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1 Introduction of osteopathy
This report is designed to offer a clear understanding of complementary therapies and current regulatory bodies with a main focus directed to osteopathy. This therapy will be analyzed from its history to present day uses, efficacy and contraindications. Regulatory systems and ethical considerations will be discussed, and recommendations based on the results and conclusions will be made. 
Complementary and alternative medicine (CAM) is the terminology used to define a form of products, treatment and or practice that is not a part of standard medicine.  Complementary medicine is interpreted as a therapy or treatment used alongside a standard medical treatment but not on its own. For example, cancer patients using acupuncture as a therapy to decrease the side effects of treatment.

Alternative medicine is the treatment that is replacing conventional medicine. As an example, nutrition is used to attempt to treat cancer instead of oncological treatment.
CAM therapies are also referred to as “holistic”, “natural” and “Eastern Medicine”, and present a wide range of categories like mind-body therapies, manipulative, and body-based practices and biofield therapies. (National Cancer Institute, 2021)

Complementary and Alternative Therapies and Self-regulatory systems
Conventional medicine has regulatory bodies in the form of laws (Statutory Professional Regulations) assembled to ensure two main areas: safe codes of practice and standards, and that practitioners are accurately qualified. When discussing CAMs it is noticeable that only osteopathy and chiropractic oblige to professional regulations in the UK. These two therapies ensure safe practice and standards by being regulated and registered with the general Osteopathic Council and General Chiropractic Council. (NHS Choices, 2018)
A vast majority of other CAMs have voluntary registers with some accredited by the Professional Standards Authority for Health and Social Care and some association that practitioners can be part of by choice. These therapies and their practitioners therefore do meet the standards of the regulatory entity. Some examples include the British Acupuncture Council, Complementary and Natural Healthcare Council and the Federation of Holistic Therapies.  Even though some therapies fall into the unregulated category, institutions like the General Medical Council will investigate professional misconduct. (NHS Choices, 2018)

History of osteopathy 
Osteopathy was founded in the late 1800s in Missouri by Andrew Taylor Still, a civil war physician and surgeon. During his experience as a frontier physician, came to realize that the medical procedures of the time were barbaric and primitive in treating disease, witnessing three of his daughters die of meningitis as a result of receiving a treatment based on mercury. He begun to study how the body function, anatomy and physiology. He created the principles upon osteopathy still runs today. Andrew Still stated that the human body has the ability to heal itself and that if there is imbalance, the same body will not function at its optimal capacity. He developed a system of treatment that through “hands on” diagnosis will enable the practitioner to spot the imbalance in the body and help restore that balance through manipulation. He believed that the role of the artery is supreme, and by directing the blood to a certain affected area of the body it would influence its function. His believes were that the vascular system along the lymphatic system are in direct connection to the musculoskeletal system and are influenced by each other. Osteopathy came to England in 1913 through John Martin Littlejohn, Still’s first student of Scottish descent. Littlejohn proceeded to found the British School of Osteopathy in 1917. (DiGiovanna, Amen and Burns, 2020, Section 1 Chapter 2)

Uses and aims of osteopathy
Osteopathy is a complementary therapy used with the aim of reducing pain levels, enabling the body to heal, relieve muscle tension and to increase the mobility of joints and stimulate blood flow. This therapy is performed by using physical manipulation called osteopathic manipulative treatment (OMT) in the form of massage and stretching (for example stiff joints), articulation and high-velocity thrusts performed on the spine. These techniques are often combined with other form of treatment like diet and posture. (World Health Organization, 2010). Osteopathy treatment starts with an assessment session where the practitioner will evaluate the symptoms, other medical treatments received and general health. The osteopath will then use their hands to localize painful areas, weakness and or restriction within the body especially evaluating the spinal area. Because is a regulated therapy, in the UK, the practitioner can then refer the patient to the GP for additional MRI scans or blood tests that will influence the diagnosis. 
Most common uses of osteopathy are with conditions like muscle and joint pain, lower back pain, neck pain and sport injuries. (NHS Choices, 2019)

Efficacy and contraindications of osteopathy
Osteopathy has been considered a relatively new therapy in terms of research and evidence-based data collection where ten years back this data was effectively non-existent. In the United States (US) the Clinical Trials Organization has conducted and completed several trials where the efficacy of osteopathy has been measured between 2005 and 2006. The main conditions trialed were chronic lower back pain, muscle tension and hip pain. Chronic pain is the pain that persists more than three months. In the UK it is estimated that half of the population suffers from chronic pain. (National Institute for Health and Care Excellence, 2021). During these trials the OMT were compared to placebo or other active treatment like conventional medical treatments. When analyzing the efficacy of osteopathy in treating lower back pain it has been found that a significant reduction in pain levels was seen when compared to the placebo group that received sham OMT. (M.B.A et al., 2016). This study was conducted over 12 weeks and the methods used were changes observed through visual analogue scale also known as psychometric measuring instruments. Traditional treatments for this condition include pain killers, narcotics like opioids (oxycodone), topical pain relievers and antidepressants. (Mayo Clinic, 2018). In the United States opioids are the most frequently prescribed drug for this condition, rates being sometimes three times higher than in European countries. Prescriptions for opioids have increased with 400% in the last 10 years in the US. (Jerome, 2017). Opioids short term benefits (12 weeks) for pain chronic pain relief have been shown in clinical trials carried out in the US but it was observed that many participants have stopped the trial due to complications and adverse events, most common being addiction and overdose related mortality. (Dowell, Haegerich and Chou, 2016)
In a different study conducted in 2013, lower back pain treatments outcomes were compared. Used treatments were osteopathic spinal manipulation and diclofenac, a nonsteroidal anti-inflammatory drug. 101 patients were split in two groups and administered spinal manipulation and placebo diclofenac, and sham manipulation with administration of diclofenac. It was showen that the group receiving spinal manipulation have superior improvement compared to conventional medical treatment. (Von Heymann et al., 2013)
 For muscle tension condition, occipito-atlantal junction decompression manipulation was used on 100 participants. The aim of the trial was to establish if osteopathic manipulative techniques can have any effects on the parasympathetic nervous system. As a method the pupillary activity was measured in a dark environment. Measurements were taken before the treatment and after. Findings were inconclusive with a small decrease in pressure with treatment. (Nova Southeastern University, 2010).
Neck pain was evaluated in a trial where spinal manipulation was used as opposed to traditional general practitioner treatments and physiotherapy. In a controlled group of 183 participants with neck pain it was shown that manual therapy is superior effective and more cost effective than physiotherapy or general practitioner care in treating neck pain. The study took cost in consideration as a comparison to traditional therapies in this 26 week trial that demonstrated manual therapy to cost one third of the total cost of general practitioner care (447 euro spinal manipulation, 1297 euro physiotherapy and 1379 euro general practitioner care). The same study compared recovery rates, quality of life and intensity of pain showing same results amongst treatments. (Bos, 2003)
Contraindication of osteopathy are most of the time related to patients having one or more of the following affections according to the NHS: fractures, cancer, inflammatory conditions like arthritis, infections, multiple sclerosis, and osteoporosis. (NHS Choices, 2019). Majority of contraindications are related to exposing the patient to an increased risk of spinal, bones, ligaments, or nerves injuries.


Self-regulatory systems of osteopathy
In the UK osteopathy is one of only two complementary and alternative therapies regulated by statutory self-regulatory systems. The authority responsible for setting standards and regulations in the UK is the General Osteopathic Council. This entity is setting regulations for the standard of practice and appropriate education levels for practitioners, professional development standards, and deals with complaints about poor standards and quality of care and was created as a result of the Osteopaths’ Act 1993 where European statutory recognition begun. (Osteopathy.org.uk, 2019). The council created the Osteopathic Practice Standards which came in effect in 2019, a set of standards required to be met by all osteopaths in the UK to guarantee high-quality care for users. The standards present here refer to principles in patient evaluation, ensuring that practitioners keep comprehensive patient records, always keeping patients from harm, as healthcare professionals, practitioners must contribute at improving the patient’s wellbeing. (General Osteopathic Council, 2019). 
World Health Organization represents one of the two international regulatory bodies that evaluate safety practice of osteopathy and ethics under the umbrella of regulations called Benchmarks for Training in Osteopathy. This body has set criteria of how principles of osteopathy should be met and the types of training programs for specialists regulating the content and methods of such training. Type 1 of training is designed for people with no health care expertise and is a full-time four-year program in an osteopathic clinical organization. Type two is designed for people with previous health care knowledge and is taylor-made depending on the expertise of the undertakers. These programs cover curriculums like safety and ethics, entry-level radiology, nutrition, and first responders in emergency care alongside with developing practical skills. (WHO, 2010)
The second international self-regulatory standards body is The Comite Europeen de Normalisation (CEN), now published in 33 European countries, which norms include the European Standard on Osteopathic Healthcare Provision created in 2015. For the assembly of the European standards two main organizations worked together: the European Federation of Osteopaths (EFO) and the Forum for Osteopathic Regulation in Europe (FORE). FORE was created with the help of Osteopathy Council UK and is a voluntary self-regulation system. This system works close with the eight European countries where osteopathy is regulated, France, Finland, Iceland, Lichtenstein, Malta, Portugal, Switzerland, Turkey and the UK. FORE works closely with these countries and develops regulations and promotes best practice. (www.forewards.eu, n.d.)
European Federation and Forum for Osteopaths (EFFO) is a voluntary regulatory system  representing osteopathic association from 22 European countries and also Canada and Israel. Its norms and regulations include mandatory educational levels for practitioners, qualifications, and requirements. It also acknowledges that education providers for osteopathy should be transparent towards external audits that would meet CEN requirements. (EFFO, 2021)

Ethical considerations of osteopathy
The code of ethics is an essential part in Health and Social Care and acts as the moral compass and ethical framework for practitioners towards their patient and profession. (Berwick et al., 1997). In osteopathy, ethical consideration is taken with the unique aim, and that is to benefit the patient. 
The International Osteopathic Association based in Canada has created a code of ethics of 14 rules. The ethics code has as main purpose the consideration of fundamental principles and the responsibility towards the patient. These codes must commit to the highest standards of care and be in concordance with best practices. Compliance with rules and regulations are at the core of these codes. Osteopathy must maintain these standards when practiced and professional behaviours and personal conduct must be respected by practitioners. The relationship between the osteopath and the patient should be based on mutual respect, trust, and cooperation. Honesty and objectivity should be shown during sessions and diagnosis/treatments should be communicated with complete honesty and realistic expectations. Patient data should be confidential and manipulated in accordance with specific countries/districts regulations. Discrimination as racial, religious, nationality, gender or handicap should not be an influential factor when practicing osteopathy. The practise of osteopathy should have as general aim the promotion of wellbeing and health, and the prevention of illness and patient vulnerability should not be exploited. (International Osteopathic Association, 2011)
Health Practitioners Competence Assurance Act 2003 of New Zeeland made the code of ethics a requirement for the Osteopathic Council to follow. Osteopathic Council Code of Ethics will be used and referred to when evaluating complaints by the Code of Health and Disability Service Consumers Rights (that must be displayed in osteopathy clinics) in addition to the use of Council’s Professional Conduct Committee when dealing with competence issues. This ethics code refers to ethical components as informed consent and the full information and their rights is being provided to the patient prior treatment. Expectations and treatment limitations should be communicated by the osteopath practitioner to the patient in a clear language alongside the possibility of adverse events incidence. The code states that dignity and patients’ autonomy should always be respected, as well as decisions of treatment refusal without influencing the patients decision. (Osteopathic Council New Zeeland, n.d.)

Recommendation for osteopathy
The practice of CAM in the UK is largely unregulated with two exceptions, osteopathy and chiropractic. This situation was raised by the House of Lords and recommended clear regulation. The recommendation for setting up regulatory bodies has taken in consideration the variation of complementary therapies and acknowledged that individual bodies are the best recommendation but stated that the possibility of combining these is taken in consideration. Regulatory bodies would potentially level the educational standards in the future. (Mills, 2001)
Osteopathy is considered a new therapy and data is limited when debating topics like patient satisfaction and expectations being met after initial treatments. Osteopathy is recently being regulated and treated as a statutory medical practice where licences are required in order to practice the therapy. Considering that a limited number of countries have the legal ability to regulate osteopathy it would be recommended that more countries would consider the inclusion of the osteopathy in national/regional regulatory systems. Who will benefit from such a legal regulatory system? Patients could benefit from being informed about the safety and potential effects on their health when practicing complementary therapies and dissatisfaction with the ethics/duty of care, or standards not being met can be reported to an appropriate legal entity. In a literature review of 29 papers regarding the perception of risks between conventional and complementary therapies on cancer patients, was found that due to the lack of regulations patients were exposed to risks as the communication between health providers and alternative therapies practitioners are not legally required to be shared and communicated to each other.  In 2007 the National Health Interview Survey presented that 65% of cancer patients in America were used complementary therapies. Communication between health practitioners and CAM providers can affect the continuity of care. (Stub et al., 2016).  UK regulations advice against using osteopathy when undergoing radiotherapy but without clear regulation indirect harm can be inflicted on the patient. For example, Spain has not regulated osteopathy, therefore this therapy is not included on the Arrangement of the Sanitary Professions and is not recognised in the legislative domain. 

Conclusions
Osteopathy is a new developed complementary therapy that has proven undebatable success with treating mostly pain and chronic pain conditions. Due to its proven benefits this therapy is widely recommended by health practitioners and in some countries its costs are covered by the National Health Systems (NHS in the UK). In recent years Osteopathy Councils have been created in many countries and the therapy is now vastly regulated. This has helped put the patient at the centre of care by assuring standards of education for practitioners and ethical codes are met.
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