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            Abstract

            
               
Consent is an expression of autonomy and represents the right of a patient to make a decision in a medical matter concerning
                  him. Consent is not just a procedural formality but also a legal requirement. The process of informed consent occurs when
                  communication between a patient and physician results in the patient’s authorization or agreement to undergo a specific medical
                  intervention. In India, the number of suits against doctors is increasing because of failure to take informed consent or inadequate
                  consent from patients for various procedures. Any examination of a patient by the doctor without his consent amounts to assault
                  (351IPC). Ignorance of laws is not a defense in negligence cases, so every practicing doctor should be aware of their responsibilities
                  about consent in medical practice. Consent is not an option but a necessity in medical practice.
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               Introduction

            The origin of the word consent is from the French word consente and Latin word consentire, which means co-together+sentire
               feel. Consent implies agreement to accept the consequences of an action. Legally, two or more persons are said to consent
               when they agree upon the same thing in the same sense. 1 Consent means an agreement, compliance or permission given voluntarily without any compulsion. 2 Self-defense of the body (IPC sections 96 to102, 104, 106) provides the right to the protection of bodily integrity against
               invasion by others. The declaration of Helsinki (1964) adopted by the world medical association has emphasized the importance
               of obtaining informed consent for the subject of the aims, methods, anticipated benefits, potential hazard, and discomfort
               which the study may entail. 3

         

         
               Kinds of consent

            
                  1. Implied consent

               The demeanor, behavior and actions of the patient indicate his consent. Trust and empathy from the basis of implied consent
                  and are limited to inspection, palpation, percussion, auscultation except private parts in a standard professional 
               

            

            
                  2. Expressed consent

               In expressed consent, a patient specifically permits a physician to undertake diagnosis and treatment of a specific problem.
                  An expressed consent can be written or verbal. Verbal consent is also legally valid but in a court of law, it may face a problem
                  of credibility more so in cases where the patient has died. Expressed consent conforms to the doctrine of informed consent
                  to be legally acceptable.
               

               Informed Consent is a continuous process, which includes the exchange of information and the development of choices. If after due information
                  the patient gives contradictory or doubtful signals in a particular procedure, then he also has the right to withhold consent
                  at any point of time of the ongoing procedure. Informed Consent is now accepted as the cornerstone of medical practice. 4, 5 If after due information the patient gives contradictory or doubtful signals in a particular procedure, then he also has
                  the right to withhold consent at any point of time of the ongoing procedure.
               

               Tacit consent: is the failure of the patient to disagree or dissent. 6 Here a patient not agreeing to a procedure has to take action to refuse if he does want not the procedure to be done on him.
               

               Embodied: consent is an assessment of the patient’s body language for consent to treatment prior to and during treatment. 7

               Proxy consent: When a person is incapable of giving expressed consent a substituted consent can be taken from the next of kin. Generally
                  accepted order is spouse, adult child, parents, siblings, lawful guardians.
               

               Loco Parentis: In an emergency involving children, when their parents or guardians are not available, consent is taken from the person in
                  charge of the child e.g. a school teacher can give consent for treating a child who becomes sick during a picnic away from
                  home town, or the consent of the headmaster of a residential school.
               

               Necessity for obtaining Consent:
               

               
                     
                     	
                        Examining or treating a patient without his consent amounts to assault.

                     

                     	
                        Consent respects the principle of biomedical ethics

                     

                     	
                        Consent shows respect for the privacy and dignity of his patient

                     

                     	
                        Consent protects legal action in case of medical negligence as this acts as proof of disclosure of material facts

                     

                     	
                        Protection has been provided to doctors as per sec 88 IPC who have obtained informed consent which states ‘act not intended
                           to cause death, done by consent in good faith for person’s benefit
                        

                     

                  

               

            

         

         
               Procedure to take consent
            

            Consent must be obtained before treatment begins. It should be confirmed at the time of procedure. 8 It should be taken in the patient’s vernacular language. Asking the patient for consent while treatment is in progress may
               adversely influence the patient’s decision-making and is not recommended. 9  Consent must be taken from the patient himself. In Dr. Ramcharan Thiagarajan Facs versus Medical Council of India case, 10 disciplinary action was awarded to the surgeon for not taking proper informed consent for the entire procedure of kidney
               and pancreas transplant surgery from the patient.
            

            For changes in treatment (introducing a different type of technique), the full process of informed consent must be undertaken
               and consent explicitly obtained verbally or in writing. The patient should also be made aware that this ongoing consent (voluntarily)
               can be withheld at any point of time during treatment or procedure.
            

            Legal validity of consent-Criteria for consent to be legally valid is
            

            
                  
                  	
                     A person of sound mind should give it.

                  

                  	
                     It should be based on correct and adequate information

                  

                  	
                     It should not have been obtained by fraudulent means

                  

                  	
                     In situations of a medical emergency, consent to life-saving measures is implied.

                  

                  	
                     A person who is legally competent to give it.

                  

               

            

         

         
               Components of informed consent

            
                  1. Disclosure of information

               Information to disclose to the patient include 11, 12

               
                     
                     	
                        The patient’s diagnosis

                     

                     	
                        The nature and purpose of a proposed treatment or procedure

                     

                     	
                        The risks and benefits of a proposed treatment or procedure

                     

                     	
                        Alternatives and associated risks and benefits

                     

                     	
                        The risks and benefits of not receiving or undergoing a treatment or procedure

                     

                     	
                        The special precautions required postoperatively

                     

                     	
                        Questions asked by patient and explanation provided

                     

                  

               

            

            
                  2. Free and voluntary decision-making

               A patient has to be given full opportunity to decide a medical matter concerning him. Consent that is given must be intelligent,
                  informed and voluntary, the decision taken freely by the patient himself.
               

            

            
                  3. Competence to decide

               Informed consent has to be given by a person who meets the following criteria

               
                     
                     	
                        He/She should be sound mind

                     

                     	
                        He/She should be able to comprehend the implications of his consent

                     

                     	
                        He/She should be at least twelve years old.

                     

                  

               

            

            
                  Medical paternalism

               Doctor taking a decision on the type of treatment based on medical facts without the patient's input and participation which
                  is against the principle of respect for the person and patient autonomy.
               

            

            
                  Invalid informed consent

               As per Section 90 of IPC, if any consent given under the following circumstances will not be true consent.

               
                     
                     	
                        By a person under fear of injury or,

                     

                     	
                        By a person who is under the misconception of the facts and person who obtain consent knows or has reason to believe that
                           or consent was given in consequence of such fear/misconception.
                        

                     

                     	
                        By intoxicated person or,

                     

                     	
                        By a person who is of unsound mind or, unable to understand the nature and consequences of that to which he gives consent.

                     

                     	
                        By a person who is below the age of 12 yrs.

                     

                  

               

            

            
                  Informed refusal

               If after knowing about the procedure, its side effects, and other information related to the procedure patient declines or
                  refuses to undergo the procedure, it must be taken in written. Treatment cannot be forced upon any individual who does not
                  want to receive it, except in a very few circumstances like issues associated with public health, military personnel, or prisoners.
               

            

         

         
               Exceptions to obtaining consent

            
                  
                  	
                     Therapeutic privilege

                  

                  	
                     Emergency life-threatening situation

                  

               

            

            
                  Therapeutic privilege

               It is an exception to the rule of full disclosure that a doctor can withhold information of remote or theoretical risks if
                  he/she feels that it would be psychologically damaging or harm the patient if disclosed and who may refuse treatment when
                  there are little risks. 13 The doctor should record his decision in the case sheets mentioning his intentions and reasons. Doctors have an ethical duty
                  to share information with their patients for their interest.
               

            

            
                  Emergency life-threatening situation

               As per sec.92 IPC any harm caused to a person in good faith even without that person's consent is no offense if the circumstances
                  are such that it is impossible for that person to signify consent and has no guardian or other person in lawful charge of
                  him from whom it is possible to obtain consent in time for the thing to be in benefit.
               

               In an emergency, a comatose patient requiring immediate treatment, the mentally ill person requiring treatment when a legal
                  guardian is not available, an intoxicated patient who temporarily lacks the capacity to consent but requires treatment consent
                  is implied.
               

            

            
                  Consent in relation to 53Crpc

               Under Sec 531 Cr.P.C. 14 when a person is arrested on a charge of committing an offense of such a nature and alleged to have been committed under
                  such circumstances that there are reasonable grounds for believing that an examination of his person will afford to evidence
                  as to the commission of an offense, it shall be lawful for a registered medical practitioner, acting at the request of a police
                  officer, not below the rank of sub-inspector, and for any person acting in good faith in his aid and under his direction,
                  to make such an examination of the person arrested as is reasonably necessary in order to ascertain the facts which may afford
                  such evidence, and to use such force as is reasonably necessary for that purpose. Reasonable ground for believing that an
                  examination of the accused will afford to evidence to the commission of an offense is the bonafide belief of the police officer.
                  The registered medical practitioner is not concerned with it.
               

               Under section 532 Cr.P.C. 14 whenever the person of a female is to be examined under this section, the examination shall be made only by, or under the
                  supervision of, a female registered practitioner. An accused released on bail is also a person arrested for the purpose of
                  section 53 Cr.P.C.
               

               Consent in relation to 54CrPC-When a person who is arrested may request the magistrate that examination of his body will afford evidence which will disprove
                  the commission by him of any offense or which will establish the commission by any other person of an offense against his
                  body, the magistrate may direct the examination of such person by a registered medical practitioner, unless the magistrate
                  considers that the request is made for the purpose of vexation or delay the justice.
               

            

         

         
               Consent and age

            Sec 87 I.P.C. - A person under the age of 18 years cannot give valid consent, whether expressed or implied, to suffer any
               harm which may result from an act not intended or not known to cause death or grievous hurt.
            

            Sec 89 I.P.C. - a child under 12 years of age cannot give valid consent to suffer any harm which can occur from an act done
               in good faith and for its benefit, e.g. consent for an operation. Only a guardian can give such a consent
            

            Under section 375 I.P.C. –Sexual intercourse with or without the complainant's consent when such complainant is under eighteen
               years of age amounts to sexual assault.
            

            As per The Transplantation of Human Organs Act1994 and transplantation of human organ act(amendment ) act 2011, Donor means
               any person not less than eighteen years of age, who voluntarily authorizes the removal of any of his human organs for therapeutic
               purposes. For cadaver donor transplants, informed consent from the next of kin should be taken. If prior consent for organ
               donation before death is given in the presence of two or more witnesses, then transplantation of the organ should be presumed
               and is permissible without seeking further consent. 15 The minimum age for donating blood as mentioned is eighteen years for a blood donor. 16 
            

         

         
               Consent by spouse

            Consent of one spouse is not necessary for the treatment of another. The spouse has no right whatsoever to withhold consent
               to any operation including gynaecological operations which is essential to safeguard the health of the other spouse. However,
               it is essential that spousal consent should be taken where there is a possibility of treatment-induced complication of sterility
               or impotence which affect the marital rights of either spouse are involved.
            

            As per the MTP ACT 1971, does not require spousal consent for MTP, presuming that the husband has no legal right to participate
               in question concerning the pregnancy of his wife. In Assisted Reproductive Technologies informed consent should be taken from
               the spouses as well as the donor, as the case may be, for possible side effects, and the risk of treatment.
            

            As per the Delhi Artificial Insemination Act 1995, written consent of both husband and wife seeking artificial insemination
               and also consent for single screen semen for HIV through enzyme-linked immunosorbent assay (ELISA) should be taken. 17 Consent given for an illegal act is not valid e.g. Criminal abortion. The doctor is punishable if he performs such an act
               even with consent from the patient.
            

         

         
               Consent in Psychiatry

            They can be admitted or treated or discharged from a psychiatric hospital as per the guidelines laid in Indian Mental Health
               Act 1987 18. As far as the emergency is concerned they can be treated as per IPC 92 and Article 21 of the Indian Constitution. None of
               such insane persons should be operated on as far as he/she is alive for organ or tissue donation 19.
            

            When an unconscious /unknown patient is admitted to the hospital, the medical superintendant/incharge of hospital can give
               consent for treatment. Consent of deceased relatives is required for conducting the pathological autopsy. In medico legal
               autopsy, consent is not required by guardians or legal heirs.
            

            All the radiological investigations which involve isotopes, dyes, or other image enhancers and treatment by chemotherapy and
               radiotherapy should involve consent for treatment after proper disclosure of side effects and further disabilities.
            

            Research studies or clinical trials should be conducted and have informed consent as per the guidelines laid by the Indian
               Council of Medical Research. 20  Video recording of the informed consent process can be done with prior consent for the same and this should be documented.
               This is commonly done in organ transplantation procedures.
            

         

         
               Summary and conclusion

            Informed consent was practically non-existent the time COPRA (Consumer Protection Act) came into existence. This is seen as
               more of a legal requirement than the moral obligation on the part of the doctor towards his patient. Consent should be taken
               before the commencement of the Procedure and not during the course of the procedure. Consent should be procedure-specific
               and blanket consent is not valid. The patient has the legal and moral right to withdraw the consent during the course of the
               procedure. Fresh consent should be taken for repeat procedures including the reexplorartion procedure. Consent given for illegal
               procedures is invalid.
            

            It is therefore necessary for treating doctor to provide all necessary information to the patient before commencing the procedure
               and this communication should be documented. In the event of an adverse medical outcome, written records of discussion can
               be doctor’s best defense as the court can demand relevant documents of the patient. Even professional indemnity insurance
               may not cover failure to take valid consent considering it is an intentional assault.
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