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Abstract

In India in recent years there has been an increase in the number of malpractice suits that have arisen because of lack of
consent or inadequate consent from the patients for various procedures. Many clinicians are unaware of the legal and ethical
requirements and clinical aspects of consent in Medicine in India. Unlike many other countries, the Indian Satute Book does
not contain separate legislation regarding age for consent to medical treatment. This paper discusses the ethical, legal and
clinical aspects of informed consent. For effective legal protection, suggestions have been given for taking proper informed
consent in various scenarios. Thereis a need to frame guidelines for signing consent forms. Need for legislation with regard

to age for consent for medical treatment has also been highlighted.
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Over the last few decades we have moved from a paternaistic view of medicine in which the doctor decided what was best for

the patient to a discussion about whether in some cases full disclosure might harm the patient. Traditional doctor -patient relationship
was one in which the doctor and the patient were unequal bargaining partners in a contract for services with the doctors special

knowledge creating the advantage. Informed consent is meant to force the doctor to give the patient the knowledge that will make him
or her an equa bargaining partner. Thus informed consent is meant to transform the essence of the doctor -patient relationship to a

contractual one as contractual relationships are thought to promote individual autonomy and freedom of choice.l

In psychiatric practice one sometimes deals with patients whose judgment may be impaired at times due to mental illness. Doctors may
also be privy to many intimate details of their patients, involving their personal, emotional and socia life. Hence role of consent in

psychiatry (especially the ethical and legal aspects) becomes very important.

Consent

Consent means an agreement, compliance or permission given voluntarily without any compulsion. 2 Section 13 of The Indian
Contract Act states that 'two or more persons are said to consent when they agree upon the same thing in the same sense’. Common
meaning of consent is permission whereas the law perceives it as a contract i.e. an agreement enforceable by law. In consent there are
four separate but correlated elements that are: voluntary ness, capacity, knowledge and decision-making. Voluntary ness suggests
willingness of patient to undergo treatment. Capacity means a degree of ability of the patient to understand the nature and

consequences of the treatment offered. Knowledge means that sufficient amount of information about the nature and conseguence of
the treatment has been disclosed to the patient. Decision-making means the ability to take decisions regarding consent. To be legaly

valid al these elements must be present in the consent.

Consent can be implied, expressed or presumed. When a patient comes to a doctor an implied consent is there for taking history,
general physical examination etc. The limitations of implied consent are that there is always a scope for misunderstanding between the

doctor and patient on what was actually implied by the patient's actions. An expressed consent can be written or oral. This is taken if



there is no implied consent or when any material risk is involved. Expressed consent includes informed consent, which is the ideal form
of consent because it includes all aspects of meaningful decision-making. Informed consent involves telling the patients about the nature
of their condition, the nature of the proposed treatment, benefits of the proposed treatment, risks of the proposed treatment, and
available aternatives to the proposed treatment along with their benefits and risks. Presumed consent is important in cases of

emergency when consent cannot be taken. Another example of presumed consent as practiced in some countries (U.S.A., Spain,
France) is in postmortem cases where unless there is a pre-recorded objection or an intimation of objection from the next of kin of
deceased prior to death, corneas can be removed for transplantation.2# (In India there is a proposed amendment in the Human Organ
Transplantation Act along these lines). Presumed consent allows the removal of organs, unless the decedent has opted out or the family
objects i.e. unless there is a pre-recorded objection or an intimation of objection from the next of the kin of the deceased.24 Tacit

consent describes consent that is expressed silently or passively by omission.

Ethical and Legal Issues|nvolved

First and foremost is the age at which valid consent can be given in India.
Relative importance of written and verbal consent.

When and how the consent should be taken. Who should sign the forms?
Circumstances in which full disclosure of medical facts can be dispensed with.
Role of proxy consent.

Consent in Medical Emergencies.

Problems and dilemmas faced when taking consent in Psychiatric Practice.

Nogak~wdE

Ethical, Legal and Clinical Principles of Informed Consent

1. Consent is said to be free when it is not caused by coercion, undue influence, fraud, misinterpretation or mistake. The consent must

be to do alawful act and it must not disobey any provision of the law.

Consent by intoxicated person, person of unsound mind or a person below twelve years of age is invalid { Section 90 IPC( Indian

Pena Code)}.

2. Many countries have legislated age for giving valid consent for medical examination and procedures. In England sixteen years is the

age for giving valid consent for medical examination and procedures. But unfortunately the Indian Statue Book does not contain



separate legislation regarding consent to medical treatment nor do the various acts relating to majority, minority and guardianship throw

any light on the subject. As aresult, the laws for consent in general are also being applied to the medical profession.

According to Section 90 IPC achild less than twelve years of age or insane person cannot give valid consent.

By implication from Section 90 IPC, one can say that in general aboy or girl can consent to medical or surgical treatment if he or sheis

above twelve years of age provided the treatment is intended for his or her benefit and is undertaken in good faith.

Section 88 and Section 90 of the IPC suggest that the age for giving valid consent for any medical procedure is twelve years. Hence a
doctor taking consent for medical or surgical treatment from a person aged twelve years or more can be legally said to have taken a

valid consent and cannot be held criminally liable on this account.

However Sections 87 IPC mentions eighteen years as the age for giving consent for acts not intended and not known to be likely to
cause death or grievous hurt. These acts are not necessarily for the benefit of the person . Hence Section 87 IPC is not applicable to

the medical profession as here (in Section 87 IPC), the acts are NOT done for the person's benefit.

Another school of thought however feels that valid consent can only be given at or above eighteen years of age.2 They feel that consent
is a contract between two parties and as the Indian Contract Act states that to enter into a contract both parties must be at least
eighteen years of age, this should be the age for giving valid consent in medicine. However it should be noted that the Indian Contract

Act isfor conditions like marriages, financial agreements etc. and is not specific for the medical profession.

Further, even though consent is said to be a contract (under Indian Contract Act), various

What is already
Acts do not override the Indian Penal Code. known on this topic

@ i) Asper the Indian Penal
Code twelve yearsis the age for
Those doctors who do consider consent to be a contract take the consent of the parent or giving consent. Section 88 and
Section 90 of the IPC suggest
that the age for giving valid
consent for any medical

guardian for medical procedures in which death or grievous injury can occur when the age of ;
procedure is twelve years.




the patient is less than eighteen years. They feel this will be of benefit in cases involving civil

liability.

All this has led to ethical and legal dilemmas in the minds of the doctors in many cases. A

sixteen- year- old girl coming for gynecological examination and asking for a pregnancy test is

one such example. Is the consent of the parents required in this case or is the girl's consent

valid (if she refuses the involvement of her parents)? There is aso the need to respect the

confidentiality between the patient and the doctor. A seventeen-year-old boy desiring an

operation which his parents are refusing is another.

In practice in the absence of clear-cut legal provisions most doctors consider the consent of a

person less than eighteen years sufficient for medical examination only and for any other

medical procedure ask for the consent of the parents. All this highlights the need for specific

legislation for age for giving valid consent for medical procedures.

3. Ora consent is legally valid when taken for some specific procedures like injecting

medication, drawing blood for pathological examination, gynecologica examinations etc. Oral

consent can be proved in court if it was taken in the presence of witnesses or if the doctor

records in the case record of the patient that oral consent was taken. For magjor procedures

and surgery, written consent should be taken but if for some reason only oral consent is

possible then the doctor should enter it into the case record of the patient.

The value of signed written consent is important for those cases that go to court as a written

consent will be of great value for the doctor when he defends himself. According to the Indian

Hence a doctor taking consent
for medical or surgical treatment
from a person aged twelve years
or more can be legally said to
have taken a valid consent and
cannot be held criminaly liable
on this account. However
Sections 87 IPC mentions
eighteen years as the age for
giving consent for acts not
intended and not known to be
likely to cause death or
grievous hurt. However these
acts are not necessarily for the
benefit of the person. Hence
Section 87 IPC is not applicable
to the medical profession as
here the acts are done for the
person's benefit.

ii) The general practiceisthat
the patient or parent/guardian
sign the consent form. Doctors
do not signit.

iii) In many cases verbal
consent is considered adequate
and written consent dispensed
with.

What this paper adds

@ i) Article highlights the

ethical and legal dilemmas
faced by doctors due to
absence of legislation
regarding age for giving valid
consent for medical
examination and procedures
in India. A section of the
medical fraternity (who take
consent to be a contract) feel
eighteen years is the age for
giving medical consent, while
another section (who follow
the IPC) consider twelve
years as the age for giving
consent. In the absence of
clear cut legislation in this
regard majority of doctors
consider the consent of a
person above twelve and less
than eighteen years valid for
medical examination only and
for medical procedures prefer
to take the consent of the
parents/guardians. They feel
this will be of benefit in cases
involving civil liability. To
resolve this matter legislation
should be passed specifying
age for giving valid medical
consent ,as has been done in
other countries, so that
arbitrariness can be done
away with and legal problems



avoided.
Medical Council (Professional Conduct and Ethics) Regulations 2002, before performing an

ii) Importance of written
operation written consent should be obtained. Those doctors who take consent to be legal ;ﬁ,r;eir:; Ziiéfs fgftazefgurt
cases are concerned written
. . . consent is of paramount
contracts between two parties feel that both the doctor and patient should sign the consent importance in legal matters
as verbal consent can be

. . . . . denied and is difficult to prove
form as this is the basic requirement of a contract, otherwise it becomes null and void. Two in court.

i) If consent is taken as a
legal contract between two
parties than both the doctor
and the patient should sign
the consent form, a practice
rarely followed. On this point
again, clear-cut legislation or
guidelines from the MCI
should be there.

witnesses who are uninterested third parties should preferably also sign it.2 The Consent form
used in All India Institute of Medical Sciences, New Delhi (our country's premier medical

institute) also requires the form to be countersigned by the treating doctor who certifies that

informed consent has been taken.8

Consent should be individual and procedure specific. It should be taken before the procedure as blanket consents are not acceptable.

4. Full disclosure must be there for consent to be legally valid. There should not be any suppression of facts. All relevant information of

the disease and treatment, material risks involved, other alternative treatment, must be given by the doctor himself to the patient asit is

a contract between the patient and the doctor. Legal standards may require physicians to disclose information that a reasonable

practitioner in a similar situation would disclose (‘professional standard of disclosure’), or information that a reasonable patient would

find material to hisor her decision ('materiality standard’). Exceptions to disclosure requirements are:

a. Emergencies : When the time required for disclosure would create a substantial risk of harm to the patient or third parties, full

disclosure requirements may not apply.

b. Waiver : Patients may waive their rights to receive information. This should be a knowledgeable waiver, i.e. patients should be made

aware that they have aright to receive the information, to designate a surrogate to receive the information, or to be informed at a later

date.

c. Therapeutic privilege : Information can be withheld, when disclosure per se would be likely to cause harm to patients (e.g. when a



patient with an unstable cardiac arrhythmia would have his or her situation exacerbated by the anxiety attendant on full disclosure of the

risk of treatment). In emotionally disturbed patients the doctor should request a specialist consultation to establish that the patient is

emotionally disturbed. The doctor should also note his decision in the patient's records explaining his intentions and the reasons for it.

d. Incompetence : Incompetent patients may not, as a matter of law, give an informed consent. State law generally provides aternative

mechanisms by which consent can be obtained, and requires disclosure to a substitute decision-maker.

e. Involuntary treatment : Many states allow psychiatric treatment to occur without patients informed consent. This occurs most

commonly when patients' refusals of treatment are specifically overridden following clinical, administrative, or judicial review.

5. Proxy consent or Surrogate decision maker. 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, and lawful guardian.

6. In medical emergencies consent need not be obtained if circumstances are such that it is impossible for that person to give consent

( Section 92 IPC). Locoparentis. 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. school teacher.

7. With regard to any person charged with criminal acts who has not been arrested, ethical considerations preclude forensic evaluation

prior to access to, or availability of legal counsel. The only exception is an examination for the purpose of rendering emergency medical

care and treatment.

8. It is important to appreciate that in a particular situation such as court ordered evaluations for competency to stand trial, consent is

not required. In such a case a psychiatrist should inform the subject and explain that the evaluation is legally required and if the subject

refuses to participate in the evaluation this fact will be included in any report or testimony.

9. Consent of an intoxicated person isinvalid (Section 90 IPC).



10. An arrested person can be examined without consent if requested to do so by a police officer not below the rank of a Sub -

Inspector (Section 53 IPC).

11. A prisoner can be treated without consent in the interest of society.

12. Consent of one spouse is not necessary for an operation (including MTP) or treatment of another. For contraceptive sterilization

consent of both husband and wife should be taken.

| nformed Consent in Psychiatry

In its ethical dimension informed consent encourages respect for individual autonomy in medical decision-making. There are however
conditions and circumstances that limit autonomy and therefore also autonomous choice. People with alearning disability or a mental or
physical illness may be temporarily incapacitated to make autonomous choices due to their condition. In these cases the concepts of
capacity and competence become paramount in determining the extent to which a person's autonomy is restricted. Competence is a
legal term, and courts decide on the competence of a person based on the inputs provided to it by the doctors who give an opinion on
the capacity of the patient to comprehend facts and make independent decisions. Capacity in contrast is a medical term and doctors
determine a person's capacity to make certain choices.” It is worth noting that this distinction often breaks down in practice. When
clinicians determine that a patient lacks decision making capacity the practical consequences may be the same as those attending a

legal determination of incompetence.

Two basic preconditions have to be met to render a person incapable of managing his or her own affairs. Firstly, there needs to be an
objective cognitive deficit that impairs problem solving and decision-making. Secondly, there must be an incapability to sensibly

del egate responsibility to someone else.

Some authors have suggested a 'diding scale' of ability to take into account that different decisions require different levels of

understanding. Thus decisions of most potential risk, such as death, demand greater levels of capacity than decisions of minor potential



risk.2 Hence if the consequences for welfare are grave our need to be able to certify that the patient possesses the requisite capacity

increases, but if little in the way of welfare is at stake, we can lower the level of capacity required for decision making. Every effort

should be made to minimize the time taken to determine a patients capacity.

Some psychiatric disorders can impair decision-making functions to some extent, but not to the point where patients would be
considered legally incompetent. In such cases, clinicians can make disclosure in a manner that takes patients limitations into account.
This may include simplifying elements of the disclosure, offering information in smaller amounts stretched out over time, and repeating
disclosure severa times. The implication of these accommodations to patients impairments is that some patients may be asked to
consent to treatment (when it needs to be implemented promptly) before having received a disclosure comparable to that offered to

non-impaired persons.

Some psychiatric patients may manifest impairments of decision-making capacities that are likely to resolve quickly, especialy if
effective treatment can be implemented. In such cases short term treatment of the patient can be initiated, even in the absence of afully
adequate consent, obtaining such consent as soon as the patients' condition permits it. This practice is acceptable when recovery of

decision-making capacitiesis likely to occur.

Psychotherapy and other psychiatric records may contain sensitive and deeply persona information about patients. These records
should not be released without patient consent. Patients should understand to whom the information will be disclosed, what information

will be discussed, how the information will be used and what the potential consequences might occur.19

Conclusions

Twelve years is the age for giving valid consent. However this is true as far as crimina liability is concerned. For cases involving civil
liability eighteen years is the age for taking valid consent (taking into account the Indian Contract Act). In view of this ambiguous
position t here is an urgent need for legislation in India regarding age of consent for medical treatment. This will go a long way in

removing ethical and legal dilemmas being faced by the doctors in this regard.



It is dways advisable to take written consent. Whether both the patient and doctor should sign the consent form is another point for
which no clear-cut guidelines exist. The Medica Council of India or the lawmakers should issue clear -cut guidelines in this regard.
Consent should be individual and case specific and be taken just before the procedure. Consent should be open for discussion and

potentially retractable at any time during the course of treatment.

In an emergency it is sometimes impossible to know the patients will in which case it is practical and justifiable to act in the patients

best interest. The ethical rather then the legal consideration should prevail.

Full disclosure is necessary before taking informed consent. The legal exceptions to this are important for doctors to understand as
they are often called upon to treat patients in emergency situations, to treat patients who lack capacity to make decisions and to treat
patients whose disorders influence their ability to tolerate detailed explanations. Legal reasons restricting choice can also be there asin

case of prisoners.

The right of patients to consent or refuse consent to medical treatment is an important right incorporated into the legal framework. In
psychiatry important exceptions to this rule exist because of ethical, legal and practical reasons. Some persons do not have the mental
capacity to make an informed choice in which caseit is ethical to consider acting in their best interest. Concept of therapeutic privilege
alows physicians to modify only the degree of disclosure- the ensuring basic treatment must still be explained to the patient. In
psychotic conditions therapeutic privilege can be invoked and details regarding long-term side effects can be temporarily postponed.
Such cases should be carefully documented and full disclosure should take place once the patient's conditions have improved. Careful
documentation, ongoing education and provision of opportunities for collaborative decision-making in such cases may be more

effective and can provide effective lega protection.

Refer ences

(1) Stone AA. Informed Consent. Special Problems for Psychiatry. Hospital and Community Psychiatry. 1979; 80(5): 321-7. (Back



to [citation 1] in text)

(2) Pillay VV. Handbook of Forensic Medicine and Toxicology. 13t ed. Hyderabad: Paras Publication; 2003. p. 24-5. (Back ta
[citation] -in text)

(3) Physicians Law Review [homepage on the Internet] Anatomical Gift Law [cited 2007, Apr 20]. Available from:

http://www.thesullivangroup.com/physician law_review/anatomical gifts/anatomical 5 current.html. (Back to [citation] in text)

(4) Dutta R. Corneal transplant plagued by Human Organs Act [monograph on the internet]. Mumbai: Express HealthCare
Management; 2002 [cited 2007 Apr 20]. Available from: http://www.expressheal thcaremgmt.com/20020815/focusl.shtml. (Back to

[citation] in text)

(5) Bastia BK, Kuruvilla A, Saralaya KM. Vadlidity of consent- A review of statutes. Indian J Med Sci. 2005 Feb; 59(2): 74-8. |
Pubmed] (Back to [citation] in text)

arma RK. Concise Textbook of Forensic icine and Toxicology. . India: Elsevier; . p. 161-2. (Back to [citation]
(6) Sh RK. Concise Textbook of F ic Medici d Toxicology.1%t ed. India: Elsevier; 2005. p. 161-2. (Back to [citali

in text)
(7) Lepping P. Consent in Psychiatry- an ethical review. Psychiatric Bulletin. 2003; 27:285-9. (Back to [citation] in text)
(8) Buchanan A, Brock D. Deciding for Others. Cambridge: Cambridge University Press; 1989. p. 51-70. (Back to [citation] in text)

(9) ORellly RL. Mental Health Legidation and the right to appropriate treatment. Can J Psychiatry. 1998 Oct; 43(8): 811-5. |
Publmed] (Back to [citation] in text)

(10) Beck P. The confidentiality of psychiatric records and the patients right to privacy. Can J Psychiatry. 2001 Apr; 46(3): 6. [
Pubmed] (Back to [citation] in text)

*Corresponding author and requests for clarifications and further details:
Dr. Anil Kohli,

Reader,

Department of Forensic Medicine,

University College of Medical Sciences,
Delhi-110095

India

Telephone No. 011-22582972/73/74 Ext. 5407 (O)
011-26106013 (R)

Mailing address:

Anil Kohli

B-5/196, SAFDARJUNG ENCLAVE,

NEW DELHI-110029

INDIA.

E-mail: anil_kohli @hotmail.com




Y ou've been on Dr Kohli's paper for |00:00:00 seconds.

@ N.B. It is essential to read this journal - and especially this paper as it contains several tables and high resolution
graphics - under a screen resolution of 1600 x 1200 dpi or more, and preferably on a 17" or bigger monitor. If the resolution
isless than this, you may see broken or overlapping tables/graphics, graphics overlying text or other anomalies. It is strongly
advised to switch over to this resolution to read this journal - and especially this paper. These pages are viewed best in
Netscape Navigator 4.7 and above.

-Anil Aggrawal

GGDglE" | Search |

§ Web § www.geradts.com

@ Click here to contact us.

& This page has been constructed and maintained by Dr. Anil Aggrawal, Professor of Forensic Medicine, at the Maulana Azad
Medica College, New Delhi-110002. You may want to give me the feedback to make this pages better. Please be kind enough to
write your comments in the guestbook maintained above. These comments would help me make these pages better.

€ IMPORTANT NOTE: ALL PAPERS APPEARING IN THIS ONLINE JOURNAL ARE COPYRIGHTED BY
"ANIL AGGRAWAL'S INTERNET JOURNAL OF FORENSIC MEDICINE AND TOXICOLOGY" AND MAY NOT
BE REPOSTED, REPRINTED OR OTHERWISE USED IN ANY MANNER WITHOUT THE WRITTEN
PERMISSION OF THE WEBMASTER

home => Vol.8, No. 2, July - December 2007 = Paper 4 by Anil Kohli (you are here) Navigation ribbon






