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Background
The advancement of technology and its application in healthcare and medicine has led to the opening up of possibilities previously unimagined. Medical professionals have been working together in developing ways of managing health issues that have posed a challenge. One discovery made in medical research is gene editing, which is the process of altering the structure of a gene using enzymes or viruses so that the organism resulting from this alteration has features different from those of the unaltered organism. Although gene editing began with experimenting with animals, its advancement and application in human beings have raised a lot of concerns concerning its legality and ethical position. Social groups and legal bodies have raised concerns about the practice and its implications in human application.
Purpose
The purpose of this research is to study and provide a legal stand on gene editing in human beings. Study of laws, professional ethics and legal and moral values surrounding human gene editing form the basis of research. Questions attempted to answer in this research area, what the legal implications of gene editing are? What are the ethical consequences of gene editing? Can an individual file a lawsuit against a health facility that conducts gene alteration on an unwilling individual? Are there regulations governing gene editing in human beings, and what do they state? The paper also gives recommendations about the conduct of professionals conducting gene editing and the ethical and legal response to the practice. 


Regulations
Gene editing is a scientific practice that is subject to legal scrutiny because of its potential misuse and adverse consequences on the human body. The first result of genetic modification was reported in 1996 when the Dolly, the sheep, was born (Knoppers et al., 2017). The Assisted Human Reproductive Act of Canada prohibits the practice of gene alteration that can be passed to descendants in human beings (Knoppers et al., 2017). The ban was a result of the debate about the possible future applications of gene editing. The legal prohibition of human gene editing is not globally uniform. Some countries apply regulatory measures on scientific research and take criminalization as a last resort. The inconsistencies in the global regulation of human gene editing leave a gap for the scientists and legal bodies that calls for a need to have a consensus on the extent of its application on human beings.
It is a common phenomenon to find every healthcare facility and hospital with a mission statement and set of value statements. But what is the role of a mission statement and value statements in a healthcare facility? A mission statement provides the direction and overall goal of the facility regarding the provision of healthcare services. It is the driving force behind every activity performed in the facility and the relationship with the outside environment. Value statements cove a range of aspects of a hospital that includes working environment, contact with patients, relationship with the community and medical approaches used by the facility. The personnel of the facility need to be aware of these statements so that the hospital can achieve its goal of providing quality, patient-centred care. The integration of mission and value statements in the leadership of a hospital is a practice that will drive the hospital up the strategic triangle towards the achievement of its vision. 
Quality of patient care in hospitals is of great value. It is measured in terms of timeliness of attending the patient, provision of safety to the patient and the attending medical practitioner and follow-up on the progress of the patient after discharge. The role of accreditation bodies such as the Joint Commission is to ensure that hospitals and other healthcare facilities meet the required standards of service delivery and patient safety, and accredit them as a sign of status (Jha, 2018). The Joint Commission approves hospitals based on their quality of services. A difference has been noted in the quality of service received from accredited hospitals compared to those that are not accredited. Evaluation of quality of care in hospitals before accrediting is done through surveys on patient outcomes. Hospitals pay survey fees to the commission to carry out the study and provide accreditation if the hospital meets the standards of the commission. Certification is necessary for ensuring quality care for the patients and safety measures that take care of every person in the facility.
It is expected that medical professionals practice the code of ethics in their conduct when handling patients and in their general behaviour. Human gene editing and application of technology by medical professionals call for the professionals to consult with their fellows because of the potential risks associated with the use of technology in medical field("AMA Policies and Code of Medical Ethics Opinions Related to Human Genome Editing", 2019). The safety of the patient is at the centre of every action of the nurse or any physician handling them. Medical innovations should be designed with consideration of patient safety. The use of gene editing in human beings requires that patient autonomy be given priority. The consent of the patient should be sought before performing the process, and if the patient is not in a capacity to decide, then their family will be consulted. In most cases, the patient is encouraged to make decisions when they still have the mental ability to do so. Patient autonomy saves medical professionals from administering unconsented treatments on the patient.
Legal cases
The regulation of human gene editing is not the only legal involvement in the process but also provides for filing a lawsuit against uninformed alteration of genes on an individual. Filing of a lawsuit is not only due to uninformed gene alteration but also a failure on the side of the doctor to inform the individual about their genetic test results so that they can make decisions about bearing children or not (McKie, 2018). There are hereditary health disorders that can cause irreversible health damage and therefore requires that doctors inform individuals about these defects early enough so that they can make decisions on how to get children. Failure to do this can lead to being sued. While it is possible to sue a doctor or the hospital for misinformation about genetic test results, the confidentiality of patient information is compromised and threatens professional ethics
The legal perspective of gene editing in human beings mainly arises from misinformation or giving of wrong information to the patient and the credibility of a facility to conduct gene tests. An example of such a case in which a lawsuit was filed was due to the death of a young boy in 2008 because of the administration of the wrong classification of genetic mutation and consequently wrong medication (Couzin-Frankel, 2019). The mutation was pathogenic, but the laboratory failed to classify it correctly. This case is an instance of legal issues facing genetic studies in human beings. It can be a precursor of how the legal world will respond to lawsuits filed against medical professionals and institutions that conduct gene editing on human beings. The legal systems and medical systems use different sources of standards when handling issues relating to gene editing. This difference creates a disconnection between the medical and legal professionals that make researchers in genetics vulnerable to lawsuits.
Gene editing in human beings is surrounded by ethical issues about the professional conduct of medical persons. Professional, ethical considerations are the autonomy and dignity of the patients who participate in gene editing (Hamburg & Cameron, 2019). Controversial topics such as the use of in-vitro fertilization raise questions about the dignity of the person attending. An embryo is fertilized externally and implanted in the uterus of the participant after performing gene editing. The genetic structure of the resulting baby is different from that of the parent, although it carries other common traits. The principle of autonomy gives the patient the freedom to accept or refuse to participate in the gene-editing process. Another ethical question of gene editing in human beings is the availability of technology. Will it be available to everyone who desires to have a child of their own but with an enhanced genetic structure? Or is it for only a few?
Implications
There are ethical, legal and moral implications of genetic editing in human beings. Different countries have different levels of regulation of human gene editing. For example, in the United States, the use of gene editing is accepted in agriculture and animals. Still, when it comes to its use in the human clinical situation, the process faces a lot of challenges, such as funding before being legally approved (Risks et al., 1994). Ethical implications of gene editing in human beings surround the conduct of medical professionals. Issues surrounding professional practice are autonomy and voluntariness of an individual to undergo genetic testing, and medical professionals are charged with informing the individual before conducting the test (Risks et al., 1994). Prior information is meant to help the patient or a volunteer to give consent about the test.
A favourable implication of gene editing is its application in correcting genetic defects that can be passed from parents to descendants. About six percent of babies born have flaws that are genetic and identifying the responsible genes for these defects and modifying them can be a breakthrough in reducing genetic disorders (Gyngell et al., 2016). Genetic disorders such as thickening of heart muscles are a potential risk and can cause cardiac arrest leading to death. The emergence of gene editing has the potential to aid medical professionals in combating such issues. Success witnessed in gene editing in plants and animals can be applied to human genes. Lengthy and more expensive processes, the use of gene editing can avoid such use of multiple embryos in invitro-fertilization. There will be no need for testing the embryos for a genetic disorder, but correction of the disease in a member of the lineage makes the subsequent descendants safe from the disorder.
Gene editing has received a mixture of reactions from the public and legal sections because of the potentialities it carries. The process has been successfully used in controlling malaria through the editing of mosquito genes to produce sterile generations. In agriculture, scientists are dreading the reaction to genetically modified organisms (GMOs) by the public due to varying perceptions of their edibility. It is feared that the editing of germlines that can be passed to descendants can result in enhanced human traits that are different from the parents (Nordberg et al., 2018). Huntington's disease and sickle cell anemia are genetic disorders that can be eradicated through gene editing. Full implementation of gene editing in human beings may not readily get accepted because of the broad professional reaction to it. The media, film and videography, the legal and ethical experts and scientists all want to have a comment on its application in human beings. The possible reason for broad reaction to gene editing in human beings is because it can be used to enhance performance and traits and can have implications on the productivity of the resultant generations of these whose genes have been modified.
The legal perspective of human gene editing in some countries is that genetically modified human embryos are not human beings. They are viewed as drug products or biological products and are governed by drug laws of that country, which prohibit the distribution of drugs that have not been approved (School, 2018). The perceived potential risk of human gene editing that comes with benefits is that there is the possibility of interfering with the structure of the gene so that the immunity system is susceptible to other infections as an attempt to boost immunity from one is performed. For example, while gene editing may eradicate Huntington’s disease or sickle cell anemia, the resultant immune system becomes vulnerable to conditions such as influenza. Gene editing in human beings remains an illegal practice in many countries because it is yet to be correctly classified, whether it is biological or drug product.
Recommendations
Ethical and legal issues surrounding gene editing can be resolved in several ways. There should be global standards regulating the application of gene editing among human beings. The process has equally potential benefits as it has dangers. Researchers, ethicists and medical professionals should come up with a set of regulations that are applied globally to any process of gene editing in human beings so that there is consistency in the advancement of research in this field. Healthcare facilities and government departments managing healthcare should provide a guideline to medical professionals on when and how to provide information to patients concerning their genetic health. This saves them from being sued and also allows patients to practice autonomy as one of their rights.
Professional and ethical recommendations of gene editing and innovation in healthcare are that they should not cause division, disadvantage and discrimination in the society. Innovations are meant to make healthcare services equitable and accessible to all, irrespective of their socio-economic status. The innovations in genetic editing should consider the future welfare and safety of the person undergoing the treatment. Standards for clinical application of gene editing should be developed that guide it and avoid misuse because of the potential dangers it poses. Researchers are encouraged to conduct further research on the future implications of gene editing on descendants of those who participate and incorporate the need for information about the effects of gene editing in human rights.
Conclusion
Genetic editing is a broad scientific field under continuous research and has a general application. While this discipline has the potential of assisting medical professionals in managing and treating diseases and disorders that have long been challenging, it is a potential threat to human existence. Altered genes may be transmitted to descendants and expose them to health dangers such as reduced immunity. Gene editing requires that there be strict regulation on its application and should only be focused on developing solutions to medical challenges. An individual can sue a hospital or medical professional that alters their genes without their consent, or hides information about their genetic health when disclosure of such information is permitted and is necessary for making decisions regarding further healthcare.
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