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[bookmark: _Toc67524968]Section 1: Introduction
In this assignment task I have been tasked with a scenario of opening up my own Complimentary Therapy Centre. The name that I have chosen for my new business venture will be registered as “Naseem’s Therapies & Counselling Services.  The Birmingham City Council has asked me to provide them with a report covering all legislation, regulating bodies, education and various different systems used worldwide and within the U.K, as well as safeguarding, ethics, and confidentiality. The centre that I will be renting out to practice my chosen therapies will be in the heart of a busy thriving shopping centre within the Birmingham City Centre. The building in which the business will be set up will have several rooms for other therapist to practice their therapies in return will help my business to grow financially, gain trust and popularity.
[bookmark: _Toc67524969]Section 2: Therapies to be practiced 
Naseem’s Therapies & Counselling Services will be offering the following complementary and alternative medicines: -
· Counselling, which falls into the Mind and body interventions.
Integration of Cams into clinical health psychology can be helpful for researchers in taking a wider perspective on stress and coping mechanisms, illnesses, behaviours, stress, and culture (Park 2013).
· Aromatherapy, Chiropractic and Osteopathy which fall into the Manipulative and body-based therapies. 
As stated by Calcagni. Et al; (2019) these therapies are some of the most widely used cam treatments and has indicated that manipulative cam treatments can be effective in managing the symptoms in cancer patients. 
· Herbalism such a homeopathy, Chinese herbal medicine and Ayuveda, falling into the biologically based practices.
Wong & Smith (2006) after conducting studies stated that 52% of parents having children with Autism had used at least one cam therapy for their child. 
· Crystal therapy and Reiki, which fall into the category of energy therapies. 
Reiki is useful to ease patients’ pain, dyspnoea and anxiety, patients who have this therapy feel an increased sense of calm, peace, and overall wellbeing. Reiki is received by the touch of hands and can be used in most conditions as it not harmful and does not involve any instruments being put into the body. (Bullock 1997).
[bookmark: _Toc67524970]Section 3: Statutory/Voluntary regulations in the U.K 
Naseem Therapies & Counselling Services will make sure that every therapist has been statutorily and voluntarily regulated where appropriate. 
In the UK there is no real legislation that restricts individuals to practice complimentary therapies apart from the practice of chiropractic and osteopathy, advertising the treatment for conditions such as cancer and tuberculosis is limited. Laws are regulated to practice conventional medicine to ensure that practitioners are appropriately qualified and abide by standards/codes of practice. This is known as “statutory professional regulation”. The UK government has more often identified the need for a comprehensive regulation of CAM but has not gone ahead for planning for a single overarching regulatory body.  Statutory regulation is a pathway open to professionals which requires a single governing body, a wealth of knowledge within the chosen field, recognised courses, and the demonstration of being effective. Another pathway in which CAM could be practised within the UK is voluntary self-regulation. Chiropractic and Osteopath must be statutorily regulated, but his has proven expensive for professionals within this field. A report from the House of Lords had recommended that herbal medicine and acupuncture should develop a system of being statutorily regulated (Walker. Et al; 2002 and NHS 2018). Counselling can be practised without being statutorily regulated, but a reputable counsellor should be registered with an that has been recognised and approved by the Professional Standards Authority (NHS 2020).
Voluntary regulation exists in herbal medicine as well as acupuncture although statutory regulations are underway. Anyone can currently call themselves an herbalist ranging from a level of low qualifications to a Bsc. The National Institute for Medical herbalists, The European Herbal Practitioner Association and the Register of Chinese Herbal Practitioners are the main regulating bodies for western medical herbalists. Anyone can call themselves acupuncturist, but the British Acupuncture Accreditation Board will only accept members that have completed a 3-year course and carry the letters MBAcc after their name. The Osteopaths Act 1993, and the Chiropractors Act 1994 ended the situation as to where non-medically qualified practitioners were able to practice osteopathy and Chiropractic. Two regulating bodies exist in Homeopathy, the Faculty of Homeopathy which regulates medical doctors and The Society of Homeopaths which is a regulatory body for unqualified Homeopaths. Membership for the Society of Homeopaths is not compulsory hence anyone can call themselves a Homeopath. Aromatherapists must be trained to certain standards and are represented by an umbrella body namely the Aromatherapy Organisations Council (Ernst. Et al; 2008). 
[bookmark: _Toc67524971]Section 4: Systems used to regulate Cam’s
Koithan (2009) has noted that when various CAM therapies such as counselling, acupuncture, aromatherapy, reiki, herbal remedies, chiropractic, and osteopathy are used instead of conventional therapies they are referred to as alternative. When such therapies are used alongside conventional treatment they are then known as a complementary therapy. Licensed therapists who exhaustively include both conventional and complementary treatments are said to be practising integrative care. Integrative care enunciates the importance of having a good relationship between the practitioner and patients, looks at the patient as a whole, the patients is well informed by evidence, all appropriate therapeutic approaches are made use of and to achieve the best health outcome by healthcare professionals adhering to set disciplines.
A survey conducted showed the attitude of occupational groups towards the use of Cam’s within hospitals in the north of Norway. Nurses and office staff showed a more positive attitude towards cams than medical doctors. Norway has integrated acupuncture as part of their clinical practice and Norwegian G. P’s have undergone acupuncture training. Acupuncture was used to treat conditions such as tension, musculoskeletal pain, headache, asthma, migraine, nausea, allergies, sleeping disorders and allergies and showed a positive effect.  Fajer. Et al; (2020) has stated that wealthier countries who have a higher health care expenditure such as Switzerland, Sweden, Denmark, Norway, and the Netherlands show a greater number of cams treatments that are integrated into the health care system and are reimbursed. Wealthier countries have integrated the treatment of cams into their health care system more than other countries who have a lower capital.
The U.K India, Japan, Australia, New Zealand, Germany, Nigeria, Sri Lanka, Ghana, Norway, Indonesia, Equatorial Guinea, South Africa and the USA amongst others are counties that use an inclusive system, they have recognised traditional medicine, and cam’s but have not fully integrated  the regulation, training, education and health delivery into their health care system. “When our health is at risk, why be so mean”, Prince of Wales (2002). The Prince of Wales argued in his statement that 1 in 5 people opt for the use of complimentary therapies and should be obtained through the national health system. The house of lords stated that acupuncture and herbal treatments are effective and should be properly regulated but condemned the use of crystal therapies and traditional Chinese medicine (McIntyre 2001). 
Africa uses a tolerant system, the high cost of allopathic health care and expensive pharmaceutical products which most people cannot afford has become unavailable. “Traditional Medicine” has become a popular word amongst the people in the whole of Africa, partly because the use of herbal remedies has become popular worldwide and has become a multimillion industry. African Traditional Medicine cannot be considered the same as Alternative and Complimentary medicine as African traditional medicine is the indigenous system of health care and cannot be classified as alternative.  It is said that 85 percent of African people use traditional medicine, but this is an understatement as this figure is higher and continues to increase (Kofii 2004). James. P.B (2018) has mentioned that most traditional, complimentary, and alternative medicine users (55.8% -100%) in Sub-Saharan Africa do not disclose their use of such therapies to their allopathic health care providers due to the fear of having received improper care, healthcare providers having a negative attitude and lack of knowledge about TCAM’s. Similarly, Barnes. Et al; (2016) has stated that New Zealand does not adequately protect public health as there are no current regulations for herbal medicines and natural health products. 
Countries have adapted different approaches with regards to the licensing, manufacturing, dispensing, trading to ensure the safety, quality, and efficacy with regards medicinal plants. Herbal preparations vary from country to country. In some countries phytomedicines are well rendered but in other countries are regarded as a food supplement and therapeutic claims are not welcomed. Appendix 1 gives us an idea of different countries and how they regulate herbal medicines, it also gives us an insight of the major responsibilities of that country and the year of establishment (Ajazuddin 2012).
The U.K uses an exclusive system in regulating herbal medicines after Aristolochia, a common ingredient used in Chinese medicine caused a number of patients to suffer from Kidney failure in Belguim in 1996. The U.K banned the use of unlicensed herbal medicine since July 1999 (Kings Fund 2000).
[bookmark: _Toc67524972]Section 5: Effectiveness of Cam’s treatments
Ernest, et al; (2000) has noted that upon being interviewed 20% of British adults had a complimentary therapy within the last year. The most popular complimentary therapies used were herbalism, aromatherapy, homoeopathy, acupuncture/acupressure, reflexology, and massage. Relaxing effects, positive effects and effectiveness was the main reason as to why individuals tried cams. The annual expenditure within the UK resulted in a total of £1.6 billion pounds. We can see that CAM’s is very much prevalent within the UK and its scientific validation has become a must. Similarly, Kemppainen. Et al, (2018) the most commonly used CAM treatments in Europe are herbalism, acupuncture, chiropractic, reflexology, homeopathy, and massage. When looking at socio demographic factors studies found that females, middle age and better educated individuals were more like to use CAM’S treatment. When looking at health determinates Eardley at al. found that musculoskeletal issues were commonly treated with a CAMS treatment. It was also reported that problems such as depression, insomnia, headaches, migraines, back issues, stomach problem or intestinal problems were the vast typical conditions associated with CAMS. 
[bookmark: _Toc67524973]Section 6: Educational Standards
When recruiting therapists to sub-let a room within Naseem’s Therapies & Counselling Services, professional training, educational background, and experience will be looked into as a high level of professionalism will be required in order to build an outstanding reputation for my business. The British Complimentary Medical Association is a well-known umbrella organisation that has a valid voice in complimentary, and alternative medicines which benefits therapists and clients. The BCMA validates many therapies and standard requirements in accordance with discipline and ethics, it also supports safe and legitimate regulatory parameters and protects the holistic values of cams. This organisation is led by volunteer therapists to make sure that decisions made are beneficial for therapists.  (BMCA 2021).
Although most herbal practitioners practice without training, without indemnity insurance and without being joint with a registering body my business will be looking for Herbalists who have studied a 3 year accredited degree level qualification in Herbal Medicine, and are a member of a recognised organisation such as the National Institute for Herbalists. 
The requirement for Chiropractic and Osteopathy to be practiced at my therapy centre will be a four-year chiropractic degree which is recognised by the General Chiropractic Council (Chiropractic-UK 2021). For Osteopathy the requirement will be similarly trained to a degree level and achieving a Bachelors or Masters of Science, courses last four to five years and combine academic achievement as well as 1,000 hours of hands on training (Health Careers NHS n.d). Examination of certificates, training and experience will be well sought by myself as I want all clients to be safeguarded as they are putting their health into my hands.
A counsellor/therapist who would like to practice in my business would be required to have a diploma to be accredited by an organisation. There are no current laws in the U.K with regards to counsellors practising but U.K guidelines recommend training, or a diploma is the minimum requirement to practice. 
[bookmark: _Toc67524974]Section 7: Safeguarding and Ethics, Confidentiality and Consent.
During practice, therapists will be given a lot of personal information about their clients by their clients. This information is given on the basis of having a trusting relationship, clients will trust their practitioners with their information as they feel it will be used for their benefit and obtained only through their consent. In most cases people will not be able to make their own choices and be in control of their lives if they cannot control who do not acquire information about their personal health. Regulated Health care practitioners are legally bound to comply with legislation with regards to data protection. Ethical duty to respect client’s information should be followed by all practitioners and medical notes/information should be safeguarded. However, client confidentiality and most codes of ethics can be exempt which disclosure is required to protect third parties, is required in court or is for the public interest. Practitioners need to be clear with their clients about confidentiality and inform their client when disclosures are required. Cam practitioners should obtain consent when contacting their clients G.P.
Practitioners have a duty to apply and uphold safe boundaries whichever way in practising. The relationship between client and practitioner is always based on trust. They may be some clients who have difficulties in respecting boundaries (emotional, sexual, or financial). Cam practitioners are less likely to abuse than other health professionals but the way in which cams is often delivered may increase the chances of abuse.  Those who work from home or see clients in their home should be particularly cautious to the issue around abuse and take whatever precautions to avoid any misunderstandings that may lead to serious allegations of abuse (The Open University 2020). Most Cam therapies are safe and effective as they have undergone careful evaluation. There are some cam therapies that may cause harm or interact inappropriately with medication. Natural does not always mean safe, as we are aware cam therapies contain a variety of botanical and nutritional products, and these products do not have to be approved by the Food and Drug Administration before being sold. A prescription is not required to buy herbal supplements so we need to make sure that we are aware of the risks involved e.g. Kava Kava (herb) used to relive stress and anxiety may cause liver damage. For your own best interest, it is best to consult or take advice from your G.P when purchasing an herbal supplement.
[bookmark: _Toc67524975]Section 8: Data Protection Act 2018 
The General Data Protection Regulation came into force on May 25th, 2018, replacing data protection directive upon which the data protection Act 1998 was based upon. The GDPR imposed new responsibilities on any organisations which processed data of European Union citizens. The regulation’s main aim was to coordinate privacy laws across Europe, to safeguard and empower all data privacy held on EU citizen’s and approach data privacy in a more efficient manner (Chico 2018). 
[bookmark: _Toc67524976]Section 9: Conclusion
Opening Naseem Therapies and Counselling Services will be a benefit to the general public as it will comply with all necessary statutory and voluntary regulation to ensure costumers will get an excellent service. We can see from the above report that Complimentary and Alternative Medicine is in huge demand and becoming more and more popular. The U.K uses an inclusive system, some therapies have been integrated into the NHS system such as counselling, but not all. We can see how other countries in the world view complementary therapies, it is not something new but something that has been around for centuries. Naseem’s Therapies and Counselling Services will adhere to all Birmingham City Council’s compliances as well as the legal aspects such a data protection, client confidentiality (as the receptionist will be viewing patient details).  Clarke. Et al (2004) has stated that professionalism within CAM’s has become a vital strategy for practitioner association and a subject for the government, media, and patient groups. It has become a concern over the interest of patients and service users in the relation of the foreseeable integration of certain complimentary therapies into the public healthcare system. 
I personally feel it is unfair that many therapies have not integrated into the National Health Service as many people will try a complementary and alternative medicine and other may not afford to do so. My services will be available for those who are looking to improve their health and wellbeing. 
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Legal status of different countries for herbal drug regulation
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Country  Legal status/policy Year of Ref
establishment
Australia  Therapeutic Goods Act The overall objective of the Act s to ensure the quality, safety, and 1989 16.17]
(Commonwealth of Australia, efficacy of therapeutic goods, including medicines and medical
2001a) devices available o the Australian public.
Argentina  Health Ministry of the Provincia  Regulation for registration and commercialization of medicinal 1993 18]
de Buenos Aires plants
Austria Herbal medicine regulation Marketing authorizations. 1989 119, 20]
Law No.541 Issuing of icense
Belgium  Ministry of Health Under the law, proof of qualit, safety, and efficacy became an 1995 [21-23)
essential precondition for the registration of drugs.
Canada Natural Health Products Ensure that the herbal medicinal plant product s safe underthe 2004, [24-27)
Regulations recommended conditions of use without a prescription, effective
for the proposed claims, and of high quality.
Chile Unidad de Medicina Tradicional  Incorporating TM with proven efficacy into health programs and 1992 28]
of contributing to the establishment of their practice.
China The Drug Administration Law  Encourages the development of both moder and traditional 1984 18]
ofthe People’s Republic of China ~ drugs, protects the resources of wild herbal drugs, and
promotes domestic cultivation of herbal drugs
Colombia  Ministry of Health Isstiing of license. 1990 129]
Documentation on the manufacturing process, quality control,
and, if necessary, toxicity studies.
Denmark  Danish Ministry of Health Order  Proof of quality, safety, and efficacy must be given; a 1992 [30.31]
No.790 bibliographic application with respect to therapeutic use is
accepted if it contains descriptions in the relevant scientific
literature of Europe or North America
Egypt National Applied Research Medical, health, and nutrient content claims made by law. 1995 18]
Centre for Medicinal Plants and  Rules of GMP are implemented for herbal medicines
National Organization for Drug
Control and Research
Estonia Medicinal Products Act To maintain the documents concerning chemical 1996 €]
pharmaceutical, biological, pharmacological-toxicological, and
clinical information of the herbal drugs.
Fij Pharmacy and Poisons Act of FijiPermits importation of TMs for use by ethnic communities 1994 [33.34]
Finland Administrative reguiation 9/93  Quality and manufacture of herbal remedies 1993 €5
(Marketing Authorization, 1993)
France French Medicines Agency Marketing authorizations 136]
Germany  Medicines Act of 24 August 1976 Herbal finished drugs have to comply with the same criteria for 1976 [37-39]
qualty, safety, and efficacy as all other finished drugs
Greece Ministry of Health Issuing of license, documentation on the manufacturing 1994 2]
process, and toxicity studies.
Hungary  Law on Public Health, Chapter  Herbal drugs regulated as over the counter medicines for self- 1996 [1]
IV, Section 104 medication purposes and by law, medical claims, and health
claims may be made.
India Drugs and Cosmetics Act of 1940 Regulate the import, manufacture, distrbution, and sale of 1945 ]
and the Drugs and Cosmetics  drugs and cosmetics.
Rules of. 1945
Indonesia  Directorate of Traditional Drug  Production, distribution and labeling of traditional drugs, and 1975 1]
Control licensing of raditional drugs and imported traditional drugs.
Ireland Guidelines for Application for  Licensing of manufacturers and authorization of herbal products 1985 [3.44]
Product Authorization of Herbal
Products” issued by National
Drugs Advisory Board
ttaly Italian Health Authority Grant licensed and ensure the quality, safety, and efficacy. 1981 145]
Japan Ministry of Health and Welfare  Improve quality control of Kampo drugs. 1972 146]
Korea The Ministry of Public Health and Regulate and rule on the herbal medicines and their 1969 [47-50]
Social Affairs preparations.
Malaysia  National Pharmaceutical Control - Manufacturing, import, supply, or sailing of the Ths. 1]
Bureau, Ministry of Health
Mali Traditional Medicine Department  Postmarketing surveillance and adverse effect monitoring of 1968 18]
under the Ministry of Health herbal medicines
Mongolia  Traditional Medicine Department  Production, development, and investigation of TMs. 1989 151
under Mongolian National
Medical University
Nepal Department of Drug Price approval, safety, efficacy, and quality of products. 199 52
Administration under the Ministry ~ Authorization for import, export, and distribution of the product,
of Health and the mode of distribution and promation.
New Medicines Act of 1981 Control of active ingredients and excipients, method of 1981 e
Zealand manufacture, control tests of the finished product, labeling,
stability, etc.
Nicaragua ~ The national phamaceuticals ~ Safety assessment 1998 53]
law-292
Oman Ministry of Health Grant of license for manufacturing and import permission 1995 154
Pakistan  The Drugs Act of 1962 Controls the regulation of herbal medicines as regards 1962 e
advertising and prevention of misuse
Portugal  Portugal Drug Act Regulation of herbal medicines in the same laws as those 1995 155
covering conventional pharmaceuticals.
Qatar Ministry of Public Health By law, medical, health, nutrient content, and structure/function 1990 [56]
claims may be made about herbal medicines
Saudi Ministry of Health, KSA Medical, health, nutrient content, and structure/function claims 199 e
Arabia may be made
Singapore  Traditional Chinese Medicine  Marketing authorization and licensing of manufacturers, 2000 57,58
Practitioners Act
South Medicines Control Counci Safety assessment requirements include traditional use without 1994 2
Africa (MCCY Dietary Supplement demonstrated harmful effects, reference to documented
Health and Education Act of scientifc research on similar products, and clinical data
Spain ‘The Spanish Medicinal Products  Objective of the Actis to ensure the quality, safety, and efficacy 1990 59, 60
ActNo. 25 of therapeutic goods, including herbal medicines.
The Swiss Agency for Marketing authorization. And implementation of GMP rules. 2002 161
Switzeriand  Therapeutic Products
(Swissmedic) under Federal
Department of Home Affairs
Thailand  The Drug Act B.E. 2510 Premarketing contral, licensing and regstration process, and 1967 e
postmarketing control by quality control analysis.
United Medicines and Healthcare Postmarketing surveillance 1968 [62-66]
Kingdom  products Regulatory Agency Licensed medicinal products require evidence of quality, safety,
(MHRA) and Medicines Act 1968  and efficacy and are regulated by the Medicines
Control Agency.
United Food Drug and Gosmetics Act  Ensuring that a dietary supplement is safe before it is 2000 [67-70]
States Dietary Supplement Health and  marketed, and the United States Food and Drug Administration 1994
Education Act is responsible for taking action against any unsafe dietary

supplement product after it reaches the market.





