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Dear Friends,

Season’s Greetings and Best Wishes 

Medical profession as a whole, particularly the private sector, is going through a tumultuous 
phase. We have demonstrated that our strength lies in unity and mutual trust among us. At 
the same time taking necessary precaution in our daily practice to safeguard our interest is 
another important aspect we have to keep in mind. Taking a valid, informed CONSENT 
is an important facet of it.  In this issue of ‘Tulanam’ we have focused on the importance 
of an informed consent in Obstetrics and Gynecology and how to obtain it. The legal 
implications of consent and of an invalid consent form are discussed by Mr Mohan, legal 
consultant. We also have included a forward written by Dr Hitesh Bhatt, Chairperson, 
Medico legal committee of FOGSI and Dr Geetendra Sharma, Medico legal consultant, 
in their book ”Consents in Obstetrics and Gynecology”  We are enclosing some sample 
consent forms for individual procedures.

All of us went through a very disturbing and uncertain period about a month ago due to 
the amendments of the KPMEA Act proposed by the Govt. of Karnataka which seem 
unfair and impractical. Dr. Ravindra H N, President, IMA Karnataka  has given you a 
bird’s eye view of the act and its implications as it was tabled, what are the lessons we have 
to learn from it and steps to be taken in our day to day practice. 

Hope you will find this issue a useful guide in your practice.

Wishing all the members of BSOG a Happy, Prosperous, Healthy and more Peaceful Year(s) 
ahead.

 Dr. Jaya Narendra Dr. Jyothika A Desai
 Editor TULANAM Co-editor

Karnataka Private Medical Establishments (Amendments) Bill 2017

Salient differences between the original and the modified version

1. Original – Bill was to come into force at once

 Modified – Bill shall come into force on such date as the State Government may, by notification, appoint and 
different dates may be appointed for different provisions of this Act.

2. Original – Proposed to Insert – District or Metropolitan Grievance Redressal committee – constituted under 
section 8. This allowed only patient’s charter. i.e., related to patient’s version of not being cared properly by 
doctor; only patients or attendants can complain. Penalty for doctors upto 5 lakhs, imprisonment for doctors 
found guilty and for not keeping medical records.

Modified – Grievance – means any complaint in respect of non-compliance to the patient’s charter or private 
medical establishment charter deleted. The Registration and Grievance Redressal Authority shall be substituted 
by registration authority. Establishment charter included and establishment also can complain against patients 
in cases of misbehaviour from the patients or their relatives. In patient’s charter, if doctor is found guilty, 
he will be fined Rs.10000/- for first offence, 25,000/- for second offence and 50,000/- for third offence in a 
calendaryear which includes repayment of the excess fees collected. Imprisonment for doctors is dropped.

3. Original – Fixation of rates of each class of treatment and different rates to be fixed for different class of 
medical establishments by State Government on the recommendation of the expert committee.

Modified – The State Government on the recommendation of the expert committee and after previous 
publication calling for objections from the persons likely to be affected, shall fix and notify the following, 
namely:

(a) Clarification of medical establishments

(b) Minimum standards of infrastructure, staffing pattern and qualification of staff

(c) Standard protocols for treatments, procedures and prescription

(d) Uniform package rate for each procedure and treatment covered under any of the Health care insurance 
schemes of the Government for private medical establishments.

For BPL card holders – 30% of the amount will be reimbursed by the Government. 70% of the amount displayed 
in the hospital will be borne by the patient. 

4. Regarding release of dead body: ‘even without receiving payment from the patient’s relatives’ is amended to’ 
that body should be released immediately and payment collected after or can complain to the registration 
authority.’

Implication to the Private Doctors by this Act is that many doctors may refuse to treat seriously ill patients. 

Certain precautions to be taken by the private medical establishments are:

(a) To keep absolutely well written and maintained hospital and patient records.
(b) To have unity among doctors and to help each other in the time of crisis.
(c) Doctors should retaliate whenever there is an atrocity directed towards them or physical attack on them 

and to see that attackers should be punished immediately as it isa non-bailable offence.

Dr. RAVINDRA H.N
President, IMa - Karnataka Branch

W
HAT IS consent? A piece 

of paper with a signature? 

A nodded agreement to an 

emergency procedure? Or a 

process of dialogue leading 

up to a medical event?



4 5

“Consent” An Important Document

We are living in the era of consumer awareness and evidence based practice. These are two essential elements of 
any service based industry. Delivery of a health care is no longer considered as a divine work and complications are 
not accepted as an ACT OF GOD, rather the expectations for standard and safety from health care providers are 
ranking among the top in thelist.

AGREEMENT AND CONTRACT

To understand consent we must first understand Agreement and Contract. Agreement is defined as “Every promise 
and every set of promises, forming the consideration for each other”. Contract is an agreement enforceable by 
Law. So every contract is an agreement but all agreements are not contracts because every agreement cannot be 
enforced by the law. For example if I promise my friend to attend his birthday party, this is an agreement but if I 
don’t reach it, no law can enforce any penalty on me so this is not a contract.

Further a contract can become valid and legally enforceable only when it fulfilsthe following criteria

(a) Parties involved should be major (More than 18 years of age)
(b) It should be made by free consent
(c) It should be for a lawful consideration and a lawful object. (i.e. an agreement to divide the profit earned 

from stealing things from store is not a valid contract because the object “stealing things” and consideration 
“profit earned from the sale from such things” are illegal in themselves.

WHAT IS CONSENT?

•	 Consent is defined in India Contract Act- 1872 – Section -13.
“Two or more persons are said to consent, when they agree upon the same thing in the same sense”. i.e. 
“PARTIES AD IDEM”

Who can give consent?

Both parties must be

•	 Major : Age of majority is 18 years
•	 Contracts by minor are void ab-initio (Dharmodas vs. Mohiribibi’s case)
•	 Mentally sound – Not insane or mentally retarded
•	 Legal guardian should sign for minor or mentally ill patient
•	 Not under the effect of any intoxicated substance or anaesthesia
•	 For consent to be free consent, consent should not have been obtained by 
•	 Coercion
•	 Undue influence
•	 Fraud
•	 Misrepresentation and
•	 Mistake – of Fact and of Law

TYPES OF CONSENT

Implied

Nothing is said or explained but both the parties understand the 
object. e.g. Patient coming to your chamber, it is implied that he/
she has come for examination and you can go ahead with history 

Statement of Objects and Reasons

(i) Considering the recommendations of the Joint Select Committee of both the 
Houses and after holding discussions with delegates of Doctors Associations. It 
is considered necessary to amend the Karnataka Private Medical Establishments 
Act, 2007 (Karnataka Act 21 of 2007) to,-reconstitute the Registration and 
Grievance Redressal Authority;

(ii) enhance transparency in display of rates by the private medical establishments;

(iii) empower the State Government to fix uniform package rates for treatment and 
procedures under health assurance schemes of the Government;

(iv) specify the Patient’s Charter and Private Medical Establishment’s Charter in the 
schedule to the Private Medical Establishment Act;

(v) provide for levy of monetary penalty in case of non-compliance to the Patient’s 
Charter or Private Medical Establishment’s Charter;

(vi) remove imprisonment provisions in case of violation of section 12 and 13;

(vii) provide emergency treatment as per the need without insisting on payment of 
advance from patient or representative of patient in specified cases;

(viii) handover body of the deceased patient to his representative without insisting 
on prior payment of the dues, (be) enhance certain monetary penalties leviable 
under section19; and certain other amendments incidentals or consequential are 
also made.

Hence the Bill.
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taking and examination without any consent of your patient. Implied consent will help you till examination without 
any consent of your patient. For any further investigations or treatment, informed consent is a must.

Expressed / Informed – can be Oral or Written

Oral expressed consent has no legal value because it can’t be proved when patient turns hostile.

In the case of Sameera Kohli vs Dr.Prabha Manchanda & Anr, the Apex court summarized very important principles 
related to consent as follows:

i. A doctor has to seek and secure the consent of the patient before commencing a ‘treatment’ (the term 
‘treatment’ includes surgery also). The consent so obtained should be real and valid, which means that the 
patient should have the capacity and competence to consent; his consent should be voluntary; and his consent 
should be on the basis of adequate information concerning the nature of the treatment procedure, so that he 
knows what he is consenting to.

ii. The ‘adequate information’ to be furnished by the doctor (or a member of his team) who treats the patient, 
should enable the patient to make a balanced judgment as to whether he should submit himself to the particular 
treatment or not. This means that the Doctor should disclose

(d) nature and procedure of the treatment and its purpose, benefits and effect;
(e) alternatives if any available;
(f) an outline of the substantial risks
(g) adverse consequences of refusing treatment.

Thus Supreme Court has added the element of “adequate information” as one more criteria and explained 
the same for consent to become a valid contract.

There is no need to explain remote or theoretical risks involved, which may frighten or confuse a patient and 
result in refusal of consent for the necessary treatment. Similarly, there is no need to explain the remote or 
theoretical risks of refusal to take treatment which may persuade a patient to undergo a fanciful or unnecessary 
treatment. A balance should be achieved between the need for disclosing necessary and adequate information 
and at the same time avoid the possibility of the patient being deterred from agreeing to a necessary treatment 
or offering to undergo an unnecessary treatment.

iii. Consent given only for a diagnostic procedure, cannot be considered as consent for therapeutic treatment. 
Consent given for a specific treatment procedure will not be valid for conducting some other treatment 
procedure. The fact that the unauthorized additional surgery is beneficial to the patient, or that it would save 
considerable time and expense to the patient, or would relieve the patient from pain and suffering in future, 
are not grounds of defence in an action in tort for negligence or assault and battery. The only exception to this 
rule is where the additional procedure though unauthorized, is necessary in order to save the life or preserve the 
health of the patient and it would be unreasonable to delay such unauthorized procedure until patient regains 
consciousness and takes a decision.

iv. There can be a common consent for diagnostic and operative procedures whenever they are contemplated. 
There can also be a common consent for a particular surgical procedure and an additional or further procedure 
that may become necessary during the course of surgery.

v. The nature and extent of information to be furnished by the doctor to the patient to secure the consent need 
not be of the stringent and high degree mentioned in Canterbury, but should be of the extent which is accepted 
as normal and proper by a body of medical men skilled and experienced in  theparticular field. It will depend 
upon the physical and mental condition of the patient, the nature of treatment, and the risk and consequences 
attached to the treatment.

Recently in a case of Mr.C. Jaypal Reddy vs Dr.Yashoda Group of Hospitals, Dr. Padmini Valluri & ors. Hon’ble 
Justice J.M. Malik in NCDR has categorically said that “Consent is not a mere  piece of paper on which patient and 

his relative should sign but consent should be considered as a document of proof of communication and counseling 
done to the patient and his relative”.

Indian Medical Council (Professional Conduct, Etiquette & Ethics) Regulations, 2002 (Section – 7.16) – 
provision for the consent.

“Before performing an operation, the physician should obtain in writing, the consent from the husband or wife, 
parent or guardian in the case of minor, or the patient himself as the case may be. In an operation which may result 
in sterility, the consent of both husband and wife is needed”.

There are certain Acts which include consent as an annexure of the act itself and in such cases one must take 
consent on that particular form and not on any other consent form e.g. PC-PNDT ACT (Form – G); MTP ACT 
(Form – C) etc.

Consent for Refusal (Negative Consent):

When patient is not ready to take the treatment offered by you, please take negative consent of the patient for 
the same and if patient does not sign it then get it signed by the witness eg other patient or relatives of some other 
patient. This will help you in saving yourself in case of litigations.

At the end, looking at the legal expectations for the consent, there is a serious need to develop standard consents 
for various common operations. Just few common lines written as consent for surgery have stopped standing the 
test of law after the landmark judgments. So give as much importance to documentation as you give to the surgery 
or treatment itself because in the eyes of law “the thing which is not documented has never happened”.

Copied with CONSENT from:
“Consents in Obstetrics and Gynecology” by 

Dr. Hitesh Bhatt,      Dr. Geetendra Sharma
Chairperson, Medico Legal Committee, FOGSI         Medico Legal Consultant

As far as the consent is concerned, 

there is a shift from ‘Prudent 

Practitioner’ to an ‘informed patient’

It is no longer for the clinicians to decide 

if a question or risk is relevant. Whilst 

the rare risk may never materialize in 

the lifetime of the clinician,they must 

be raised and explained in a language 

that the patient understands without 

frightening her/him

Practitioner must ensure they focus on 

the ‘WHYS’ of treatment choices and 

beware of the pitfalls of sticking to the 

‘WHATS’
(Philippa White)
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Legality of Informed Consent

Consent is very fundamental in a Doctor-Patient relationship, in its simplest terms it means ‘to approve’. The 
meaning of consent according to the Cambridge dictionary is “permission or agreement”.

The mere fact that a patient appears before a doctor for examination or treatment is no doubt an indication 
that he has consented to be examined and treated. This consent cannot however be construed to be a blanket 
consent that the medical practitioner if free to deal with the patient in whatsoever manner the medical practitioner 
chooses though it may be in the best interest of the patient.  Due regard is to be had to the rights of the patient as 
enshrined in the Medical Council of India (Professional Conduct, Etiquette and Ethics Regulations, 2002).  Law 
requires that the consent be a real consent or informed consent.  Over the years the law pertaining to consent has 
gained importance in mammoth proportions and has also seen a radical shift i.e., patient autonomy over medical 
paternalism.

The decision of the Hon’ble Supreme Court in the case of Samira Kohli v/s. Dr. Prabha Manchanda and another 
reported in AIR 2008 SC 1385 spells out the present position of law regarding the law on informed consent in India.

The facts of the said case are that, an unmarried woman of 44 years suffering from prolong menstrual bleeding 
had approached the Respondent doctor. The admission card showed that the admission was for diagnostic and 
operative laparoscopy. The doctor had obtained consent for diagnostic and operative laparoscopy, laparotomy if 
needed. The consent form for surgery was filled by the Respondent doctor’s assistant. While the patient was in the 
Operation Theatre and unconscious due to anaesthesia the assisting doctor obtained consent from the patient’s 
mother for performing hysterectomy. Thereafter the Respondent doctor performed abdominal hysterectomy 
and bilateral salpingo oopherectomy.  It was the contention of the Respondent doctor that she was justified in 
conducting a radical surgery since the patient was suffering from endometriosis. The patient complained negligence 
and deficiency in service stating that her reproductive organs had been removed without her consent, that she had 
suffered pre-mature menopause necessitating a prolonged medical treatment and hormone replacement therapy.  
The patient also contended that the Respondent doctor ought to have resorted to conservative treatment or 
surgery instead of performing such radical surgery. The Court held that the performance of such surgery was 
an unauthorized invasion and interference with the patient’s body, that it amounted to a tortuous act of assault 
and battery notwithstanding the fact that the Respondent doctor had conducted the surgery in the best interest 
of the patient. The consent given by the mother of the patient was of no consequence since the patient was a 
competent adult and the surgery was not one of emergency. The Court held in favour of the patient and directed 
the Respondent doctor to refund the bill amount with interest at 10% and also to pay compensation in a sum of Rs. 
25,000/- (Rupees Twenty Five Thousand Only) with 10% interest thereon. 

The principles relating to consent as held in the said Judgment can be summarised as follows:

A doctor has to seek and secure the consent of the patient before commencing a ‘treatment’ (the term ‘treatment’ 
includes surgery also). The consent so obtained should be real and valid, which means that: the patient should 
have the capacity and competence to consent; his consent should be voluntary; and his consent should be on 
the basis of adequate information concerning the nature of the treatment procedure, so that he knows what he is 
consenting to.

The ‘adequate information’ to be furnished by the doctor (or a member of his team) who treats the patient, should 
enable the patient to make a balanced judgment as to whether he should submit himself to the particular treatment or 
not. This means that the Doctor should disclose (a) nature and procedure of the treatment and its purpose, benefits 
and effect; (b) alternatives if any available; (c) an outline of the substantial risks; and (d) adverse consequences 
of refusing treatment. But there is no need to explain remote or theoretical risks involved, which may frighten or 

confuse a patient and result in refusal of consent for the necessary 
treatment. Similarly, there is no need to explain the remote or 
theoretical risks of refusal to take treatment which may persuade a 
patient to undergo a fanciful or unnecessary treatment. A balance 
should be achieved between the need for disclosing necessary and 
adequate information and at the same time avoid the possibility of 
the patient being deterred from agreeing to a necessary treatment 
or offering to undergo an unnecessary treatment.

Consent given only for a diagnostic procedure, cannot be 
considered as consent for therapeutic treatment. Consent given 
for a specific treatment procedure will not be valid for conducting 
some other treatment procedure. The fact that the unauthorized 
additional surgery is beneficial to the patient, or that it would save 

considerable time and expense to the patient, or would relieve the patient from pain and suffering in future, are 
not grounds of defence in an action in tort for negligence or assault and battery. The only exception to this rule is 
where the additional procedure though unauthorized, is necessary in order to save the life or preserve the health of 
the patient and it would be unreasonable to delay such unauthorized procedure until patient regains consciousness 
and takes a decision.

There can be a common consent for diagnostic and operative procedures where they are contemplated. There 
can also be a common consent for a particular surgical procedure and an additional or further procedure that may 
become necessary during the course of surgery.  This however needs to be explained in detail to the patient.

The nature and extent of information to be furnished by the doctor to the patient to secure the consent need not 
be of the stringent and high degree mentioned in Canterbury but should be of the extent which is accepted as 
normal and proper by a body of medical men skilled and experienced in the particular field. It will depend upon 
the physical and mental condition of the patient, the nature of treatment, and the risk and consequences attached 
to the treatment.

The all important fact remains that consent must be well documented.  The process of obtaining consent must 
be akin to a counselling process, where the patient is encouraged to ask questions, clarify his doubts, he should be 
given time to think over and discuss and then come back for further clarifications if any.  Consenting process is not 
a snapshot but an ongoing process.

The Montgomery case in 2015 was a landmark for informed consent in the UK. It drew fresh attention to informed 
consent. Nadine Montgomery, a woman with diabetes and of small stature, delivered her son vaginally; he 
experienced complications owing to shoulder dystocia, resulting in hypoxic insult with consequent cerebral palsy. 
Her obstetrician had not disclosed the increased risk of this complication in vaginal delivery, despite Montgomery 
asking if the baby’s size was a potential problem. Montgomery sued for negligence, arguing that, if she had known 
of the increased risk, she would have requested a caesarean section. The Supreme Court of the UK announced 
judgment in her favour in March 2015. The ruling overturned a previous decision.  It established that, rather 
than being a matter for clinical judgment to be assessed by professional medical opinion, a patient should be told 
whatever they want to know, not what the doctor thinks they should be told.

Obstetrics essentially is helping two patients through a normal and inevitable physiological process. A further 
challenge is that the risks of birth can change dramatically and quickly, making detailed discussion and informed 
decision making difficult. These “emergencies” might be exempt from the Montgomery ruling, depending on their 
nature and timing, but complications of labour (such as sudden and profound fetal distress or major maternal 
haemorrhage) are not, even though, as was noted in the judgment, choices about management of labour cannot 
generally be deferred. Planning for labour emergencies is essential, so that the doctor and patient can discuss the 
patient’s wishes if an emergency should arise.
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The Montgomery decision redefined the standard for informed consent and disclosure. Previously, the Bolam test in 
England and the Hunter v/s. Hanley test in Scotland were used to determine what should be disclosed. These tests 
ask whether a doctor’s conduct would be supported by a responsible body of clinicians. The Montgomery case 
firmly rejected the application of Bolam to consent, establishing a duty of care to warn of material risks. The test 
of materiality defined in the Montgomery ruling was whether “a reasonable person in the patient’s position would 
be likely to attach significance to the risk, or the doctor is or should reasonably be aware that the particular patient 
would be likely to attach significance to it.”  

It is true that stringent disclosure requirements would risk overwhelming patients with information, causing distress 
or leading them to make poor decisions, while doctors’ time would be taken up with lengthy explanations, creating 
a drain on healthcare resources.  But the ethical and legal position is clear: doctors must not withhold information 
simply because they disagree with the decision the patient is likely to make if given that information.  Montgomery 
case clarifies the existing shift towards a more cooperative approach in the consultation room. The Montgomery 
ruling has not radically changed the process of consent; it has simply given appropriate recognition to patients as 
decision makers.

Therefore, a prudent medical practitioner will involve the patient in the decision making process and document it 
adequately.

Mr. N. C. MOHAN
advocate/Medical Law Practitioner

Do you know you have to take 
informed consent for?
• IUCD insertion/Removal

• HIV testing

• Perineal tear repair

• Instrumental delivery

• Separate consent form for each surgery

• High risk consent in a separate consent form

Do we have to take informed 

consent for?

• Vaginal / rectal examination

• Vaginal Delivery

• Episiotomy

• OR Verbal consent after discussion 

in the OP is enough?

Montgomery and Informed consent: Where are we now?

With Montgomery ruling overturned a previous decision by the House of Lords.2 which had been law since at least 
the mid 1980s3. It established that, rather than being a matter for clinical judgment to be assessed by professional 
medical opinion, a patient should be told whatever they want to know, not what the doctor thinks they should be 
told.

Patients are not always aware of the facts of their treatment after consent related discussions.26 and they are 
influenced by the way in which information is presented (the “framing effect”).27But the difficulties of conveying 
information about treatment and risks should not be taken to indicate that patients are incapable of understanding 
medical information or that patient autonomy in decision making is meaningless. Rather it shows that the 
communication process has a strong influence on how patients understand, remember and evaluate information 
– all of which are essential to informed consent. The doctor’s role is to ensure that relevant informawtion is 
presented to enable the patient to use it meaningfully.

Conclusions

The Montgomery case was framed as a clash of values – patient autonomy versus medical paternalism. In reality, 
medical decision making involves a nuanced negotiation of information. Today’s patients can expect a more active 
and informed role in treatment decisions, with a corresponding shift in emphasis on various values including 
autonomy in medical ethics.

How to obtain informed consent form

Changing the process of information, discussion with patients may require 

some wholesale review of the systems and processes within which healthcare 

professional work. Sometimes the consent process is delegated to a person 

who does not actually carry out the procedure. Practitioners must now ensure 

that when they cannot answer a patient’s question themselves; they allow 

the patient to discuss their questions with a professional who is in a position 

to answer the question. To fail to do so may be subsequently challenged as 

negligent.

If there is doubt as to whether informed consent has been given, patients must 

be allowed a cooling off period to consider their decisions, save of course, for 

clear life-threatening immediate emergencies. For most surgical techniques 

patients usually discuss their procedure some time before the operation date. 

But elsewhere invasive treatments such as therapeutic injection therapy are 

delivered within the same appointment that the patient first attends for their 

condition. Some patients later allege in litigation that they were given no option 

other than to proceed there and then despite not having their questions fully 

answered or adequate time to think about it. Such an allegation may now, if 

proven, lead to a finding that the practitioner was negligent.
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Incompletely Filled Consent Forms Sample Consent Forms

Form C

(See rule 9)

MTP ACT

I .................................................................................... daughter / Wife of ..............................................

.................. aged about ............................... years at present residing at (here state the permanent address)  

................................................................................................................................................................

................................................................................................................................................................

.................................................................................................. do hereby give my consent to the termination of 

my pregnancy at ..................................................................................................................................................

.....................................................................(State the name of place where the pregnancy is to be terminated)

Place      _________________________

Date:         Signature

(To be filled in by guardian where the woman is a mentally ill person or minor) 

I ................................................................................................ son / daughter / Wife of ......................................

..............................................aged about .......................... years at present residing at .........................................

................................................................................................................................................................................

................................ do hereby give my consent to be the termination of the pregnancy of my ward ..................

................................................................ who is a minor / lunatic at ....................................................................

....................................................................... (place of termination of  pregnancy)  

Place        ________________________

Date:         Signature

(This is only a Consent form; no details about discussion about the methods/ complications etc. These have to be 
explained and documented)

An improperly filled consent form or 

inadequately filled consent form is 

not at all a valid consent, it is as good 

as not taking consent. A good consent 

form should essentially record in 

clear terms the counselling process of 

treatment. It is not a snap shot but a 

continuous process.  Documentation 

of every aspect of patient care 

including that of obtaining consent 

is critical to the defense of a medical 

practitioner. In simpler terms what 

is not documented is deemed not to 

have been done. (Mr. Mohan)                    
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Epidural Pain Relief for Labour Pain

Name of Patient: ____________________________________________________________________________

Sex _______________________ Age________________________ Registration No______________________

Address __________________________________________________________________________________

______________________________________________________________________________________________

Diagnosis: __________________________________________________________________________________ 

Operation Title ___________________________________________________________________________

I __________________________________________________ the undersigned give consent to my OWN /

AFOREMENTIONED PATIENT’S  operation and / or medication/ investigation/anaesthesia therapy/procedure 

etc.,

The following procedure will be performed:

An epidural is given into ‘the epidural space’ of your back by means of a very fine plastic tube which is inserted 
through an epidural needle ( the needle is removed after the tubing is in place). Lower strength local anaesthetic 
and other pain relieving drugs are given through the tubing to decrease labour pain. It works by blocking the pain 
signals from reaching your brain. The fine plastic tube is taped onto your back and drugs can be given through this 
fine tube until your baby is born. This analgesia or anaesthetic takes 15-30 minutes to work.

The expected outcome and likelihood of success is:  Good / Fair / Poor

Risks of the procedure:

There are risks and complications with this procedure. They include but are not limited to the following:

•	 Nausea, vomiting and shivering
•	 Your blood pressure can fall
•	 Mild headache
•	 Pain, backache and / or bruising at injection site
•	 Sometimes the epidural or spinal anaesthetic only partially works
•	 Problems in passing urine. It is usually temporary
•	 Haematoma or bleeding
•	 Servere headache – if this happens you may need to have bed rest for several days. Sometimes  a ‘blood 

patch’ is needed to be done to take away this headache.
•	 A change to a general anaesthetic for caesarean section may be necessary if the epidural/spinal is not 

adequate
•	 Intense itching or rash
•	 Temporary or permanent nerve damage due to the needle when doing a block
•	 Overdose of durgs
•	 Cardiac arrest
•	 Blood clot with spinal cord damage
•	 The block may go higher than planned and affect breathing by paralyzing the breathing muscles
•	 Breakage of needles, catheters etc., possibly requiring surgery to remove them
•	 Epidural abscess

•	 Meningitis
•	 Death

Disadvantages of an epidural anaesthetic
•	 It can slow down the second stage of your labour
•	 You are more likely to need forceps or a vacuum extraction to help the baby out
•	 Sometimes your legs may feel  very heavy and numb, this makes walking around difficult

Risks to your baby

Some durgs given to you during labour may cross placenta. Though drugs that your anaesthetist uses in an epidural 
that cross the placenta appears to have little or no effect on the baby.

Specific Risks: ( If any, for this particular patient):

_______________________________________________________________________________________

•	 Alternatives to the procedure and supporting information regarding alternatives

_______________________________________________________________________________________

_______________________________________________________________________________________

•	 The ill effects of no treatment/procedure including the effect on the prognosis and the material risks 
associated with no treatment

______________________________________________________________________________________

______________________________________________________________________________________

•	 Instruction concerning what should be done if the procedure turns out to the be harmful or unsuccessful 
have been explained to me by Dr._____________________________________

I acknowledge that the doctor has explained:
•	 My medical condition and the proposed procedure, including additional treatment if the doctor finds 

something unexpected. I understand the risks including the risks that are specific to me.
•	 The anaesthetic required for this procedure. I understand the risks, including the risks that are specific to 

me.
•	 Other relevant procedure/treatment options and their associated risks.
•	 My prognosis and the risks of not having the procedure
•	 The procedure may include a blood transfusion
•	 Tissues and blood may be removed and could be used for diagnosis or pulmonary embolism and 

complications like this can arise suddenly and unexpectedly while undergoing medication/ investigation/
operation/theraphy/ procedure or anaesthesia.

•	 I give consent for any change in the anaesthesia or operative procedure as well as for removal of any organ 
as deemed necessary by the doctors at the time of medication/investigation/operation/therapy/ procedure.

•	 I have been made aware that after the above operation/medication/investigation/therapy/ procedure and 
anaesthesia, instead of desired benefit any appropriate care is needed it shall be taken by

Dr. (Surgeon)___________________________________________________________

Dr. (Anaesthetist)_______________________________________________________

Or any other doctor suggested by them.

•	 I was able to ask questions and raise concerns with the doctor about my condition, the proposed procedure 
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and its risks and my treatment options. My questions and concerns have been discussed and answered to 
my satisfaction.

•	 I understand I have the right to change my mind at any time, including after  I have signed this form but, 
preferable following a discussion with my doctor.

•	 I understand that image/s or video footage may be recorded as a part of and during my procedure.

•	 I accept that medicine is not an exact science and understand that no guarantees can be given to the 
results and understand these limitations.

I have read the above writing / the above writing has been read out to me and is explained to me in the 
___________________________ Language  by __________________________(interpreter) which I understand.

I have understood the aforesaid and I am giving my consent willingly with sound mental state without any coercion. 
Undue influence, Fraud, Misrepresentation or Mistake of facts.

I request Dr.________________________________________________________ to perform upon me the above 
mentioned procedure

Doctor Patient / Guardian

Sign Sign/ Lt. Thumb Impression

Name: Name:

Address: Address:

Date:                                Age Date                                        Age

Time: Time

Witness Witness

Sign Sign

Name: Name

Relation with patient Relation with patient

Address Address

Date                                 Age Date                                        Age 

Time Time 

Instrumental Delivery

Name of Patient: ___________________________________________________________________________

Sex ___________________________ Age_______________________________ Registration No______________

Address________________________________________________________________________________ 

_________________________________________________________________________________________

_________________________________________________________________________________________

Diagnosis: ________________________________________________________________________________

Operation Title ________________________________________________________________________________

I __________________________________________________ the undersigned give consent to my OWN / 
AFOREMENTIONED PATIENT’S  operation and / or medication/ investigation/anaesthesia therapy/procedure  
etc., The following procedure will be performed:

Labour and delivery is a natural process. However, 10-15% of all deliveries are assisted by vacuum extractor or 
forceps. This is called an Operative Vaginal Delivery. The indication for forceps or vacuum is determined at the 
time of delivery. This information and consent form allows you to be familiar with them in advance or delivery.

The expected outcome and likelihood of success is:  Good / Fair / Poor

Risks of the procedure:

•	 These techniques can tear the mother’s vagina and pelvic area. There can also be extension of episiotomy.
•	 Injury to the mouth of uterus.
•	 There is a risk of bowel or bladder incontinence.
•	 In later life chances of genital prolapsed, urinary and defaecation problem can occur.
•	 There can be dyspartunia( Painful sexual intercourse)
•	 Instrument can leave temporary marks or bruising on the baby’s scalp and face. (Bruises usually go away 

quickly but can cause jaundice.)
•	 Baby may suffer injury to head and retinal haemorrhage.
•	 Operative delivery, with other risk factors, may increase the risk of shoulder distocia( the baby may get 

stuck partway out), causing injury to the baby’s arm.
•	 Serious problems, including permanent injury or infant death have rarely occurred.
•	 It is possible that the obstetrician will decide to abandon the operative vaginal delivery and proceed with 

a cesarean section if at anytime he/she decides that a caesarean is now needed.
•	 Infection can occur, requiring antibiotics and further treatment.
•	 Allergic reaction can occur from medicines or by blood transfusion.
•	 Bleeding can occur and may require a return to the operating room.
•	 Small areas of the lung an collapse, increasing the risk of chest infection. This may need antibiotics and 

physiotherapy.
•	 Heart attack or stroke can occur due to the strain on the heart.
•	 Blood clot in the leg (DVT) causing pain and swelling. In rare cases part of the clot may break off and go 

to the lungs and produce damage to organ.
•	 Loss  of function of any limb or organ or paralysis / paraplegia / quadriplegia.
•	 Cardiac arrest and death as a result of this procedure is possible.
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Specific Risks: (If any, for this particular patient):

__________________________________________________________________________________________

•	 Alternatives to the procedure and supporting information regarding alternatives

____________________________________________________________________________________________

__________________________________________________________________________________________

•	 The ill effects of no treatment/procedure including the effect on the prognosis and the material risks 
associated with no treatment

_____________________________________________________________________________________

__________________________________________________________________________________________

•	 Instruction concerning what should be done if the procedure turns out to the be harmful or unsuccessful 
have been explained to me by Dr._____________________________________

I acknowledge that the doctor has explained:

•	 My medical condition and the proposed procedure, including additional treatment if the doctor finds 
something unexpected. I understand the risks including the risks that are specific to me.

•	 The anaesthetic required for this procedure. I understand the risks, including the risks that are specific to 
me.

•	 Other relevant procedure/treatment options and their associated risks.
•	 My prognosis and the risks of not having the procedure
•	 The procedure may include a blood transfusion
•	 Tissues and blood may be removed and could be used for diagnosis or management of my condition, stored 

and disposed or sensitively by the hospital.
•	 I have been explained that excessive bleeding, infection, cardiac arrest, pulmonary embolism and 

complication like this can arise suddenly and unexpectedly while undergoing medication/ investigation / 
operation / therapy / procedure or anaesthesia.

•	 I give consent for any change in the anaesthesia or operative procedure as well as for removal of any organ 
as deemed necessary by the doctors at the time of medication/investigation/operation/therapy/ procedure.

•	 I have been made aware that after the above operation/medication/investigation/therapy/ procedure and 
anaesthesia, instead of desired benefit any appropriate care is needed it shall be taken by

Dr.  (Surgeon)_____________________________________________________________________________

Dr.  (Anaesthetist)_________________________________________________________________________

Or any other doctor suggested by them.

•	 I was able to ask questions and raise concerns with the doctor about my condition, the proposed procedure 
and its risks and my treatment options. My questions and concerns have been discussed and answered to 
my satisfaction.

•	 I understand I have the right to change my mind at any time, including after  I have signed this form but, 
preferable following a discussion with my doctor.

•	 I understand that image/s or video footage may be recorded as a part of and during my procedure.

•	 I accept that medicine is not an exact science and understand that no guarantees can be given to the 
results and understand these limitations.

Informed consent is 

required for every 

invasive medical 
procedure, from getting 

your ears pierced to 

having an abortion

Bob Mcdonnell

I have read the above writing / the above writing has been read out to me and is explained to me in the 
_________________________ Language  by ____________________________ (interpreter) which I understand.

I have understood the aforesaid and I am giving my consent willingly with sound mental state without any coercion. 
Undue influence, Fraud, Misrepresentation or Mistake of facts.

I request Dr._________________________________________________ to perform upon me the above 
mentioned procedure

Doctor Patient / Guardian

Sign Sign/ Lt. Thumb Impression

Name: Name:

Address: Address:

Date:                                Age Date                                        Age

Time: Time

Witness Witness

Sign Sign

Name: Name

Relation with patient Relation with patient

Address Address

Date                                 Age Date                                        Age 

Time Time 
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Suggested reading material and references

1) Consents in Obstetrics and Gynecology Dr. Hitesh Bhatt & Dr. Geetendra Sharma (Sample consent forms for 
different procedures are given in the book)

2) Montgomery and Informed Consent: Where are we now? BMJ 2017;357
3) Informed Consent – A Year frm Montgomery – Jim Duffy
4) Informed Consent in Obstetrics and Gynecology – Indian Scenario Anupama Bhute, IJRSMS – JAN-JUNE 

2017,3(1)67-71
6) Age of Consent – RCOG 2017 (www.rcog.org.uk)
7) The Montgomery ruling - TOG 2016,18

CONSENT FORMS AND DETAILS OF KPMEA BILL  
WILL BE MADE AVAILABLE IN BSOG WEBSITE SOON

Bangalore Society of Obstetrics and Gynaecology (BSOG)
No. 16F, API Bhavana, Millers Tank Bed Road, Vasanthnagar, Bengaluru 560 052

Ph: 08022353515, email: presidentbsog@gmail.com / bangalore.fogsi@gmail.com Website: www.bsog.in


