1: massage -0.58 (95% confidence interval -1.94 to 0.77), six lessons -1.40 (-2.77 to -0.03), 24 lessons -3.4 (-4.76;-2.03), and exercise -1.29 (-2.25 to -0.34). Exercise after six lessons achieved 72% of the effect of 24 lessons alone (Roland disability score -2.98 and -4.14, respectively). Number of days with back pain in the past four weeks were lower after lessons (compared with control median 21 days: 24 lessons -18, six lessons -10, massage -7) and quality of life improved significantly. No significant harms were reported.
	One-to-one lessons in the Alexander Technique from registered teachers have long term benefits for patients with chronic back pain. Six lessons followed by exercise prescription were nearly as effective as 24 lessons..

	Parkinson’s Disease
	Stallibras, 2002

Controlled Trial (n = 93)
	The Alexander Technique group improved compared with the no additional treatment group, pre-intervention to post-intervention, both on the SPDDS at best, p = 0.04 (confidence interval (CI) -6.4 to 0.0) and on the SPDDS at worst, p = 0.01 (CI -11.5 to -1.8). The comparative improvement was maintained at six-month follow-up: on the SPDDS at best, p = 0.04 (CI -7.7 to 0.0) and on the SPDDS at worst, p = 0.01 (CI -11.8 to -0.9). The Alexander Technique group were comparatively less depressed post-intervention, p = 0.03 (CI -3.8 to 0.0) on the Beck Depression Inventory, and at six-month follow-up had improved on the Attitudes to Self Scale, p = 0.04 (CI -13.9 to 0.0).
	There is evidence that lessons in the Alexander Technique are likely to lead to sustained benefit for people with Parkinson's disease.


4. Cost effectiveness

One economic analyses of Alexander technique compared to massage and exercise for low back pain was located.

This RCT found that intervention costs ranged from £30 for exercise prescription to £596 for 24 lessons in Alexander technique plus exercise. Cost of health services ranged from £50 for 24 lessons in Alexander technique to £124 for exercise. Incremental cost effectiveness analysis of single therapies showed that exercise offered best value (£61 per point on disability score, £9 per additional pain-free

day, £2847 per QALY gain). For two-stage therapy, six lessons in Alexander technique combined with exercise was the best value (additional £64 per point on disability score, £43 per additional pain-free day, £5332 per QALY. An exercise prescription and six lessons in Alexander technique alone were both more than 85% likely to be cost effective at values above £20 000 per QALY, but the Alexander technique performed better than exercise on the full range of outcomes. A combination of six lessons in Alexander technique lessons followed by exercise was the most effective and cost effective option.
5. Safety

No side effects or safety concerns are reported in the publications reviewed. Case studies report similar side effects to exercise due to muscle tensing. 

6. Summary 

Very little research has been conducted on the Alexander technique. Current studies suggest some benefit for Parkinson’s Disease and chronic back pain.  
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Aromatherapy – Evidence Summary April 2010

1. Introduction
Aromatherapy uses plant extract essential oils that are either inhaled, used as a massage oil, or occasionally ingested. It is often used to alleviate specific symptoms or as a relaxant. It is based on the proposal that essential oils have healing properties and that molecules can pass through the skin and be absorbed into the bloodstream, so exerting nervous system effects. 


The concentrated oils are aromatic and volatile. They are extracted, usually by steam distillation, from flowers, leaves, roots, grasses, peel, resin or bark. There are over 400 essential oils extracted from plants all over the world. Popular oils used include chamomile, lavender, rosemary and tea tree.
2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included aromatherapy, oils, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance

NICE Clinical Guideline 42 Dementia (2006) recommends aromatherapy for co-morbid agitation associated with dementia.  

For people with all types and severities of dementia who have comorbid agitation, consideration should be given to providing access to interventions tailored to the person’s preferences, skills and abilities. Because people may respond better to one treatment than another, the response to each modality should be monitored and the care plan adapted accordingly. Approaches that may be considered, depending on availability, include: 

• aromatherapy • multisensory stimulation • therapeutic use of music and/or dancing • animal-assisted therapy • massage. 

b. Systematic reviews and RCTs

10 systematic reviews and 15 RCTs were located. Those with some indication of a positive benefit are included in the table below. 

Systematic reviews / RCTs which found no evidence of effectiveness covered the following areas:  

Pain management in labour, alopecia areta, multiple sclerosis, perioperative patient anxiety, during radiotherapy.

	Indication
	Studies considered
	Results
	Conclusion

	General
	Cooke B, 2000

6 trials general, 1011 pts

6 studies massage, 452 pts


	In the six studies of aromatherapy (with no independent replication), the results were positive in five out of six of the studies (a small improvement in pulmonary function (common cold); a small tendency towards fewer relapses (bronchitis); pepper seemed to reduce craving for cigarettes; inhalation of geranium oil reduced anxiety; and topical treatment of alopecia areata with the oils used was more effective than placebo). There was no statistically significant differences between treatments for relief of perineal discomfort in post-partum women.

In the six studies of aromatherapy massage, two studies were statistically significant, one was not statistically significant, one was statistically significant for anxiety only, and two were statistically significant (in favour of aromatherapy) for some measurements but not all.


	Despite the small size of the original studies and their methodological flaws, the results seem to support a belief that aromatherapy massage can be helpful for anxiety reduction for short periods. The data do not undermine a hypothesis that aromatherapy massage is pleasant, slightly anxiolytic, and often enjoyable for patients in stressful situations. However, the data do not support a hypothesis that there may be legitimate clinical indications for the prescription of aromatherapy massage in a health care setting; it seems to have no lasting effects, good or bad.

	Dementia
	Nguyen,2008

13 studies, 298 pts
	The largest study (n=72) reported an improvement in agitation among patients receiving lemon balm compared to placebo (35% versus 11%). Other studies reported mixed results.There appeared to be no association between outcome and method of administration or delivery.
	The few studies that evaluated the effects of aromatherapy on behavioural and psychological symptoms in patients with dementia reported mixed results.



	Dementia
	Thorgrimsen, 2003

1 study, 366 pts
	Analyses conducted revealed a statistically significant treatment effect in favour of the aroma therapy intervention on measures of agitation and neuropsychiatric symptoms.
	Aromatherapy showed benefit for people with dementia in the only trial that contributed data to this review, but there were several methodological difficulties with this study. More well designed large-scale RCTs are needed before conclusions can be drawn on the effectiveness of aroma therapy

	Cancer
	Lunde, 2010

10 studies, 3473 pts
	The most consistent result is that massage can reduce anxiety in cancer patients. Tentative conclusions on antidepressant, pain and nausea reductive effects are offered.
	Massage can safely be combined with conventional cancer treatment and used as evidence based nursing to reduce anxiety in cancer patients. There is further need of reviews and studies on other forms of manipulative and body-based therapies including reflexology. We also need more knowledge about how different forms of massage may differ in regard to their effect, how different cancer diagnosis or disease stages benefits from massage, and on cost-benefit of massage therapy for cancer patients.

	Cancer palliation
	Ernst, 2009

14 studies


	Collectively, the studies suggest that massage can alleviate a wide range of symptoms: pain, nausea, anxiety, depression, anger, stress and fatigue. However, the methodological quality of the included studies was poor, a fact that prevents definitive conclusions.
	The evidence is, encouraging but not compelling.

	Cancer Pain
	Wilkinson, 2008

10 studies
	Results suggest that massage might reduce anxiety in patients with

cancer in the short term and may have a beneficial effect on physical symptoms of cancer, such as pain and nausea. However, the lack of rigorous research evidence precludes drawing definitive conclusions.
	The overall conclusion from this review is, therefore, that no definitive conclusions about the effectiveness of massage in the care of patients with cancer can be drawn due to the methodological limitations of the trials.

	Post operative nausea
	Anderson, 2004

RCT
	Research by randomized controlled trial measuring effectiveness of aromatherapy in reducing postoperative nausea. Level of nausea was reduced for all three substances including placebo (saline) which indicates using aromatherapy helps the patient to control breathing.


	Stress
	Hansen,2006 

RCT 32 pts
	There was a significant decrease in reported stress in the experiment group.
	The result may have implications for job-related stress in the workforce and be of significant economic value.

	Cancer pain, sleep, axiety 
	Soden, 2004

RCT 42 pts
	We were unable to demonstrate any significant long-term benefits of aromatherapy or massage in terms of improving pain control, anxiety or quality of life. However, sleep scores improved significantly in both the massage and the combined massage (aromatherapy and massage) groups. There were also statistically significant reductions in depression scores in the massage group. In this study of patients with advanced cancer, the addition of lavender essential oil did not appear to increase the beneficial effects of massage. Our results do suggest, however, that patients with high levels of psychological distress respond best to these therapies.

	Chemotherapy affects
	Stringer, 2008

RCT, 39 pts
	A significant difference was seen between arms in Cortisol (P = 0.002) and prolactin (p = 0.031) levels from baseline to 30min post-session. Aromatherapy and massage arms showed a significantly greater drop in Cortisol than the rest arm. Only the massage arm had a significantly greater reduction in prolactin then the rest arm. The EORTC QLQ-C30 showed a significant reduction in 'need for rest' for patients in both experimental arms compared with the control arm, whereas the semi-structured interviews identified a universal feeling of relaxation in patients in the experimental arms.
	 This pilot study demonstrated that in isolated haematological oncology patients, a significant reduction in Cortisol could be safely achieved through massage, with associated improvement in psychological well-being.

	Menstrual Cramps
	Sun Hee, 2006

RCT, 67pts
	The menstrual cramps were significantly lowered in the aromatherapy group than in the other two groups at both post-test time points (first and second day of menstruation after treatment). From the multiple regression aromatherapy was found to be associated with the changes in menstrual cramp levels (first day: Beta = -2.48, 95% CI: -3.68 to -1.29, p < 0.001; second day: Beta = -1.97, 95% CI: -3.66 to -0.29, p = 0.02 and the severity of dysmenorrhea (first day: Beta = 0.31, 95% CI: 0.05 to 0.57, p = 0.02; second day: Beta = 0.33, 95% CI: 0.10 to 0.56, p = 0.006) than that found in the other two groups.
	These findings suggest that aromatherapy using topically applied lavender, clary sage, and rose is effective in decreasing the severity of menstrual cramps.

	Anxiety/depression
	Wilkinson, 2010

RCT, 180pts
	Patients who received aromatherapy massage had no significant improvement in clinical anxiety and/or depression compared with those receiving usual care at 10 weeks postrandomization (odds ratio [OR], 1.3; 95% CI, 0.9 to 1.7; P = .1), but did at 6 weeks postrandomization (OR, 1.4; 95% CI, 1.1 to 1.9; P = .01). Patients receiving aromatherapy massage also described greater improvement in self-reported anxiety at both 6 and 10 weeks postrandomization (OR, 3.4; 95% CI, 0.2 to 6.7; P = .04 and OR, 3.4; 95% CI, 0.2 to 6.6; P = .04), respectively.
	Aromatherapy massage does not appear to confer benefit on cancer patients' anxiety and/or depression in the long-term, but is associated with clinically important benefit up to 2 weeks after the intervention.



	Dementia
	Ballard, 2002 

RCT
	The showed a significant reduction in the scales, with less time spent socially withdrawn (6% reduction) and more time engaged in constructive activities (6% increase). With Melissa there was a 35% improvement in agitation, compared with 11% with placebo. A clinically significant improvement occurred (by 30%) was used to generate a NNT of 4, occurring in 60% of patients with Melissa and 14% with placebo. 


	Demonstrated improvements in behavioural symptoms comparable with those seen with neuroleptic agents in patients with less severe dementia, but it also indicated secondary improvements in quality of life and activities.. Aromatherapy was used as an adjunct to existing psychotropic

medication. Hence, although suggesting a place for aromatherapy as an adjunctive therapy, thestudy cannot be used as evidence that it is a viable

alternative to sedative drugs in people with severe


4. Cost effectiveness

There are no studies relating to the cost effectiveness of aromatherapy. 

5. Safety

There are no studies reporting overall safety data although some note pre-cautions with specific oils. Side effects can include allergic reactions (including rash), headache and nausea.

6. Summary 

There is a lack of research conducted for aromatherapy and there is no evidence to support that aromatherapy can treat specific diseases. There is some evidence that aromatherapy can provide short term relaxation for anxiety and can reduce agitation and general neuropsychiatric symptoms in patients with dementia. 
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Ayurvedic Treatments – Evidence Summary May 2010
1. Introduction

Ayurveda is an ancient Indian system of healthcare involving bringing about a balance between body, mind and spirit. It includes herbal remedies, diet, yoga, meditation, massage and other interventions.  There is much emphasis on prevention and lifestyle advice but often multiple interventions are advised.  Ayurvedic herbal preparations have been excluded from this review due to published safety concerns regarding heavy metal content. These preparations are also individualized and therefore research is lacking regarding the effectiveness for specific conditions.  
Indian head massage goal is to relax the face, scalp, neck, and shoulders, soothe and comfort the mind, and bring the body into harmony through the senses. 
2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and google. Search terms included, ayurveda, yoga, Indian Head massage, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

No systematic reviews, RCTs or meta-analyses could be located specifically for Indian Head Massage or Ayurveda generally. 

One systematic review was located for anxiety and yoga but this did not conclude benefits. 

Sixteen RCTs were located for yoga and those with an indication of positive benefit are in the table below. Pilot RCTs have been excluded due to the low number of participants and RCTs comparing to another unproven Complementary Therapy (although one study for chronic back pain is included). The most common comparator was exercise classes. These other studies covered: epilepsy, carpel tunnel syndrome, irritable bowel syndrome and obsessive compulsive disorder, hypertension, rheumatoid arthritis, diabetes and menopause/hot flushes. 

	Indication
	Studies considered
	Results
	Conclusion

	Depression
	Pilkington, Review 

5 studies
	Overall, the initial indications are of potentially beneficial effects of yoga interventions on depressive disorders. Variation in interventions, severity and reporting of trial methodology suggests that the findings must be interpreted with caution. Several of the interventions may not be feasible in those with reduced or impaired mobility. Nevertheless, further investigation of yoga as a therapeutic intervention is warranted.

	Breast cancer Quality of life
	Vadiraja, 2009 RCT n = 88
	Significant difference across groups over time for positive affect, negative affect and emotional function and social function was shown. There was significant improvement in positive affect, emotional function (and cognitive function (and decrease in negative affect  in the yoga group as compared to controls. There was a significant positive correlation between positive affect with role function, social function and global quality of life. There was a significant negative correlation between negative affect with physical function, role function, emotional function and social function.
	

	Breast cancer 
	Moadel, 2007

N = 
	The control group had a greater decrease in social well-being compared with the intervention group after controlling for baseline social well-being and covariates (P < .0001). Secondary analyses of 71 patients not receiving chemotherapy during the intervention period indicated favorable outcomes for the intervention group compared with the control group in overall QOL (P < .008), emotional well-being (P < .015), social well-being (P < .004), spiritual well-being (P < .009), and distressed mood (P < .031). Sixty-nine percent of intervention participants attended classes (mean number of classes attended by active class participants = 7.00 3.80), with lower adherence associated with increased fatigue (P < .001), radiotherapy (P < .0001), younger age (P < .008), and no antiestrogen therapy (P < .02).
	This intent-to-treat analysis suggests that yoga is associated with beneficial effects on social functioning among a medically diverse sample of breast cancer survivors. Among patients not receiving chemotherapy, yoga appears to enhance emotional well-being and mood and may serve to buffer deterioration in both overall and specific domains of QOL.



	Asthma
	Vempati, 2009

N = 57
	In the yoga group, there was a steady and progressive improvement in pulmonary function, the change being statistically significant in case of the first second of forced expiratory volume (FEV1) at 8 wk, and peak expiratory flow rate (PEFR) at 2, 4 and 8 wk as compared to the corresponding baseline values. There was a significant reduction in EIB in the yoga group. However, there was no corresponding reduction in the urinary prostaglandin D2 metabolite (11beta prostaglandin F2alpha) levels in response to the exercise challenge. There was also no significant change in serum eosinophilic cationic protein levels during the 8-wk study period in either group. There was a significant improvement in Asthma Quality of Life (AQOL) scores in both groups over the 8-wk study period. But the improvement was achieved earlier and was more complete in the yoga group. The number-needed-to-treat worked out to be 1.82 for the total AQOL score. An improvement in total AQOL score was greater than the minimal important difference and the same outcome was achieved for the sub-domains of the AQOL. The frequency of rescue medication use showed a significant decrease over the study period in both the groups. However, the decrease was achieved relatively earlier and was more marked in the yoga group than in the control group.
	The present RCT has demonstrated that adding the mind-body approach of yoga to the predominantly physical approach of conventional care results in measurable improvement in subjective as well as objective outcomes in bronchial asthma. The trial supports the efficacy of yoga in the management of bronchial asthma. However, the preliminary efforts made towards working out the mechanism of action of the intervention have not thrown much light on how yoga works in bronchial asthma.

	Asthma
	Manocha, 2002

N = 59
	The improvement in AHR at the end of treatment was 1.5 doubling doses (95% confidence interval (CI) 0.0 to 2.9, p=0.047) greater in the yoga intervention group than in the control group. Differences in AQLQ score (0.41,95% CI -0.04 to 0.86) and CAS (0.9, 95% CI -0.9 to 2.7) were not significant (p>0.05). The AQLQ mood subscale did improve more in the yoga group than in the control group (difference 0.63, 95% CI 0.06 to 1.20), as did the summary POMS score (difference 18.4, 95% CI 0.2 to 36.5, p=0.05). There were no significant differences between the two groups at the 2 month follow up assessment.
	This randomised controlled trial has shown that the practice of Sahaja yoga does have limited beneficial effects on some objective and subjective measures of the impact of asthma. Further work is required to understand the mechanism underlying the observed effects and to establish whether elements of this intervention may be clinically valuable in patients with severe asthma.



	Eating Disorders
	Carei, 2008

N = 54
	Food preoccupation (FP) was measured in the yoga and control group, before and after the study, respectively. Yoga was offered to the control group after the study as an incentive for participation. FP measured before and after each session, dropped significantly after 88% of yoga sessions ple;.005. Body Mass Index and Ideal Body Weight remained stable. Food preoccupation was significantly reduced immediately following yoga sessions. BMI remained stable during yoga treatment and standard care.
	Individualized yoga therapy may be a promising adjunctive therapy to standard of care practices. Further randomized controlled clinical trials are needed to explore these results.

	Older people cognition and quality of life
	Oken, 2006

N = 135
	There were no effects from either of the active interventions on any of the cognitive and alertness outcome measures. The yoga intervention produced improvements in physical measures (eg, timed 1-legged standing, forward flexibility) as well as a number of quality-of-life measures related to sense of well-being and energy and fatigue compared to controls.
	There were no relative improvements of cognitive function among healthy seniors in the yoga or exercise group compared to the wait-list control group. Those in the yoga group showed significant improvement in quality-of-life and physical measures compared to exercise and wait-list control groups.

	Back pain
	Sherman, 2005 n = 101
	Back-related function in the yoga group was superior to the book and exercise groups at 12 weeks (yoga vs. book: mean difference, -3.4 [95% CI, -5.1 to - 1.6] [P < 0.001]; yoga vs. exercise: mean difference, -1.8 [CI, -3.5 to - 0.1] [P = 0.034]). No significant differences in symptom bothersomeness were found between any 2 groups at 12 weeks; at 26 weeks, the yoga group was superior to the book group with respect to this measure (mean difference, -2.2 [CI, -3.2 to - 1.2]; P < 0.001). At 26 weeks, back-related function in the yoga group was superior to the book group (mean difference, -3.6 [CI, -5.4 to - 1.8]; P < 0.001).
	Yoga was more effective than a self-care book for improving function and reducing chronic low back pain, and the benefits persisted for at least several months.


4. Cost effectiveness

No information on cost effectiveness and Ayurveda was located.

5. Safety

Adverse event rates are not noted in the studies above however safety concerns more generally reported include injuries such as fractures, sprains and other musculoskeletal injuries.  

6. Summary 

The evidence base specific for Indian Head Massage is weak as studies have not been conducted specifically focusing on this, although some massage studies do encompass Indian Head Massage. The evidence base for yoga is limited to small controlled studies with varying comparators. Although there is a suggestion of a reduction of anxiety and an improvement in quality of life for a number of conditions, clear conclusions are limited due to the nature of the studies. A lack of data on adverse event rates is an important consideration.  
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Chiropractic – Evidence Summary April 2010

1. Introduction

Chiropractic has been defined as the diagnosis, treatment and prevention of mechanical disorders of the musculoskeletal system, and the effects of these disorders on the functions of the nervous system and general health. There is an emphasis on manual treatments including spinal adjustment and other joint and soft-tissue manipulation. (World Federation of Chiropractic 2001). 

NB. Mobilisation and massage are performed by a wide variety of practitioners. Manipulation can be performed by chiropractors or osteopaths, and by doctors or physiotherapists who have undergone specialist post-graduate training in manipulation.

2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included chiropractic, spinal manipulation, spinal mobilisation, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance

i. NICE Clinical Guideline 88 (May, 2009) recommends manual therapy for acute low back pain. 

Offer one of the following treatment options, taking into account patient preference: an exercise programme, a course of manual therapy or a course of acupuncture. Consider offering another of these options if the chosen treatment does not result in satisfactory improvement
Consider offering a course of manual therapy including spinal manipulation, comprising up to a maximum of nine sessions over a period of up to 12 weeks.

NICE recommendation is based on evidence from seven RCTs on manipulation/mobilisation techniques, one systematic review and one RCT on massage therapy. Other systematic reviews were excluded due to variation between the included studies. 
ii. European Guidelines for the management of low back pain
Recommends referral for spinal manipulation for episodes of up to 12 weeks duration. Spinal manipulation and multidisciplinary treatment programmes are specifically recommended for patients who are failing to return to normal activities, and in the latter case, for workers who have been on sick leave for more than 4-8 weeks,
b. Systematic reviews 

Over 13 systematic reviews were located. Those reviews with some indication of a positive benefit are included in the table below. Over 30 Randomised Controlled Trials were located covering a range of indications. Systematic reviews which found no evidence of effectiveness covered the following areas: 
Review of reviews, Fibromylagia, Carpel Tunel syndrome, Infant colic, asthma, pregnancy related back pain, Myofascial pain syndrome, upper limb conditions, scoliosis

	Indication
	Studies considered
	Results
	Conclusion

	Neck pain
	Gross, 2010

27 studies (1522 participants).
	Cervical Manipulation for subacute/chronic neck pain : Moderate quality evidence suggested manipulation and mobilisation produced similar effects on pain, function and patient satisfaction at intermediate-term follow-up. Low quality evidence showed manipulation alone compared to a control may provide short- term relief following one to four sessions (SMD pooled -0.90 (95%CI: -1.78 to -0.02)) and that nine or 12 sessions were superior to three for pain and disability in cervicogenic headache. Optimal technique and dose need to be determined.

Thoracic Manipulation for acute/chronic neck pain : Low quality evidence supported thoracic manipulation as an additional therapy for pain reduction (NNT 7; 46.6% treatment advantage) and increased function (NNT 5; 40.6% treatment advantage) in acute pain and favoured a single session of thoracic manipulation for immediate pain reduction compared to placebo for chronic neck pain (NNT 5, 29% treatment advantage).
	Cervical manipulation and mobilisation produced similar changes. Either may provide immediate- or short-term change; no long-term data are available. Thoracic manipulation may improve pain and function. Optimal 
techniques and dose are unresolved.

	Neck pain
	Gross, 2004
43 studies 
	Single or multiple (3-11) sessions of manipulation or mobilization showed no benefit in pain relief when assessed against placebo, control groups, or other treatments for acute/subacute/chronic mechanical neck disorders with or without headache. There was strong evidence of benefit favoring multimodal care (mobilization and/or manipulation plus exercise) over a waiting list control for pain reduction [pooled standardized mean differences -0.85 (95% CI: -1.20 to -0.50)], improvement in function [pooled SMD -0.57 (95% CI: -0.94 to -0.21)] and global perceived effect [standardized mean differences -2.73 (95% CI: -3.30 to -2.16)] for subacute/chronic mechanical neck disorders with or without headache.
	Mobilization and/or manipulation when used with exercise are beneficial for persistent mechanical neck disorders with or without headache. Done alone, manipulation and/or mobilization were not beneficial; when compared to one another, neither was superior. There was insufficient evidence available to draw conclusions for neck disorder with radicular findings. Factorial design would help determine the active agent(s) within a treatment mix.

	Non specific Low back pain
	Walker, 2010 12 studies, 2887pts
	Review compared combined chiropractic interventions. For acute and subacute LBP, chiropractic interventions improved short- and medium-term pain (SMD -0.25 (95% CI -0.46 to -0.04) and MD -0.89 (95%CI -1.60 to -0.18)) compared to other treatments, but there was no significant difference in long-term pain (MD -0.46 (95% CI -1.18 to 0.26)). Short-term improvement in disability was greater in the chiropractic group compared to other therapies (SMD -0.36 (95% CI -0.70 to -0.02)).
	Combined chiropractic interventions slightly improved pain and disability in the short-term and pain in the medium-term for acute and subacute LBP. However, there is currently no evidence that supports or refutes that these interventions provide a clinically meaningful difference for pain or disability in people with LBP when compared to other interventions

	Non-specific low back pain
	Vanti , 2008

4 studies, 204pts
	Four studies (n=204) comprised three randomised controlled trials (RCTs) (n=174) and one controlled clinical trial (n=30) reported the mechanical effects of manipulation; five RCTs (n=187) evaluated the clinical effects of manipulation (three of the five trials were conducted by the same researchers).

Mechanical effects of manipulation: Two studies reported positive effects and two reported negative effects. 

Clinical effects of manipulation: All five RCTs reported positive effects for manipulation. These included effects on neck disability indexes (two studies), pain ratings (one study), trapezius muscle strength (one study), systolic and diastolic blood pressure (one study) and range of motion and pain (one study). Some studies assessed more than one outcome. 
	Manipulative treatments appeared effective for non-specific thoracic pain, but it could not be determined if they were better than other treatments or placebo.



	Low back pain
	Lawrence, 2008
	
	As much or more evidence exists for the use of spinal manipulation to reduce symptoms and improve function in patients with chronic LBP as for use in acute and subacute LBP. Use of exercise in conjunction with manipulation is likely to speed and improve outcomes as well as minimize episodic recurrence. There was less evidence for the use of manipulation for patients with LBP and radiating leg pain, sciatica, or radiculopathy.

	Lower extremity disorders
	Brantingham, 2009

39 studies
	There is a level of C or limited evidence for manipulative therapy combined with multimodal or exercise therapy for hip osteoarthritis. There is a level of B or fair evidence for manipulative therapy of the knee and/or full kinetic chain, and of the ankle and/or foot, combined with multimodal or exercise therapy for knee osteoarthritis, patellofemoral pain syndrome, and ankle inversion sprain. There is also a level of C or limited evidence for manipulative therapy of the ankle and/or foot combined with multimodal or exercise therapy for plantar fasciitis, metatarsalgia, and hallux limitus/rigidus. There is also a level of I or insufficient evidence for manipulative therapy of the ankle and/or foot combined with multimodal or exercise therapy for hallux abducto valgus.
	There are a growing number of peer-reviewed studies of manipulative therapy for lower extremity disorders.

	Non-musculoskeletal conditions 
	Hawk, 2007

179 studies incl case studies
	
	Evidence from controlled studies and usual practice supports chiropractic care (the entire clinical encounter) as providing benefit to patients with asthma, cervicogenic vertigo, and infantile colic. Evidence was promising for potential benefit of manual procedures for children with otitis media and elderly patients with pneumonia.

	Review of reviews
	Ernst and Canter, 2006

16 studies
	The conclusions of these reviews were largely negative, except for back pain where spinal manipulation was considered superior to sham manipulation but not better than conventional treatments.


	Overall, the demonstrable benefit of SM seems to be

minimal in the case of acute or chronic back pain;

controversial in the case of headache; or absent for all

other indications. Other interventions, e.g. exercise

therapy, may therefore be preferable.23–25 We do,

however, note that the absence of evidence is not the

same as evidence of absence of an effect. None of the

reviews conclusively demonstrates that SM is ineffective.

	Non specific Low back pain
	UKBEAM*,
2004, RCT
	Relative to best care spinal manipulation was found to improve back function by a small to moderate margin at 3 months and by a smaller but still significant margin at one year. Pain, disability and general physical health were also improved
	

	Non-specific low back pain
	Assendelft, 2004, 39 studies 5464 pts
	For patients with acute low back pain, spinal manipulative therapy was superior only to sham therapy (10-mm difference [95% CI, 2 to 17 mm] on a 100-mm visual analogue scale) or therapies judged to be ineffective or even harmful. Spinal manipulative therapy had no statistically or clinically significant advantage over general practitioner care, analgesics, physical therapy, exercises, or back school. Results for patients with chronic low back pain were similar. Radiation of pain, study quality, profession of manipulator, and use of manipulation alone or in combination with other therapies did not affect these results.


	There is no evidence that spinal manipulative

therapy is superior to other standard treatments for patients with acute or chronic low back pain.

	Non-specific low back pain
	Brontfort, 2004

43 studies, 
	There is moderate evidence that SMT provides more short-term pain relief than mobilization (MOB) and detuned diathermy, and limited evidence of faster recovery than a commonly used physical therapy treatment strategy. Chronic LBP: There is moderate evidence that SMT has an effect similar to an efficacious prescription nonsteroidal anti-inflammatory drug, SMT/MOB is effective in the short term when compared with placebo and general practitioner care, and in the long term compared to physical therapy. There is limited to moderate evidence that SMT is better than physical therapy and home back exercise in both the short and long term. There is limited evidence that SMT is superior to sham SMT in the short term and superior to chemonucleolysis for disc herniation in the short term. However, there is also limited evidence that MOB is inferior to back exercise after disc herniation surgery.. Acute Neck Pain (NP): There are few studies, and the evidence is currently inconclusive. Chronic NP: There is moderate evidence that SMT/MOB is superior to general practitioner management for short-term pain reduction but that SMT offers at most similar pain relief to high-technology rehabilitative exercise in the short and long term. 
	Our data synthesis suggests that recommendations can be made with some confidence regarding the use of SMT and/or MOB as a viable option for the treatment of both low back pain and NP. There have been few high-quality trials distinguishing between acute and chronic patients, and most are limited to shorter-term follow-up.

	Non specific Low back pain
	Hurwitz, 2002, RCT
	RCT compared chiropractic care to medical care and found no difference in pain severity and disability at 6 or 18 months 
	

	Headache
	Brontfort, 2001

9 studies, 683 pts
	There is moderate evidence that SMT has short-term efficacy similar to amitriptyline in the prophylactic treatment of chronic tension-type headache and migraine. SMT does not appear to improve outcomes when added to soft-tissue massage for episodic tension-type headache. There is moderate evidence that SMT is more efficacious than massage for cervicogenic headache.
	SMT appears to have a better effect than massage for cervicogenic headache. It also appears that SMT has an effect comparable to commonly used first-line prophylactic prescription medications for tension-type headache and migraine headache. This conclusion rests upon a few trials of adequate methodological quality. Before any firm conclusions can be drawn, further testing should be done in rigorously designed, executed, and analyzed trials with follow-up periods of sufficient length.


 * BEAM stands for back pain, exercise and manipulation.

4. Cost effectiveness

From the UKBEAM trial (for low back pain) the cost effectiveness when added to best care gave an ICER of £4756. The cost effectiveness of manipulation alone was higher at £8700 hence the recommendation of a combined treatment option. A further study of cost effectiveness of manipulation for low back pain reported an ICER of £3500 relative to usual care (Williams et al). The latter study however was via osteopathy. 
5. Safety

A systematic review aimed to identify adverse effects of spinal manipulation for non-specific low back pain (Ernst, E., 2007). The most serious problems were vertebral artery dissection as a result of overstretching of the artery during rotational manipulation of the neck. Spinal manipulation was associated with risks such as vascular accidents and nonvascular complications in a number of case series. Spinal manipulation is commonly associated with mild to moderate adverse effects. This includes transient increases in pain.  Serious complications are rare. 

The methodologically best studies show that mild, transient adverse effects such as localized pain are experienced by about 50% of all chiropractic patients. In addition to such minor events, dramatic complications have been noted with some degree of regularity. These complications typically involve upper spinal manipulation, which has been associated with cerebrovascular accidents. 
The risk of a serious complication due to manipulation is somewhere between 1 in 100,0004 and 1 in 5.8 million.

6. Summary

The evidence for chiropractic is tentatively positive for both chronic and acute back pain involving now a large number of clinical trials that have been systematically reviewed. For non musculoskeletal conditions the available evidence is very weak.   
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Homeopathy – Evidence Summary April 2010
1. Introduction

Homeopathy is a form of complementary and alternative medicine, based on the idea of ‘treating like with like’, aiming to stimulate self-healing processes. Treatment is often individualized. Homeopathic medicines are of botanical, chemical, mineral, zoological, or human origin, and prepared by a process of successive dilution and agitation, known as potentization. 

2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included homeopathy, systematic reviews, met analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance

No guidance could be located for use of homeopathy. A Commons Science and Technology Committee reports on homeopathy and government response were published in 2010. The report concludes that the NHS should cease funding homeopathy as the evidence base shows homeopathy is not efficacious. The Greater Manchester Medicines Management Group therefore recommends that the prescribing, referral or recommendation of homeopathy is low priority for the NHS. It suggests that Commissioners should introduce local policy to define that homeopathy is not part of NHS offer in Greater Manchester.  
b. Systematic reviews 

Over 25 systematic reviews were located. 11 with some indication of a positive benefit are included in the table below. 

Systematic reviews which found no evidence of effectiveness covered the following areas: 

Review of reviews, Headache, HIV, depression, cancer treatment, anxiety, chronic fatigue syndrome, diabetes, asthma, dementia, Attention deficit/hyperactivity disorder (ADHD), diarrhoea, Trauma and injuries.  

85 Randomised Controlled Trials were located covering a range of indications for this search. The Faculty of Homeopathy reports 142 peer reviewed RCTs although the time period applied is longer than this current search. There are replicated studies with a majority of positive findings in the following 7 conditions Childhood diarrhoea (individualized treatment), Fibromyalgia, Influenza, Osteoarthritis, Seasonal allergic rhinitis, Sinusitis, Vertigo. 
	Indication
	Studies considered
	Results
	Conclusion

	Review of reviews 
	Cucherat, 16 trials, 17 comparisons, 2717 pts
	The combined P value for the 17 comparisons was highly significant P = 0.000036. However, sensitivity analysis showed that the P value tended towards a non-significant value (P = 0.08) as trials were excluded in a stepwise manner based on their level of quality.
	There is some evidence that homeopathic treatments are more effective than placebo; however, the strength of this evidence is low because of the low methodological quality of the trials. Studies of high methodological quality were more likely to be negative than the lower quality studies.

	Review of  reviews
	Shang, 2005,

110 trials conventional medicine vs 110 homeopathy
	Showed similar overall treatment effect. Selected 14 out of high quality gave odds ratio of 0.88 for homeopathy and 0.58 for conventions medicine.  
	Weak evidence for specific effect of homeopathy compared to stronger evidence for conventional medicine. Indicates placebo effect but lack of sensitivity analysis. 



	Review of review
	Ludtke, 2008 Rutten,2008

	Reanalysis of Shang. When the set of analyzed trials was successively restricted to larger patient numbers, the ORs varied and the P-values increased. Shang's negative results were largely due to one trial on preventing muscle soreness in 400 long-distance runners
	The results of the meta-analysis are very sensitive to the threshold defining ‘large’ clinical trials and that, because of the heterogeneity between the trials and methodological issues, Shang's results and conclusions are less definite than had been presented

	Review of reviews
	Jonas, 2000
	Three independent systematic reviews of placebo-controlled trials on homeopathy reported that its effects seem to be more than placebo, and one review found its effects consistent with placebo. There is also evidence from randomized, controlled trials that homeopathy may be effective

for the treatment of influenza, allergies, postoperative ileus, and childhood diarrhea. Evidence suggests that homeopathy is ineffective for migraine, delayed-onset muscle soreness, and influenza prevention. There is a lack of conclusive evidence on the effectiveness of homeopathy for most conditions.

	Respiratory
	Bornhöft, 2006

29 studies
	20 of 22 systematic reviews detected at least a trend in favor of homeopathy. In our estimation 5 studies yielded results indicating clear evidence for homeopathic therapy. The evaluation of 29 studies in the domain 'Upper Respiratory Tract Infections/Allergic Reactions' showed a positive overall result in favor of homeopathy. 6 out of 7 controlled studies were at least equivalent to conventional medical interventions. 8 out of 16 placebo-controlled studies were significant in favor of homeopathy
	Taking internal and external validity criteria into account, effectiveness of homeopathy can be supported by clinical evidence and professional and adequate application be regarded as safe.

	Childhood diarrhoea
	Jacobs, 2003

3 studies, 242pts
	Combined analysis shows a duration of diarrhoea of 3.3 days in the homeopathy group compared with 4.1 in the placebo group (P = 0.008). The metaanalysis shows a consistent effect-size difference of approximately 0.66 day (P = 0.008).
	The results from these studies confirm that individualized homeopathic treatment decreases the duration of acute childhood diarrhoea and suggest that larger sample sizes be used in future homeopathic research to ensure adequate statistical power. Homeopathy should be considered for use as an adjunct to oral rehydration for this illness.

	Influenza
	Vickers, 2006

3 prevention trials (n= 2265), 4 treatment trials (n = 1194)
	Oscillococcinum treatment reduced the length of influenza illness by 0.28 days and increased the chances that a patient considered treatment to be effective (RR 1.08; 95% CI 1.17 to 1.00).
	Data are promising, but not strong enough to make a general recommendation to use Oscillococcinum for influenza and influenza-like syndromes.

	Allergic rhinitis
	Taylor, 2000

4 studies, 253 pts
	Showed a mean symptom reduction on visual analogue scores of 28% (10.9 mm) for homoeopathy compared with 3% (1.1 mm) for placebo (95% confidence interval 4.2 to 15.4, P=0.0007).
	The objective results reinforce earlier evidence that homoeopathic dilutions differ from placebo (with better nasal air flow). 


	Respiratory allergy
	Bellavite, 2006

27 studies
	The evidence demonstrates that in some conditions homeopathy shows significant promise, e.g. Galphimia glauca (low dilutions/potencies) in allergic oculorhinitis, classical individualized homeopathy in otitis and possibly in asthma and allergic complaints, and a few low-potency homeopathic complexes in sinusitis and rhinoconjunctivitis
	

	Vertigo
	Schneider, 2005

4 trials, 1388pts
	Evaluated the homeopathic preparation Vertigoheel (VH) compared with usual therapies (betahistine, Ginkgo biloba extract, dimenhydrinate) meta-analysis showed equivalent reductions with VH and with control treatment: mean reduction of the number of daily episodes 4.0 for VH and 3.9 for control (standard error 0.11 for both groups); mean reduction of the duration (on a scale 0-4) for VH 1.1 and for the control 1.0 (standard error 0.03 for both groups); mean reduction of the intensity (on a scale 0-4) for VH 1.18 and for the control 1.8 (standard error 0.03 for both groups).
	The results show the applicability of meta-analyses on the data from studies with homeopathic drugs and support the results from the individual studies indicating good efficacy and tolerability of VH in patients with vertigo.

	Headache
	Owen, 2004

6 studies, 362pts
	Improvement in headache symptoms was observed in all 6 studies. However, 3 of the RCTs found no significant difference between homeopathy and placebo – symptoms improved in both groups of patients. The fourth RCT, where homeopathic prescribing was limited to one of just 8 options, found homeopathy was superior to placebo. 
	The overall evidence suggests that the homeopathy might benefit headache patients, but it does not convincingly indicate it is more effective than placebo. In no study was homeopathy found to be less effective than placebo, or harmful.

There is insufficient evidence to support or refute the use of homeopathy for managing headache. However, they also noted several flaws in the design of studies published to date



	Adverse effects of cancer treatment
	Kassab, 2009

8 trials, 664 pts
	Two studies with low risk of bias demonstrated benefit: one with 254 participants demonstrated superiority of topical calendula over trolamine (a topical agent not containing corticosteroids) for prevention of radiotherapy-induced dermatitis, and another with 32 participants demonstrated superiority of Traumeel S (a proprietary complex homeopathic medicine) over placebo as a mouthwash for chemotherapy-induced stomatitis. Two other studies reported positive results, although the risk of bias was unclear, and four further studies reported negative results.
	There is preliminary data in support of the efficacy of topical calendula for prophylaxis of acute dermatitis during radiotherapy and Traumeel S mouthwash in the treatment of chemotherapy-induced stomatitis.


4. Cost effectiveness

No studies of cost effectiveness could be located. 

5. Safety

Dantas et al conducted a systematic review specifically looking at adverse effects and concluded the mean incidence of adverse effects of homeopathic medicines was greater than placebo in controlled clinical trials (9.4/6.1) but effects were minor, transient and comparable. 

A systematic review has also been reported looking at homeopathic aggravations. For 24 trials the average number of aggravations was low. In total, 50 aggravations were attributed to patients treated with placebo and 63 to patients treated with homoeopathically diluted remedies. We conclude that this systematic review does not provide clear evidence that the phenomenon of homeopathic aggravations exists.
6. Summary 

From the many trials completed there is very little evidence that homeopathy is effective.  Much of the evidence is indicative of a definite placebo effect for homeopathy. The most positive reviews find comparable benefit to conventional treatments for headache, asthma, flu symptoms, vertigo and diarrohea. Greater Manchester Medicines Management Group recommend commissioners adopt policies which define that homeopathy should not be offered on the NHS. 
7. References

1. Cucherat M, Haugh MC, Gooch M, Boissel JP. Evidence of clinical efficacy of homeopathy – A meta-analysis of clinical trials. European Journal of Clinical Pharmacology, 2000; 56: 27–33.
Shang A, Huwiler-Muntener K, Nartey L, et al. Are the clinical effects of homoeopathy placebo effects? Comparative study of placebo-controlled trials of homoeopathy and allopathy. Lancet, 2005; 366: 726–732.

2. Ludtke R, Rutten AL. The conclusions on the effectiveness of homeopathy highly depend on the set of analyzed trials. Journal of Clinical Epidemiology. 2008, 61(12):1197-204.  

3. Rutten AL, Stolper CF. The 2005 meta-analysis of homeopathy: the importance of post-publication data. Homeopathy. 2008, 97(4):169-77.
4. Bornhöft G, Wolf U, Ammon K, et al. Effectiveness, safety and cost-effectiveness of homeopathy in general practice – summarized health technology assessment. Forschende Komplementärmedizin, 2006; 13 Suppl 2: 19–29.

5. Jacobs J, Jonas WB, Jimenez-Perez M, Crothers D. Homeopathy for childhood diarrhea: combined results and metaanalysis from three randomized, controlled clinical trials. Pediatric Infectious Disease Journal, 2003; 22: 229–234.

6. Vickers A, Smith C. Homoeopathic Oscillococcinum for preventing and treating influenza and influenza-like syndromes (Cochrane review). In: The Cochrane Library. Chichester, UK: John Wiley & Sons, Ltd. CD001957, 2006.

7. Jonas WB, Linde K, Ramirez G. Homeopathy and rheumatic disease. Rheumatic Disease Clinics of North America, 2000; 26: 117–123.

8. Taylor MA, Reilly D, Llewellyn-Jones RH, et al. Randomised controlled trials of homoeopathy versus placebo in perennial allergic rhinitis with overview of four trial series. British Medical Journal, 2000; 321: 471–476.

9. Bellavite P, Ortolani R, Pontarollo F, et al. Immunology and homeopathy. 4. Clinical studies – Part 2. Evidence-based Complementary and Alternative Medicine: eCAM, 2006; 3: 397–409.

10. Bellavite P, Ortolani R, Pontarollo F, et al. Immunology and homeopathy. 4. Clinical studies – Part 1. Evidence-based Complementary and Alternative Medicine: eCAM, 2006; 3: 293–301.

11. Schneider B, Klein P, Weiser M. Treatment of vertigo with a homeopathic complex remedy compared with usual treatments: a meta-analysis of clinical trials. Arzneimittelforschung, 2005; 55: 23–29

12. Owen JM, Green BN. Homeopathic treatment of headaches: A systematic review of the literature. Journal of Chiropractic Medicine 2004; 3: 45–52.
13. Kassab S, Cummings M, Berkovitz S, van Haselen R, Fisher P. Homeopathic medicines for adverse effects of cancer treatments. Cochrane Database of Systematic Reviews 2009, Issue 2. Art. No.: CD004845. DOI: 10.1002/14651858.CD004845.pub2.
14. Lüdtke R, Hacke D. [On the effectiveness of the homeopathic remedy Arnica montana]. Wiener medizinische Wochenschrift. 2005, 155: 482–490
15. Dantas F., Rampes H. Do homeopathic medicines provoke adverse effects? A systematic review. British Homeopathic Journal, 2000, vol./is. 89/SUPPL. 1(S35-S38),

16. Grabia S,  Ernst E. Homeopathic aggravations: a systematic review of randomised, placebo-controlled clinical trials. Homeopathy. 2003, 92(2):92-8. 

Hypnotherapy Evidence Summary

1. Introduction
Hypnotherapy is the use of hypnosis for treating such conditions as addictions, anxiety, depression, obesity, irritable bowel syndrome, phobias and stress. Hypnosis is not a state of sleep but a state of relaxation varying from light to deep. Tests have shown that a person is neither unconscious, nor asleep. Tests have shown that a person in deep hypnosis is in a state of deep relaxation and engaged in normal mental activity. (1)
2. Search Strategy

A search was conducted using the healthcare databases available via NHS Evidence, and Google. Search terms included hypnotherapy, hypnosis, systematic review, met analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Meta analyses

	Review
	Results
	Authors’ Conclusions

	Shih et al., (2009)
	Six studies qualified and were analyzed using the Comprehensive Meta-Analysis software package. The combined effect size of hypnosis for depressive symptoms was 0.57. Hypnosis appeared to significantly improve symptoms of depression (p < .001).
	Hypnosis appears to be a viable nonpharmacologic intervention for depression. Suggestions for future research are discussed.



	Schnur et al., (2008)
	Evaluated the effect of hypnosis in reducing emotional distress associated with medical procedures.  Effects from the 26 trials were based on 2342 participants. Results indicated an overall large effect size (ES) of 0.88 (95% CI = 0.57-1.19) in favour of hypnosis. Effect sizes differed significantly (p < 0.01) according to age (children benefited to a greater extent than adults) and method of hypnosis delivery, but did not differ based on the control condition used (standard care vs. attention control).  
	The data strongly support the use of hypnosis as a non-pharmacologic intervention to reduce emotional distress associated with medical procedures, and suggest that the more widespread adoption of hypnosis could improve the quality of life of millions of patients undergoing medical procedures.

The finding that hypnosis appears equally effective whether compared to an attention control group or to a standard care control group suggests that the effects of hypnosis are not merely due to attention.

	
	A meta-analysis was conducted with 21 randomized, controlled clinical studies to evaluate efficacy of hypnosis in psychosomatic disorders. Results showed significant differences between classic, mixed, and modern hypnosis. Regression of outcome on treatment dose failed to show a significant relationship. Numerical values for correlation between suggestibility and outcome were only reported in three studies (mean r = .31). 


	The meta-analysis clearly indicates hypnotherapy is highly effective in treatment of psychosomatic disorders.

	Montgomery et al. (2000)
	Examined the effectiveness of hypnosis in pain management, compares studies that evaluated hypnotic pain reduction in healthy volunteers vs. those using patient samples, compares hypnoanalgesic effects and participants' hypnotic suggestibility, and determines the effectiveness of hypnotic suggestion for pain relief relative to other nonhypnotic psychological interventions.
	Meta-analysis of 18 studies revealed a moderate to large hypnoanalgesic effect, supporting the efficacy of hypnotic techniques for pain management. The results also indicated that hypnotic suggestion was equally effective in reducing both clinical and experimental pain. The overall results suggest broader application of hypnoanalgesic techniques with pain patients.




b. Systematic reviews for specific conditions

	Review Authors
	Results
	Authors’ conclusion

	Izquierdo de Santiago and Khan (2007)
	Investigated the use of hypnosis for people with schizophrenia or schizophrenia-like illnesses compared with standard care and other interventions. 
	The studies in this field are few, small, poorly reported and outdated. Hypnosis could be helpful for people with schizophrenia. If we are to find this out, better designed, conducted and reported randomised studies are required. This current update has not revealed any new studies in this area since 2003.

	Richardson et al. (2007)
	To systematically review the research evidence on the effectiveness of hypnosis for cancer chemotherapy-induced nausea and vomiting (CINV).  Six RCTs evaluating the effectiveness of hypnosis in CINV were found. In five of these studies the participants were children. Studies report positive results including statistically significant reductions in anticipatory and CINV. Meta-analysis revealed a large effect size of hypnotic treatment when compared with treatment as usual, and the effect was at least as large as that of cognitive-behavioural therapy.
	Meta-analysis has demonstrated that hypnosis could be a clinically valuable intervention for anticipatory and CINV in children with cancer.

	Webb et al. (2007)
	Evaluated the efficacy of hypnotherapy for the treatment of irritable bowel syndrome.  Four studies including a total of 147 patients met the inclusion criteria. The therapeutic effect of hypnotherapy was found to be superior to that of a waiting list control or usual medical management, for abdominal pain and composite primary IBS symptoms, in the short term in patients who fail standard medical therapy. Harmful side-effects were not reported in any of the trials. However, the results of these studies should be interpreted with caution due to poor methodological quality and small size.
	The quality of the included trials was inadequate to allow any conclusion about the efficacy of hypnotherapy for irritable bowel syndrome. More research with high quality trials is needed.



	Wilson et al. (2006)
	Conducted a systematic review of the literature evaluating hypnotherapy in the management of irritable bowel syndrome (IBS).  20 studies (18 trials of which four were randomized, two controlled and 12 uncontrolled) and two case series were eligible. These tended to demonstrate hypnotherapy as being effective in the management of IBS. Numbers of patients included were small. Only one trial scored more than four out of eight on internal validity.
	The published evidence suggests that hypnotherapy is effective in the management of IBS. Over half of the trials (10 of 18) indicated a significant benefit. A randomized placebo-controlled trial of high internal validity is necessary to establish the effectiveness of hypnotherapy in the management of IBS. Until such a trial is undertaken, this form of treatment should be restricted to specialist centres caring for the more severe forms of the disorder.



	Gholamrezaei et al. (2006)
	A systematic review of the literature on hypnosis in the treatment of IBS from 1970 to 2005.  The results of the reviewed studies (15) showed improved status of all major symptoms of IBS, extracolonic symptoms, quality of life, anxiety, and depression. Furthermore these improvements lasted 2-5 years.
	Although there are some methodological inadequacies, all studies show that hypnotherapy is highly effective for patients with refractory IBS, but definite efficacy of hypnosis in the treatment of IBS remains unclear due to lack of controlled trials supporting this finding.



	Cyna et al. (2004)
	Examined the evidence regarding the effects of hypnosis for pain relief during childbirth.  Five RCTs and 14 non-randomized comparisons (NRCs) studying 8395 women were identified where hypnosis was used for labour analgesia. Four RCTs including 224 patients examined the primary outcomes of interest. One RCT rated poor on quality assessment. Meta-analyses of the three remaining RCTs showed that, compared with controls, fewer parturients having hypnosis required analgesia, relative risk=0.51 (95% confidence interval 0.28, 0.95). Of the two included NRCs, one showed that women using hypnosis rated their labour pain less severe than controls (P<0.01). The other showed that hypnosis reduced opioid (meperidine) requirements (P<0.001), and increased the incidence of not requiring pharmacological analgesia in labour (P<0.001).
	The risk/benefit profile of hypnosis demonstrates a need for well-designed trials to confirm the effects of hypnosis in childbirth.



	Abbot et al. (2000)
	The objective of this review was to evaluate the effects of hypnotherapy for smoking cessation.  Nine studies compared hypnotherapy with 14 different control interventions. There was significant heterogeneity between the results of the individual studies, with conflicting results for the effectiveness of hypnotherapy compared to no treatment or to advice. We therefore did not attempt to calculate pooled odds ratios for the overall effect of hypnotherapy. There was no evidence of an effect of hypnotherapy compared to rapid smoking or psychological treatment.
	The study did not show that hypnotherapy has a greater effect on six month quit rates than other interventions or no treatment. The effects of hypnotherapy on smoking cessation claimed by uncontrolled studies were not confirmed by analysis of randomised controlled trials.



	
	
	


c. Randomised Controlled Trials

	Trial Authors
	Results
	Authors’ conclusion

	Marc et al. (2009)
	Assessed women's satisfaction with a hypnotic intervention for anxiety and pain management during a pregnancy-terminating procedure (N = 350).  Advantages of hypnosis over standard care were found in the patients' report that they could resume their normal activities right after being discharged from the hospital (72% in hypnosis vs. 56% in control group) and in their appreciation of the accompaniment (hypnotherapist vs. nurse) provided during the procedure (97% in hypnosis vs. 56% in control group). Among those who received hypnosis, 97% affirmed that they would recommend hypnosis to a friend for a similar procedure. More than 98% in both groups indicated they would again volunteer to participate in a study evaluating hypnosis for pain management.  

	Women in the hypnosis group generally reported higher levels of satisfaction with various aspects of the procedure. This is consistent with the growing literature in favor of hypnotic interventions to improve pain management and care.



	Abrahamsen et al. (2009)
	Investigated the effect of hypnosis in patients with temporomandibular disorders (TMD) with focus on oral function and psychological outcomes.

The hypnosis group significantly reduced the daily NRS pain scores from 4.5 +/- 2.1 at baseline to 2.9 +/- 2.4 after treatment (P < 0.001) compared to the control group where no significant changes were found (4.2 +/- 1.4 to 3.9 +/- 1.5) (P = 0.733). Number needed to treat for a 50% pain reduction was 4.0. The hypnosis group also increased use of the coping strategy 'reinterpreting pain sensations' from 5.2 +/- 6.9 to 10.3 +/- 6.8 (P < 0.001). Both groups exhibited significant reductions in the number of painful muscle palpation sites and pain on palpation (P < 0.004), in number of awakenings due to pain (P < 0.006), and in somatization, obsessive compulsive symptoms and anxiety (P < 0.004).
	Hypnosis appears to effectively reduce some aspects of complex TMD pain.



	Montgomery et al., (2009)


	Tested the effectiveness of a psychological intervention combining cognitive-behavioural therapy and hypnosis (CBTH) to treat radiotherapy-related fatigue in women scheduled to undergo treatment for breast cancer.  Participants received training in hypnosis and CBT.  Multilevel modelling indicated that for weekly FACIT fatigue data, there was a significant effect of the CBTH intervention on the rate of change in fatigue (p < .05), such that on average, CBTH participants' fatigue did not increase over the course of treatment, whereas control group participants' fatigue increased linearly. Daily data corroborated the analyses of weekly data.


	The results suggest that combining cognitive-behavioural therapy and hypnosis is an effective means for controlling and potentially preventing fatigue in breast cancer radiotherapy patients.

	Castel et al. (2009)


	This study examined the contributing effects of hypnosis on a standard cognitive-behaviour therapy (CBT) intervention for treating pain in patients with fibromyalgia (n=47).  The analyses indicated that patients who received either CBT or CBT plus hypnosis improved more than patients who received only conventional pharmacological treatment; patients who received CBT plus hypnosis showed greater improvement than those who received CBT without hypnosis.
	The findings are consistent with previous research demonstrating the additive benefits of hypnosis when combined with other effective treatments.

	Slack et al. (2009)
	Tested hypothesis was that hypnotic analgesia reduces pain and anxiety during electromyography (EMG).  Mean values for the EDU, hypnotic induction without analgesic suggestion, and hypnotic induction with analgesic suggestion groups were not significantly different. When hypnosis groups were merged (n = 18) and compared with the EDU condition (n = 8), average and worst pain and anxiety were less for the hypnosis group than EDU, but this was statistically significant only for worst pain with a 31% average reduction.
	A short hypnotic induction seems to reduce worst pain during electromyography.



	Elkins et al. (2008)
	Evaluated the effect of a hypnosis intervention for hot flashes in breast cancer survivors.  Fifty-one randomly assigned women completed the study. By the end of the treatment period, hot flash scores (frequency x average severity) decreased 68% from baseline to end point in the hypnosis arm (P < .001). Significant improvements in self-reported anxiety, depression, interference of hot flashes on daily activities, and sleep were observed for patients who received the hypnosis intervention (P < .005) in comparison to the no treatment control group.
	Hypnosis appears to reduce perceived hot flashes in breast cancer survivors and may have additional benefits such as reduced anxiety and depression, and improved sleep.



	Abramowitz et al., (2008)
	Evaluated the benefits of add-on hypnotherapy in patients with chronic Post Traumatic Stress Disorder (PTSD).  There was a significant main effect of the hypnotherapy treatment with PTSD symptoms as measured by the Posttraumatic Disorder Scale. This effect was preserved at follow-up 1 month later. Additional benefits for the hypnotherapy group were decreases in intrusion and avoidance reactions and improvement in all sleep variables assessed.


	The study found that symptomatic hypnotherapy is an effective adjunct to psycho- and pharmacotherapy for chronic insomnia and sleep disorders in a group of patients suffering from chronic combat-related PTSD. 

As the sample size for this study was small (n=32), further research is recommended.

	Shakibaei et al. (2008)
	Examined the effects of hypnosis on both pain and reexperiencing of trauma in burn patients.  The hypnotherapy group showed significantly lower pain ratings than the control group and reported a significant reduction in pain from baseline. There was a significant reduction in trauma reexperience scores in the hypnotherapy group but not the control group. 
	The findings support the efficacy of hypnotherapy in the management of both pain and reexperiencing of trauma in burn patients.



	Mackey (2008)
	Evaluated the use of hypnosis/therapeutic suggestion as an adjunct to intravenous (IV) sedation in patients having third molar removal in an outpatient setting.  Intraoperative Propofol administration, patient postoperative pain rating, and postoperative prescription pain reliever consumption were all significantly reduced in the treatment group compared to the control group.
	

	Vlieger et al., (2007)
	Undertook a randomized controlled trial and compared clinical effectiveness of hypnotherapy (HT) with standard medical therapy (SMT) in children with Functional abdominal pain (FAP) or irritable bowel syndrome (IBS).  Pain scores decreased significantly in both groups: from baseline to 1 year follow-up, pain intensity scores decreased in the HT group from 13.5 to 1.3 and in the SMT group from 14.1 to 8.0. Pain frequency scores decreased from 13.5 to 1.1 in the HT group and from 14.4 to 9.3 in the SMT group. Hypnotherapy was highly superior, with a significantly greater reduction in pain scores compared with SMT (P < .001). At 1 year follow-up, successful treatment was accomplished in 85% of the HT group and 25% of the SMT group (P < .001).
	Gut-directed hypnotherapy is highly effective in the treatment of children with longstanding FAP or IBS.

	Askay et al. (2007)
	Compared hypnotic analgesia with an attention-only placebo for burn pain during wound debridements.  The group receiving hypnosis had a significant drop in pain compared with the control group when measured by the McGill Pain Questionnaire but not when measured by other pain rating scales. Conclusion: The McGill Pain Questionnaire total score reflects multiple pain components, such as its affective component and various qualitative components, and is not merely a measure of pain intensity.
	The findings suggest that hypnosis affects multiple pain domains and that measures that assess these multiple domains may be more sensitive to the effects of hypnotic analgesia treatments.



	Gay (2007)
	Investigated the effectiveness of hypnosis in reducing mild essential hypertension.
	Results showed that hypnosis is effective in reducing blood pressure in the short term but also in the middle and long terms. The authors did not find any relationship between the practice of self-hypnosis and the evolution of blood pressure or between anxiety, personality factors, and therapeutic results.

	Jones et al. (2006)
	The study aimed to assess the efficacy of hypnotherapy in a selected group of Non-cardiac chest pain (NCCP) patients with angina-like chest pain in whom coronary angiography was normal and oesophageal reflux was not contributory.  Twelve of 15 (80%) hypnotherapy patients compared with three of 13 (23%) controls experienced a global improvement in pain (p = 0.008) which was associated with a significantly greater reduction in pain intensity (p = 0.046) although not frequency. Hypnotherapy also resulted in a significantly greater improvement in overall well being in addition to a reduction in medication usage. There were no differences favouring hypnotherapy with respect to anxiety or depression scores.
	Hypnotherapy appears to have use in this highly selected group of NCCP patients and warrants further assessment in the broader context of this disorder.



	Roberts et al. (2006)
	Assessed the effectiveness of gut-directed hypnotherapy as a complementary therapy in the management of IBS.  Both groups demonstrated a significant improvement in all symptom dimensions and quality of life over 12 months. At 3 months the intervention group had significantly greater improvements in pain, diarrhoea and overall symptom scores (P<0.05). No significant differences between groups in quality of life were identified. No differences were maintained over time. Intervention patients, however, were significantly less likely to require medication, and the majority described an improvement in their condition.
	Gut-directed hypnotherapy benefits patients via symptom reduction and reduced medication usage, although the lack of significant difference between groups beyond 3 months prohibits its general introduction without additional evidence. A large trial incorporating robust economic analysis is, therefore, urgently recommended.



	Stalpers et al. (2005)
	Investigated whether hypnotherapy reduces anxiety and improves the quality of life in cancer patients undergoing curative radiotherapy (RT).  No statistically significant difference was found in anxiety or quality of life between the hypnotherapy and control groups. However, significantly more patients in the hypnotherapy group indicated an improvement in mental (p <0.05) and overall (p <0.05) well-being.
	Hypnotherapy did not reduce anxiety or improve the quality of life in cancer patients undergoing curative RT. The absence of statistically significant differences between the two groups contrasts with the hypnotherapy patients' own sense of mental and overall well-being, which was significantly greater after hypnotherapy. It cannot be excluded that the extra attention by the hypnotherapist was responsible for this beneficial effect in the hypnotherapy group. An attention-only control group would be necessary to control for this effect.

	de Klerk et al. (2004)
	The aim of this study was to determine the feasibility of hypnotherapeutic ego strengthening (HES) to facilitate coronary artery bypass surgery (CABS) patients coping with concomitant anxiety and depression.   Findings confirmed large practical reductions of anxiety and depression in the experimental group and were maintained at follow-up, while a trend towards increased depression levels occurred in the control group.
	Although not generalizable, results suggest broadened applications of hypnotherapy with patients in cardiac centers.



	Calvert et al. (2002)
	This study aimed to assess the efficacy of HT in functional dyspepsia (FD).  Short-term symptom scores improved more in the HT group than in the supportive or medical treatment groups. HT also benefited QOL compared with either supportive therapy or medical treatment. Long-term, HT significantly improved symptoms compared with supportive therapy or medical treatment. QOL improved significantly more with HT than with medical treatment. QOL did improve in the supportive therapy group, but 5 of these patients commenced taking antidepressants during follow-up. A total of 90% of the patients in the medical treatment group and 82% of the patients in the supportive therapy group commenced medication during follow-up, whereas none in the HT group did so. Those in the HT group visited their general practitioner or gastroenterologist significantly less than did those in the supportive therapy and medical treatment groups during follow-up.
	HT is highly effective in the long-term management of FD. Furthermore, the dramatic reduction in medication use and consultation rate provide major economic advantages.





4. Cost Effectiveness

Very little information was found on the cost-effectiveness of hypnotherapy.

Lang et al. (2006) found that in women referred for large core needle breast biopsy, whilst both structured empathy and hypnosis decrease procedural pain and anxiety, hypnosis provided more powerful anxiety relief without undue cost and thus appears attractive for outpatient pain management. 

A number of studies noted that hypnotherapy led to a reduction in medication usage (Jones et al. 2006, Roberts et al. 2006, Calvert et al. 2002), which would warrant further investigation in future studies and local evaluation.

5. Safety

Little information was found regarding the safety of hypnotherapy.  Webb et al. (2007) did not find any reports of harmful side-effects in the four studies they reviewed.  The NHS Directory website advises that “people with personality disorders, psychosis and certain neurological disorders such as epilepsy should avoid hypnotherapy as there is some evidence to suggest that it can precipitate onset of episodes of these disorders.” (31)  

6. Summary

Replicated trials, meta-analyses and reviews indicate that hypnotherapy is effective for pain relief, anxiety and the symptoms of irritable bowel syndrome. Other non-replicated RCTs indicate possible other areas of effectiveness. A general and important caveat is many reviews noted methodological weaknesses and the need for further research of better quality.

The meta-analyses reviewed above suggest that hypnotherapy can be beneficial in treating depression, psychosomatic disorders (with differences in results from different types of hypnotherapy), pain management and as a non-pharmacologic intervention to reduce emotional distress associated with medical procedures.

The systematic reviews above suggest that hypnotherapy can be beneficial for IBS and cancer chemotherapy-induced nausea and vomiting (CINV) in children, 

The RCTs reviewed above indicate that hypnotherapy can be beneficial for: 

· managing and reducing pain 

· during pregnancy termination 

· reduce pain in some aspects of temporomandibular disorders (TMD)

· reducing worst pain during electromyography

· management of pain and trauma in burn patients

· reduction of pain during wound debridements

· in non-cardiac chest pain (NCCP) patients

· reducing blood pressure

· improvement in symptoms in IBS

· reducing anxiety and depression in patients undergoing coronary artery bypass surgery (using hypnotherapeutic ego strengthening)

· improvement of symptoms and quality of life in patients with functional dyspepsia.

· chronic insomnia and sleep disorders in a group of patients suffering from chronic combat-related PTSD 

RCTs have also reported benefits for the following areas however weaknesses with these studies are highlighted.

· benefits of hypnotherapy combined with cognitive-behavioural therapy (CBT) to treat radiotherapy-related fatigue in women scheduled to undergo treatment for breast cancer
· benefits for mental and overall well-being but not anxiety or quality of life in cancer patients undergoing curative radiotherapy.
· benefits of hypnotherapy combined with CBT in treating pain in patients with fibromyalgia.

A general and important caveat is many reviews noted methodological weaknesses and the need for further research of better quality.
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Herbal medicine – Evidence Summary April 2010

1. Introduction

Herbal medicine refers to using a plant's seeds, berries, roots, leaves, bark, or flowers for medicinal purposes.

The most commonly used include echinacea (Echinacea purpurea and related species), St. John's wort (Hypericum perforatum), ginkgo (Ginkgo biloba), garlic (Allium sativum), saw palmetto (Serenoa repens), ginseng (Panax ginseng, or Asian ginseng; and Panax quinquefolius, or American ginseng), goldenseal (Hydrastis canadensis), valerian (Valeriana officinalis), chamomile (Matricaria recutita), feverfew (Tanacetum parthenium), ginger (Zingiber officinale), evening primrose (Oenothera biennis), and milk thistle (Silybum marianum).
Many medicines have evolved out of herbal medicines e.g. aspirin, taxol, vincristine and such plant based pharmaceuticals are proven effective. This evidence review concerns complete herbal remedies. 
2. Search Strategy 

A search was conducted using NHS Evidence healthcare databases. Search terms included herbal medicine, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

It was decided not to search under specific types of herbs due to the extent of herbs available. Individualised herbal treatments i.e. mixtures of herbs / preparations are also not specifically considered in this review. 

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance 

NICE Clinical Guideline 90: Depression (2009) does not recommend St. John’s wort and stating:
Although there is evidence that St John’s wort may be of benefit in mild or moderate depression, practitioners should: 

• not prescribe or advise its use by people with depression because of uncertainty about appropriate doses, persistence of effect, variation in the nature of preparations and potential serious interactions with other drugs (including oral contraceptives, anticoagulants and anticonvulsants) 

• advise people with depression of the different potencies of the preparations available and of the potential serious interactions of St John’s wort with other drugs.

b. Systematic reviews 

Over 100 systematic reviews were located and each specific herb could be subject to an evidence review. Those reviews with some indication of a positive benefit are included in the table below. Due to the large number of reviews located RCTs were not considered.

Systematic reviews which found no evidence of effectiveness covered the following areas: 

Lavender for insomnia, aloevera for psoriasis, bilberry for eye conditions, chamomile for Irritable BowelSyndrome, ginseng for cancer, evening primrose for menopause, ginkgo for CHD, gingko for cognitive impairment, guasha for pain management, agnus castus fruit for pre-menstrual syndrome, mistletoe for cancer. 
	Indication
	Studies considered
	Results
	Conclusion

	General (review of reviews)
	Linde, 2001

58 studies
	Thirty of the reports reviewed ginkgo (for dementia, intermittent claudication, tinnitus, and macular degeneration), hypericum (for depression) or garlic preparations (for cardiovascular risk factors and lower limb atherosclerosis). The quality of primary studies was criticized in the majority of the reviews. Most reviews judged the available evidence as promising but definitive conclusions were rarely possible.
	Systematic reviews are available on a broad range of herbal preparations prescribed for defined conditions. There is very little evidence on the effectiveness of herbalism as practised by specialist herbalists who combine herbs and use unconventional diagnosis.

	General (review of reviews)
	Manheimer, 2009

42 studies
	4/42 (14%) were empty, 20/36(56%) supported possible efficacy, 17/36 (47%) the evidence failed to support
	The conditions for which possible benefit was found included atopic eczema, primary dysmenorrea, shizophrenia, nephritc syndrome, angina, common cold, hepatitis B, chemotherpay side effects, irritable bowel, viral myocaritis, dementia, stroke and heart failure

	General (book)
	Singh and Ernst, 2008
	There a good level of evidence to demonstrate benefits for the following conditions: St.John’s Wort for mild to moderate depression, kava for anxiety, garlic for high cholesterol, Echinacea for colds, horse chestnut for varicose veins, devils claw for musculoskeletal pain, hawthorn for congestive heart failure, Ma Hung for weight loss and Red Clover for menopausal symptoms. 



	Depression (St.Johns Wort)
	Linde, 2003

27 studies, 2291pts
	St John's wort extracts significantly more effective than placebo for short-term treatment of mild to moderately severe depressive disorders

	Benign Prostatic Hypertrophy (Palmetto)
	Wilt, 2003

21studies,

3139pts
	Saw palmetto extracts significantly more and similar effective than placebo to finasteride in improving urinary symptom scores and measures flow

	Dementia

(Ginkgo)
	Pittler, 2000

8 studies,415pts
	Meta-analysis found a significant difference in the increase in pain-free walking distance in favor of Ginkgo biloba (weighted mean difference: 34 meters, 95% confidence interval [CI]: 26 to 43 meters). In studies using similar methodological features (ergometer speed: 3 km/h, inclination: 12%) this difference was 33 meters in favor of Ginkgo biloba (95% CI: 22 to 43 meters). Adverse effects were rare, mild, and transient.
	These results suggest that Ginkgo biloba extract is superior to placebo in the symptomatic treatment of intermittent claudication. However, the size of the overall treatment effect is modest and of uncertain clinical relevance.

	Cognitive impairment 
	Birks, 2007
	Overall, there are no significant differences between Ginkgo and placebo in the proportion of participants experiencing adverse events. There are benefits associated with Ginkgo (dose less than 200mg/day) compared with placebo at less than 12 weeks (P=<.0001), and Ginkgo (dose greater than 200mg/day) at 24 weeks(P=.02). Cognition shows benefit for Ginkgo (dose less than 200mg/day) compared with placebo at 12 weeks, Ginkgo (greater than 200 mg/day) at 12 weeks. Activities of Daily Living (ADL) shows benefit for Ginkgo (dose less than 200mg/day) compared with placebo at 12 weeks (compared with placebo (P=<.01), Measures of mood and emotional function show benefit for Ginkgo (dose less than 200 mg/day) compared with placebo at less than 12 (P=.04) and Ginkgo (dose less than 200mg/day) at 12 weeks.
	Ginkgo biloba appears to be safe in use with no excess side effects compared with placebo. Many of the early trials used unsatisfactory methods, were small, and we cannot exclude publication bias. Overall there is promising evidence of improvement in cognition and function associated with Ginkgo. However, the three more modern trials show inconsistent results. Our view is that there is need for a large trial using modern methodology and permitting an intention-to-treat analysis to provide robust estimates of the size and mechanism of any treatment effects.

	CHD (Garlic) 
	Stevinson, 2000

13 studies, 796pts
	Garlic reduced total cholesterol level from baseline significantly more than placebo (P < 0.01); the weighted mean difference was -0.41 mmol/L (95% CI, -0.66 to -0.15 mmol/L) (-15.7 mg/dL [CI, -25.6 to -5. 7 mg/dL]). Six diet-controlled trials with the highest scores for methodologic quality revealed a nonsignificant difference between garlic and placebo groups; the weighted mean difference was -0.11 mmol/L (CI, -0.30 to 0.08 mmol/L) (-4.3 mg/dL [CI, -11.7 to 3.1 mg/dL]).
	The available data suggest that garlic is superior to placebo in reducing total cholesterol levels. However, the size of the effect is modest, and the robustness of the effect is debatable. The use of garlic for hypercholesterolemia is therefore of questionable value.

	Chronic Venous Insufficiency

(Horse chestnut)
	Pittler, 2003

14studies, 1146pts 
	Horse chestnut seed extract significantly more effective than placebo in relieving symptoms of CVI, but additional studies required

	BPH (African prune extract)
	Wilt, 2003

18studies, 1562pts
	Pygeum africanum extracts significantly more effective than placebo in improving urological symptoms and flow measures, but additional placebo-controlled studies required

	Chronic hepatitis B
	McCulloch, 2002

27 studies, 2062 pts
	Chinese herbal medicine as sole treatment: patients using Chinese herbal medicine alone were significantly more likely to achieve seroreversion of HBsAg levels than were control patients using IFN-alpha (RR 2.00, 95% CI: 1.35, 2.97). Chinese herbal medicine alone was equivalent to IFN-alpha with respect to seroreversion of HBeAg (RR 1.20, 95% CI: 0.99, 1.49) and HBV DNA (RR 0.94, 95% CI: 0.80, 1.11).
	Chinese herbal medicine may have potential therapeutic value in the treatment of chronic hepatitis B infection. However, because the studies reviewed were generally of a poor quality, no firm conclusions could be drawn.



	Lung cancer
	Chen, 2010

15studies, 862pts
	There was a significant improvement in quality of life (QoL) (increased Karnofsky Performance Status) (RR 1.83, 95% CI 1.41-2.38, p<0.00001 for both stages III, IV only NSCLC and all stages NSCLC) and less anaemia (RR 0.37, 95% CI 0.15-0.91, p=0.03 for stages III, IV only NSCLC; p=0.005 for all stages NSCLC) and neutropenia (RR 0.42, 95% CI 0.22-0.82, p=0.01 for stages III, IV only NSCLC; p<0.00001 for all stages NSCLC) when CHM is combined with chemotherapy compared to chemotherapy alone. There was no significant difference in short term effectiveness and limited inconclusive data concerning long term survival. Five promising herbs have been identified.
	It is possible that oral CHM used in conjunction with chemotherapy may improve Quality of Life in NSCLC. This needs to be examined further with more rigorous methodology.

	Menopausal symptoms – (Black Cohosh) 
	Shams, 2010
	Preparations containing black cohosh improved these symptoms overall by 26% (95% confidence interval 11%-40%)
	Overall, black cohosh-containing preparations were found to be efficacious in reducing the symptoms of menopause in comparison to placebo, although the trials were significantly heterogeneous. Notably, the trial with the longest follow-up (12 months) and the highest dose of black cohosh (160 mg) did not demonstrate significant improvement in the black cohosh group compared with the placebo group.

	Cancer

(Mistletoe) 
	Kienle, 2007

24 studies
	Mistletoe therapy showed some improvement in quality of life and reduces the side effects of cytotoxic therapies.  Survival benefit was not demonstrated.

	Cancer

(Mistletoe) 
	Ernst, 2003

10 studies
	Most of the studies had considerable weaknesses in terms of study design, reporting or both.  Some of the weaker studies implied benefits of mistletoe therapy, especially in terms of quality of life whereas the methodologically stronger trials exhibited a benefit.

	Cancer

(Mistletoe) 
	Kienle, 2003

23 studies
	12 studies showed one or more statistically significant, positive results, 7 more showed at least one positive trend, 3 showed no effect and 1 had a negative trend.  However all the studies had methodological shortcomings.  


4. Cost effectiveness

No information on cost effectiveness was located specific to the UK.
5. Safety

Herbal medicines have been shown to have side effects and also to interact with other medicines. There are therefore safety concerns with herbal medicines particularly as research in the area of drug–herb/supplement interactions is lacking. Most documented information on drug–herb interactions relates to preparations of St John's wort. In 1999, evidence emerged of pharmacokinetic interactions between St John's wort products and certain conventional drugs (warfarin, digoxin, theophylline, cyclosporin, HIV protease inhibitors, anticonvulsants and oral contraceptives). St John's wort products appear to induce certain cytochrome P450 (CYP) drug-metabolizing enzymes, including CYP3A4, CYP1A2 and CYP2C9 (thus leading to a loss of or reduction in the therapeutic activity of drugs metabolized by these enzymes), and to affect P-glycoprotein (a transport protein). There is also the potential for pharmacodynamic interactions to occur between St John's wort products and, for example, selective serotonin reuptake inhibitors (e.g. fluoxetine) and triptans (e.g. sumatriptan).

A recent systematic review of drug herb interactions concluded that knowledge of drug herb interactions is limited and much more research needs to be done to further document clinically relevant interactions. Even though preclinical data are often poorly generalisable to the human situation, caution must be taken in the absence of clinical evidence especially where drugs with narrow therapeutic windows are concerned.

6. Summary

A large number of studies have been conducted for a wide range of indications with various herbal preparations. Those where evidence points to benefits include:

St.John’s Wort for mild to moderate depression, kava for anxiety, garlic for high cholesterol, Echinacea for colds, horse chestnut for varicose veins, devils claw for musculoskeletal pain, hawthorn for congestive heart failure, Ma Hung for weight loss and Red Clover for menopausal symptoms. 

Although benefits are demonstrated for these herbs conventional pharmaceuticals offer equal or greater benefit in almost all cases. Adverse drug herb interactions are a possible with many of the herbs used and the research concerning dose and interactions is lacking to advise fully regarding the safety of these preparations. 
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Massage – Evidence Summary May 2010
1. Introduction

Massage therapy is defined as the manipulation of soft tissue of whole body areas to bring about generalized improvement in health (e.g. relaxation or improved sleep) or specific physical benefits (e.g. relief of muscular ache and pain). There are many different types of massage including Swedish, acupressure, relaxation, Chinese and Indian (marma).  
2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included massage, hand massage, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.
Shiatsu, sports massage, cranial massage, Indian head massage, baby massage and antenatal perineal massage has been excluded from this review as they are either covered via another search or they were not felt applicable to the purposes of review for commissioning.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance

NICE Clinical Guideline 42 Dementia (2006) recommends massage for co-morbid agitation associated with dementia.  

For people with all types and severities of dementia who have comorbid agitation, consideration should be given to providing access to interventions tailored to the person’s preferences, skills and abilities. Because people may respond better to one treatment than another, the response to each modality should be monitored and the care plan adapted accordingly. Approaches that may be considered, depending on availability, include: 

• aromatherapy • multisensory stimulation • therapeutic use of music and/or dancing • animal-assisted therapy • massage
b. Systematic reviews 
Systematic reviews and RCTS which found no evidence of effectiveness covered the following areas: 
tendinitis, headache, post-exercise muscle pain, cancer pain and mechanical neck pain, mechanical neck disorders, chronic fatigue syndrome, fibromyalgia, myofascial trigger point pain, chronic constipation, post burn itching, hypertrophic scars, smoking cessation, burn injuries, post-operative pain, job stress reduction, depression and for AIDS/HIV. 
A specific search on hand massage did locate some studies covering cancer pain and symptoms, post-operative pain and in elderly patients for agitation. However definitive conclusions could not be reached from these non randomised studies although reports of effect are presented. 
	Indication
	Studies considered
	Results
	Conclusion

	Chronic non-malignant pain
	Tsao, 2007
	This review suggests that the level of evidence for massage therapy effects by pain condition is (in order from most to least): Low Back Pain (LBP), shoulder pain, headache pain, fibromyalgia, mixed chronic pain, neck pain and CTS.


	Existing research provides fairly robust support for the analgesic effects of massage for non-specific low back pain, but only moderate support for such effects on shoulder

pain and headache pain. There is only modest, preliminary support for massage in the treatment of fibromyalgia, mixed chronic pain conditions, neck pain and carpal tunnel

syndrome.

	Low back pain
	Furlan, 2010 (update)
13 studies
	Two studies that showed that massage was superior for pain and function on both short and long-term follow-ups. In eight studies, massage was similar to exercises, and massage was superior to joint mobilization, relaxation therapy, physical therapy, acupuncture and self-care education. One study showed that reflexology on the feet had no effect on pain and functioning. The beneficial effects of massage in patients with chronic low-back pain lasted at least one year after the end of the treatment. Two studies compared two different techniques of massage. One concluded that acupuncture massage produces better results than classic (Swedish) massage and another concluded that Thai massage produces similar results to classic (Swedish) massage.
	Massage might be beneficial for patients with subacute and chronic non-specific low-back pain, especially when combined with exercises and education. The evidence suggests that acupuncture massage is more effective than classic massage, but this need confirmation. More studies are needed to confirm these conclusions, to assess the impact of massage on return-to-work, and to determine cost-effectiveness of massage as an intervention for low-back pain.

	Low Back Pain
	Imamura, 
	
	The authors conclude that there is strong evidence that massage is effective for non-specific chronic low back pain (cLBP) and moderate evidence that it provides short- and longer-term relief of symptoms. It is beneficial in terms of symptoms and function, the results are better when it is delivered by a qualified therapist and combined with exercise and education

	HIV/AIDS
	Hillier, 2010

4 studies
	For quality of life measures, the studies reported that massage therapy in combination with other modalities, such as meditation and stress reduction, are superior to massage therapy alone or to the other modalities alone. The quality of life domains with significant effect sizes included self-reported reduced use of health care resources, improvement in self-perceived spiritual quality of life and improvement in total quality of life scores. One study also reported positive changes in immune function, in particular CD4+ cell count and natural killer cell counts, due to massage therapy, and one study reported no difference between people given massage therapy and controls in immune parameters. Adverse or harmful effects were not well reported.
	There is some evidence to support the use of massage therapy to improve quality of life for people living with HIV/AIDS (PLWHA), particularly in combination with other stress-management modalities, and that massage therapy may have a positive effect on immunological function. The trials are small, however, and at moderate risk of bias. Further studies are needed using larger sample sizes and rigorous design/reporting before massage therapy can be strongly recommended for PLWHA.

	Dementia
	Hansen,2006

2 studies
	Assessed hand massage for the immediate or short-term reduction of agitated behaviour, and the addition of touch to verbal encouragement to eat for the normalization of nutritional intake. The existing evidence does not support general conclusions about the effect or possible side effects of these interventions. No severe side effects were identified.
	Massage and touch may serve as alternatives or complements to other therapies for the management of behavioural, emotional and perhaps other conditions associated with dementia. More research is needed, however, to provide definitive evidence about the benefits of these interventions

	Constipation
	Ernst, 1999
5 studies, 61 pts
	Inconsistent results were reported with two trials (41 patients) reporting no statistically significant difference between treatment phases, one single case cross-over study reporting an improvement in stool frequency during the massage phase, and a cross-over trial with 12 patients reporting no change in colonic transit time but significant improvement in the number of days with bowel movement, episodes of faecal incontinence, and number of enemas given.
	None of the studies are free from methodological flaws. They are heterogeneous in terms of trial design, patient samples and types of massage used. Nonetheless, the results of these trials collectively imply that massage therapy could be a promising treatment for chronic constipation. Future, more rigorous trials should evaluate its true value.

	Cancer
	Wilkinson, 2008
10 studies
	results suggest that massage might reduce anxiety in patients with

cancer in the short term and may have a beneficial effect on physical symptoms of cancer, such as pain and nausea. However, the lack of rigorous research evidence precludes drawing definitive conclusions
	Further well-designed large trials with longer follow-up periods are

needed to be able to draw firm conclusions about the efficacy and effectiveness of

massage for cancer patients.


4. Cost effectiveness
There is no cost effectiveness data available for massage.
5. Safety

Cambron et al reported a study looking at side effects for 100 people which included bruising (1%), headache (1%),tiredness(1%), and soreness /increased discomfort (10%).   
Ernst has also reported adverse events from sixteen case reports of adverse effects and four case series were found. The conclusion is that the majority of adverse effects were associated with exotic types of manual massage or massage delivered by laymen, while massage therapists were rarely implicated. The reported adverse events include cerebrovascular accidents, displacement of a ureteral stent, embolization of a kidney, haematoma, leg ulcers, nerve damage, posterior interosseous syndrome, pseudoaneurism, pulmonary embolism, ruptured uterus, strangulation of neck, thyrotoxicosis and various pain syndromes. In the majority of these instances, there can be little doubt about a cause-effect relationship. Serious adverse effects were associated mostly with massage techniques other than 'Swedish' massage.

6. Summary 

There is evidence for massage in support of low back pain and shoulder pain. For other non-musculoskeletal conditions the evidence is weak. There is an indication that massage produces a calming effect and may reduce anxiety (see also aromatherapy).  
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Osteopathy – Evidence Summary May 2010

1. Introduction

Osteopathy is used to diagnose, treat and prevent joint, muscle and ligament (musculoskeletal) conditions and the effects of these on general health. Osteopaths believe that strengthening the musculoskeletal system helps your body to heal itself and prevent illness and that osteopathy is holistic and doesn't just treat the symptoms of a condition. Many health problems are thought by osteopaths to be caused by poor posture and misalignment of muscles and joints. Osteopaths suggest that if the structure of the body is improved, the function of the body will also improve, problems will be alleviated and returning to good health. Osteopathy is used for low back pain, neck pain, arthritis, sports injuries and restricted mobility. 
Osteopaths use spinal manipulation techniques (for Low Back Pain, neck pain and shoulder pain). The spinal manipulation techniques are similar to those used by chiropractors and the research in this area is focused on the technique rather than the professional delivering this. Please therefore refer to the chiropractor review for evidence for spinal manipulation. Neither professional group is favored as trials involving both practitioners report comparable effects. The findings are presented under chiropractic simply by virtue that this was the first therapy reviewed of the two.  
Although spinal manipulation techniques are the similar, osteopaths do differ from chiropractors in the theory applied and in the range of techniques used. Two additional techniques used by osteopaths include cranial osteopathy and articulation. This search is therefore focused on osteopathy for other indications than those which report spinal manipulation. 
Cranial osteopathy is a manipulative technique that focuses on the skull (cranium). Therapists claim to be able to feel a subtle, rhythmical shape change in body tissues called the cranial rhythm. This is thought to show what stresses and strains the body is under and to give the osteopath an insight into the overall condition of the body. Craniosacral therapy is similar to cranial osteopathy but includes psychological therapy. 
2. Search Strategy 

A search was conducted using NHS Evidence healthcare databases. Search terms included osteopathy, craniosacral therapy, cranial osteopathy, articulation, systematic reviews, meta analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The National Council for Osteopathic Research web-site was also reviewed for any relevant studies. 
The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance 

The recommendations in the NICE guidance for low back pain referred to in the Chiropractic review applies also to osteopathy. 

b. Systematic reviews 

No systematic reviews or RCTs could be located for cranial osteopathy.

Two other RCTs were located for the time period.  

	Indication
	Studies considered
	Results
	Conclusion

	Ankle injuries
	Eisenhart, 2003

RCT 

(n = 55)
	Patients in the OMT study group had a statistically

significant (F = 5.92, P = .02) improvement in edema and pain and a trend toward increased ROM immediately following intervention with OMT. Although at follow-up both study groups demonstrated significant improvement, patients in the OMT study group had a statistically significant improvement in ROM when compared with patients in the control group.
	Data clearly demonstrate that a single session

of OMT in the ED can have a significant effect in

the management of acute ankle injuries.

	Chronic Epicondylopathia humeri radialis
	Geldschlager,2004 (N = 53)
	Subjective pain sensation reduced from 50% to 33% (p < 0.01) in the intervention group and from 48% to 32% (p = 0.03) in the orthopedic group. A reduction of pain as well as an increase of power could be measured. The difference between the two treatment methods, however, was not statistically significant.
	In this study it was possible to successfully treat the chronic Epicondylopathia humeri radialis with an osteopathic approach. A significant difference to an orthopedic treatment could not be proved

	Temporomandibular disorders (TMD)
	Cuccia, 2010 (n = 50)
	Patients in both groups improved during the six months. The Osteopath Manipulation Treatment (OMT) group required significantly less medication (non-steroidal medication and muscle relaxants) (P < 0.001).
	The two therapeutic modalities had similar clinical results in patients with TMD, even if the use of medication was greater in CCT group. Our findings suggest that OMT is a valid option for the treatment of TMD.

	Neck Pain
	Schwerla, 2008 (n = 41)
	Average pain intensity decreased from 4.7 to 2.2 in the osteopathic group (p < 0.0005), and from 4.8 to 4.0 in the control group (p = 0.09). The intergroup difference of longitudinal changes was clearly significant, too (p = 0.02). Further slight but comparable reductions were observed at follow-up (0.3 and 0.4 NRS points, respectively). These changes seem to have a positive impact on quality of life, as assessed by generic and specific instruments such as the MOS SF-36 and the Northwick Park Pain Questionnaire.
	A series of test-dependent osteopathic interventions may be a promising therapeutic regimen for CNP sufferers. Further studies will have to demonstrate a) whether these findings are reproducible, and b) whether positive long-term outcomes can be achieved.

	Pneumonia 
	Noll, 2010 

(n = 318
	Per-protocol analysis found a significant difference between groups (P = 0.01) in Length of Stay(LOS). Multiple comparisons indicated a reduction in median LOS (95% confidence interval) for the osteopathic manipulative treatment (OMT) group (3.5 [3.2-4.0] days) versus the conventional care only (CCO) group (4.5 [3.9-4.9] days), but not versus the LT group (3.9 [3.5-4.8] days). Secondary outcomes of duration of intravenous antibiotics and treatment endpoint were also significantly different between groups (P = 0.05 and 0.006, respectively). Duration of intravenous antibiotics and death or respiratory failure were lower for the OMT group versus the CCO group, but not versus the LT group.
	Analysis found no differences between groups but significant reductions in LOS, duration of intravenous antibiotics, and respiratory failure or death when OMT was compared to CCO. Given the prevalence of pneumonia, adjunctive OMT merits further study.


4. Cost effectiveness

One study was located on the cost effectiveness of osteopathy for sub-acute spinal pain in the UK which concluded:

A primary care osteopathy clinic may be a cost-effective addition to usual general practice (GP) care since there was a relative improvement in the mean quality-adjusted life-years (QALYs) for the osteopathy treatment group versus usual GP practice care, which was associated with a small increase in mean health service costs. However, this conclusion was subject to considerable random error.

The Incremental Cost Effectiveness Ratio was 3560 per QALY.

5. Safety

See chiropractic review for safety concerns for spinal manipulation techniques.

6. Summary

The conclusions made for chronic low back pain are the same as for chiropractic therapy. There is no evidence to support cranial osteopathy. A limited number of studies were found for the treatment of other joint related conditions and pneumonia but as these are not replicated robust recommendations cannot be made with confidence. 
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Reflexology Evidence Summary

1. Introduction

Reflexology is a system of complementary medicine that maps out the reflexes on the feet and hands to all the organs and the rest of the body. By applying acupressure and massage-like techniques to these reflex points on the feet and hands, the related body parts are positively affected, and blood, nerve and lymphatic systems are invigorated thus improving supply. Reflexology has been used as a form of preventative maintenance, as well as to treat specific medical conditions. It is useful in treating arthritis, digestive problems, neck and back pain, migraine, menstrual and menopausal symptoms.(1)
2. Search Strategy

The healthcare databases available through NHS Evidence were searched and Google Scholar using the terms reflexology, effectiveness, clinical trials, systematic reviews.

3. Clinical Effectiveness

a. Systematic reviews 

	Review
	Results
	Conclusion

	1. General scope (includes patients with different conditions /diseases)

	Avis (2008)


	Reviewed 5 RCTs to explore the efficacy and safety of reflexology in patients with any condition.  5 RCTs were included.  A single study (n=39) found that reflexology improved urinary symptoms more than calf-area massage in patients with multiple sclerosis (effect size -0.9, 95% CI -1.6 to -0.2).
	Reflexology improved urinary symptoms in patients with multiple sclerosis but was not effective for other outcomes in various conditions.

	Ernst (2009)


	Reviewed 18 RCTs to assess the effectiveness of reflexology for any medical condition.  Five RCTs gave positive results but methodological quality was often poor and sample sizes generally low.  Most higher-quality trials did not generate positive findings.
	The author concluded that the study did not demonstrate that reflexology was an effective treatment for any medical condition.

	Wang et al. (2008)


	Five RCTs were included in the review (n=251).  Statistically significant differences were found for measures of urinary symptoms, paresthesia and spasticity in patients with MS.

Menopausal symptoms (n= 69): no significant differences between reflexology and non-specific foot massage were noted in any of the outcomes measured (severity of hot flushes/night sweats, quality of life).
Bronchial asthma (n=40): no significant differences were found in lung function between reflexology and sham foot massage group.
Irritable Bowel Syndrome (n=34): no statistically significant differences were observed between reflexology and sham foot massage for abdominal pain, constipation/diarrhoea or bloating.
Oedema of the feet in late pregnancy (n=55): this trial compared lymphatic versus relaxing reflexology with rest. No significant differences were found between groups for mean ankle and foot circumference measurements following treatment.
	The author concluded that reflexology has shown beneficial effects only for urinary symptoms in MS patients. There is no evidence to support specific benefits in other conditions.



b. Systematic reviews for specific conditions

	Wilkinson et al, 2008
	Four studies were reviewed, including RCTs, controlled before and after studies and interrupted time-series studies to assess the evidence of reflexology in improving physical and psychological well-being in patients with cancer.  All studies had methodological limitations.  Results were mixed: one trial showed some benefits of reflexology over general foot massage or no intervention, another showed little difference between reflexology and sham reflexology, and another showed greater benefit from sham reflexology than genuine reflexology.


	No definitive conclusions can be drawn due to the methodological limitations of the studies.


c. Randomised Controlled Trials

Hodgson (2000) reported a small randomised trial (n = 12) of the effects of reflexology on quality of life of patients in the palliative stage of cancer with various tumour types.  All participants felt that their quality of life improved, both in the treatment and placebo group.  The reflexology group reported more benefit than the placebo group and the difference was significant.

Quinn et al., (2008) reported a pilot RCT to investigate the effectiveness of reflexology in the management of low back pain (LBP).  Visual Analogue Scale (VAS) scores for pain reduced in the treatment group by a median value of 2.5cm, with minimal change in the sham group.  The author concluded that reflexology appeared to offer promise as a treatment in the management of LBP but an adequately powered trial was needed.

Hughes et al., (2009) studied the effectiveness of reflexology on pain in people with multiple sclerosis.  The primary outcome measure was recorded pain using Visual Analogue Scale (VAS).  A significant (p < 0.0001) and clinically important decrease in pain intensity was observed in both groups compared with baseline. Median VAS scores were reduced by 50% following treatment, and maintained for up to 12 weeks. Significant decreases were also observed for fatigue, depression, disability, spasm and quality of life. The authors concluded that precision reflexology was not superior to sham, however, both treatments offer clinically significant improvements for MS symptoms via a possible placebo effect or stimulation of reflex points in the feet using non-specific massage.

Siev-Ner et al., (2003) evaluated the effect of reflexology on symptoms of multiple sclerosis (MS) in a randomized, sham-controlled clinical trial. Fifty-three patients completed this study. Significant improvement in the differences in mean scores of paresthesias (P = 0.01), urinary symptoms (P = 0.03) and spasticity (P = 0.03) was detected in the reflexology group. Improvement with borderline significance was observed in the differences in mean scores of muscle strength between the reflexology group and the controls (P = 0.06). The improvement in the intensity of paresthesias remained significant at three months of follow-up (P = 0.04).   The authors concluded that specific reflexology treatment was of benefit in alleviating motor; sensory and urinary symptoms in MS patients.

4. Cost Effectiveness

No information was found on the cost effectiveness of reflexology.

5. Safety

Little information was found regarding the safety of reflexology. Ernst and Köder concluded that data on safety and costs for reflexology are insufficient.  In the studies included in the Wilkinson et al. systematic review, none of the five papers reviewed had assessed side effects.  Wang et al. (2008) noted that no adverse effects associated with the use of reflexology had been reported in the five RCTs they reviewed, but that it was difficult to assess the safety of reflexology due to the lack of medical data before and during the implementation of treatment.

6. Summary 

There is no convincing evidence that reflexology can effectively treat any condition. There is some limited evidence that reflexology may have some benefit for the treatment of urinary symptoms and more general symptoms in people with Multiple Sclerosis, in the management of Lower Back Pain and increasing quality of life in patients in the palliative stage of cancer.  Further research of high quality is needed on the efficacy and safety of its use, the relative benefits of different types of reflexology and the relative effects of foot massage provided by staff trained and untrained in reflexology.
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Reiki Evidence Summary – April 2010
1.  Introduction

A form of complementary and alternative medicine, “Reiki (pronounced ray-key) is a Japanese form of healing developed in the early part of the twentieth century that has become popular worldwide. Reiki incorporates elements of other alternative healing practices such as spiritual healing, aromatherapy, auras, crystals, chakra balancing, homeopathy, meditation and naturopathy. It involves the transfer of energy from practitioner to patient to enhance the body’s natural ability to heal itself through the balancing of energy. Reiki uses specific techniques for restoring and balancing the natural life force energy within the body. Reiki therapy has several basic effects: it brings about deep relaxation, destroys energy blockages, detoxifies the system, provides new vitality in the form of healing life energy, and increases the vibrational frequency of the body. Reiki has been used for many ailments such as reducing anxiety and stress, relieving pain, headaches, stomach upsets, back problems, respiratory problems, PMT, menstrual problems and sinus problems.” (13)
2. Search Strategy

A search was conducted using the healthcare databases available via NHS Evidence, and Google. Search terms included reiki, systematic reviews, met analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

3. Clinical Effectiveness 

a. Systematic reviews 

	Review
	Results
	Conclusion

	1. General scope (includes patients with different conditions /diseases)

	VanderVaart et al, 2009
	12 studies.  Nine out of the 12 trials reported a significant therapeutic effect of the Reiki intervention; however, the use of the Jadad Quality score indicated 11 of the 12 studies ranked ‘poor’, which precluded a conclusion being made.


	Unable to conclude from this review, due to poor quality of trials.  Noted that high quality randomized controlled trials are needed to address the effectiveness of Reiki over placebo.

	Lee et al., 2008


	Nine RCTs met inclusion criteria. Two studies indicated beneficial effects for depression but one did not.  For pain and anxiety, stress and hopelessness there was some intergroup differences.   No effects were found for anxiety between pregnant women undergoing amniocentesis; or for pain for diabetic neuropathy; or for anxiety and depression in women undergoing breast biopsy compared with conventional care.
	Most trials had methodological flaws.  The evidence is insufficient to suggest that reiki is an effective treatment for any condition; therefore the value of reiki remains unproven.


b. Systematic reviews for specific conditions

1 systematic review on touch therapies for pain was found.

	So et all, (2008)

Cochrane systematic review to evaluate the effectiveness of touch therapies (including Reiki) on relieving acute and chronic pain.
	24 studies involving 1153 participants met the inclusion critieria, only three of which focused on Reiki.  Participants exposed to touch therapies had on average of 0.83 units (on a 0 to 10 scale) lower pain intensity than unexposed participants (95% confidence interval: -1.16 to -0.50).  The three Reiki studies yielded greater effects than the other 2 touch therapies.
	Touch therapies (including reiki) may have a modest effect in pain relief.  More studies are needed.


c. Randomised Controlled Trials

In addition to the RCTs considered in the systematic reviews above, two further RCTs were found:

Bowden et al. (2010) said their results suggested that Reiki buffered decline in health over an academic year in participant student group.

Assefi et al. (2008) found that reiki did not improve the symptoms of fibromyalgia and suggested that energy medicine modalities such as Reiki should be rigorously studied before being recommended to patients with chronic pain symptoms.

3. Cost Effectiveness

Very little information was found regarding the cost effectiveness of reiki.

Crawford et al. (2006) found that Reiki treatments showed promise for improving certain behaviour and memory problems in patients with mild cognitive impairment or mild Alzheimer's disease and suggested that caregivers can administer Reiki at little or no cost, resulting in significant societal value by potentially reducing the needs for medication and hospitalization.

4. Safety

No studies were found specifically on the side effects of reiki, although one website suggests some effects of a ‘healing crisis’ may be observed. (14)
Herron-Marx et al. (2008) commented that “Where there is no formally accredited Reiki training, such as in the United Kingdom, use of the technique may be unregulated, and its use by sub-optimally qualified practitioners may be ineffectual at best and potentially damaging at worst” and that “No anecdotal evidence was found to suggest that Reiki can harm recipients, although this is unsurprising given the tendency of journals to publish reports with positive findings.”

Some studies have looked at the use of reiki (and other complementary therapies) in reducing the side effects of conventional medicine (Gecsedi and Decker 2001l; Tsang et al.2007, Correa-Velez et al. 1995; Kirksey et al. 2002).
Placebo effect:

Herron-Marx et al. (2008) noted that some studies have shown that placebo reiki treatments can be effective, but that further investigation is needed to differentiate between the effects of reiki and the reported benefits (calming, comforting) of physical touch in healthcare.
5. Conclusions

The evidence base for use of reiki is very weak and there is a lack of good quality research. Individual studies report positive benefits of reiki for relaxation and the reduction of a range of symptoms including those of pain, tiredness, depression, hopelessness, stress and anxiety.

The lack of regulation of Reiki in the UK can have implications for research, as different studies may use different types of treatment, and practitioners’ training and practice may differ (Herron-Marx et al., 2008).  The Reiki Council promotes Reiki and its professional practice in the UK (15) and offers information about regulation and National Occupational Standards.  A further review of any new evidence may be useful in the future.
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Relaxation Therapy – Evidence Summary May 2010
1. Introduction

Relaxation therapy aims to generate a ‘relaxation response’ which is a pattern of reactions of the autonomic nervous system, producing changes in physiological parameters such as reductions of brain activity, heart rate, blood pressure and muscle tension. It includes techniques such as progressive muscle relaxation, meditation and imagery which can be taught and then practiced by the individual.

It should be noted that other complementary therapies may produce a relaxation response as a side effect but that these differ to relaxation therapy. 

2. Search Strategy 

A search was conducted using NHS Evidence, Medline, AMED and Google. Search terms included relaxation therapy, imagery, meditation, systematic reviews, meta-analysis, Randomised Controlled Trial, guidelines, effectiveness, cost.

The time period was limited to 2000 – 2010. 

3. Clinical Effectiveness

a. Guidance

NICE Clinical Guideline (CG22) 2008 does not recommend relaxation therapy for anxiety although it is included in the interventions reviewed. Cognitive Behavioral Therapy is the recommended psychological intervention.

The full guideline notes:

That for Panic Disorder relaxation is more effective than waiting list placebo and that there is a lack of evidence for progressive muscular relaxation. 

For Generalised Anxiety Disorder anxiety management training, relaxation and breathing therapy are more effective than no intervention.

b. Systematic reviews and RCTs
Five systematic reviews are reported in the table below.

Non replicated controlled trials were located for the following areas:

Back pain, fibromyalgia, interstitial cystitis, obsessive compulsive disorder, osteoarthritis, stroke rehabilitation, asthma,

More than one controlled trial was located for the following areas:
Cancer symptom management, chronic pain, irritable bowel syndrome, headache, rheumatoid arthritis, hypertension, menopause. 

Most of these studies provide an indication of benefit but have small sample sizes, are pilot studies and the control groups are either another unproven therapy or no treatment. The results of the indications where there is more than one study are sometimes conflicting thus limiting the conclusions. Four of the RCTs are presented in the table below

	Indication
	Studies considered
	Results
	Conclusion

	Asthma
	 Huntely, 2002

15 studies, 536 pts
	Two of the 5 RCTs testing progressive muscle relaxation or mental and muscular relaxation showed significant effects of therapy. One RCT investigating hypnotherapy, one of autogenic training and 2 of biofeedback techniques, revealed no therapeutic effects.
	There was a lack of evidence for the efficacy of relaxation therapies in the management of asthma. The authors conclude, however, that there was some evidence that muscular relaxation improves lung function of patients with asthma.



	Depression
	Jorm, 2008

11studies
	Five trials showed relaxation reduced self-reported depression compared to wait-list, no treatment, or minimal treatment post intervention (SMD -0.59 (95% CI -0.94 to -0.24)). For clinician-rated depression, two trials showed a non-significant difference in the same direction (SMD -1.35 (95% CI -3.06 to 0.37)).

Nine trials showed relaxation produced less effect than psychological (mainly cognitive-behavioural) treatment on self-reported depression (SMD = 0.38 (95% CI 0.14 to 0.62)). Three trials showed no significant difference between relaxation and psychological treatment on clinician-rated depression at post intervention (SMD 0.29 (95% CI -0.18 to 0.75)).

Inconsistent effects were found when comparing relaxation training to medication and there were few data available comparing relaxation with complementary and lifestyle treatments.
	Relaxation techniques were more effective at reducing self-rated depressive symptoms than no or minimal treatment. However, they were not as effective as psychological treatment. Data on clinician-rated depressive symptoms were less conclusive. Further research is required to investigate the possibility of relaxation being used as a first-line treatment in a stepped care approach to managing depression, especially in younger populations and populations with subthreshold or first episodes of depression.

	Rehabilitation after Ischaemic Heart Disease
	Van Dixhoorn, 2005

27 studies, 
	Physiological outcomes: reduction in resting heart rate, increased heart rate variability, improved exercise tolerance and increased high-density lipoprotein cholesterol were found. No effect was found on blood pressure or cholesterol. Psychological outcome: state anxiety was reduced, trait anxiety was not, depression was reduced. Cardiac effects: the frequency of occurrence of angina pectoris was reduced, the occurrence of arrhythmia and exercise induced ischaemia were reduced. Return to work was improved. Cardiac events occurred less frequently, as well as cardiac deaths. With the exception of resting heart rate, the effects were small, absent or not measured in studies in which abbreviated relaxation therapy was given. No difference was found between the effects of full or expanded relaxation therapy.
	Intensive supervised relaxation practice enhances recovery from an ischaemic cardiac event and contributes to secondary prevention. It is an important ingredient of cardiac rehabilitation, in addition to exercise and psycho-education.

	Insomnia
	Morin, 1999

50 studies
	The findings indicate that nonpharmacological therapies produce reliable and durable changes in several sleep parameters of chronic insomnia sufferers. The data indicate that between 70% and 80% of patients treated with nonpharmacological interventions benefit from treatment. For the typical patient with persistent primary insomnia, treatment is likely to reduce the main target symptoms of sleep onset latency and/or wake time after sleep onset below or near the 30-min criterion initially used to define insomnia severity. Sleep duration is also increased by a modest 30 minutes and sleep quality and patient's satisfaction with sleep patterns are significantly enhanced. Sleep improvements achieved with these behavioral interventions are sustained for at least 6 months after treatment completion.
	Three treatments meet the American Psychological Association (APA) criteria for empirically-supported psychological treatments for insomnia: Stimulus control, progressive muscle relaxation, and paradoxical intention; and three additional treatments meet APA criteria for probably efficacious treatments: Sleep restriction, biofeedback, and multifaceted cognitive-behavior therapy.

	Anxiety
	Manzoni,

27 studies
	Relaxation showed a medium to large effect size for the treatment of anxiety. Efficacy was higher for meditation, among volunteers and for longer treatments.
	The results show consistent and significant efficacy of relaxation training in reducing anxiety. This meta-analysis extends the existing literature through facilitation of a better understanding of the variability and clinical significance of anxiety improvement subsequent to

	Cancer symptoms
	Speca

RCT n = 90
	The group was heterogeneous in type and stage of cancer. Patients’ mean pre intervention scores on dependent measures were equivalent between groups. After the intervention, patients in the treatment group had significantly lower scores on Total Mood Disturbance and subscales of Depression, Anxiety, Anger, and Confusion and more Vigor than control subjects. The treatment group also had fewer overall Symptoms of Stress; fewer Cardiopulmonary and Gastrointestinal symptoms; less Emotional Irritability, Depression, and Cognitive Disorganization; and fewer Habitual Patterns of stress. Overall reduction in Total Mood Disturbance was 65%, with a 31% reduction in Symptoms of Stress.
	This program was effective in decreasing mood disturbance and stress symptoms in both male and female patients with a wide variety of cancer diagnoses, stages of illness, and ages.

	Fibromyalgia pain
	Fors, 2002

RCT

n = 55
	We found significant differences of the pain-slopes between the three psychological conditions (P=0.0001). The pleasant imagery (P<0.005), but not the attention imagery group’s slope, declined significantly when compared with the control group (P>0.05). There was neither a difference between the amitriptyline and placebo slopes (main effects, P=0.98) nor a significant amitriptyline psychological interaction (P=0.76).
	Pleasant imagery (PI) was an effective intervention in reducing fibromyalgic pain during the 28-day study period. Amitriptyline had no significant advantage over placebo during the study period.



	Menoapusal symptoms
	Zaborowski, 2007

2 RCTs 

n = 102
	At 12 weeks the number of hot flushes had significantly decreased in the relaxation group compared to the placebo group. 
	Relaxation significantly decreased the number of hot flushes and should be further evaluated as an alternative to hormone replacement therapy. 

	Anxiety
	Sherman, 2010 

RCT n = 68
	All groups had improved by the end of treatment (adjusted mean change scores for the HARS ranged from -10.0 to -13.0; P<.001) and maintained their gains at the 26-week followup. No differences were seen between groups (P=.39). Symptom reduction and resolution of GAD, depressive symptoms, worry and disability showed similar patterns.
	Massage was not superior to the control treatments, and all showed some clinically important improvements, likely due to some beneficial but generalized relaxation response. Because the relaxing room treatment is substantially less expensive than the other treatments, a similar treatment packaged in a clinically credible manner might be the most cost effective option for persons with GAD who want to try relaxation-oriented CAM therapies.


4. Cost effectiveness

There is no cost effectiveness data available for relaxation therapy
5. Safety

For patients with schizophrenia or severe depression relaxation therapy may aggravate the condition. 

6. Summary 

Relaxation techniques are mainly effective for reducing anxiety. There is some marginal evidence for other indications including insomnia, mild depression and pain management but the design of the studies do not permit any definitive conclusions. There is no evidence to recommend relaxation therapy above conventional treatments for any indication and there is also a lack of evidence to recommend one specific type of relaxation above another. 
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