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     3rd August, 2009
O R D E R

The Delhi Medical Council examined a complaint of Shri Devesh Kumar Sharma r/o. 3335-C, Chanderlok, DLF Phase-IV, Gurgaon – 122009, Haryana, forwarded by Directorate of Health Services, alleging medical negligence on the part of doctors of Batra Hospital, in the treatment administered to his daughter Ms. Manu Sharma at Batra Hospital, 1, Tughlakabad Institutional Area, M.B. Road, New Delhi, resulting in her death.

The Delhi Medical Council perused the complaint, written statement of Dr. S.K. Sinha alongwith copy of medical records of Batra Hospital and heard the following in person :-

1.
Shri Devesh Kumar Sharma

Complainant 

2.
Smt. Rita Sharma


Wife of the complainant 

3.
Dr. S.K. Sinha



Chief Cardiac Surgeon, Batra Hospital

4.
Dr. M. Sharma



Medical Superintendent, Batra Hospital

5.
Dr. Sanjay Pandey


Cardiac Surgeon, Batra Hospital

6.
Dr. Saurabh Rakesh


Batra Hospital

7.
Ms. Lovely V.



Nursing In-charge, ICU, Batra Hospital 

Briefly stated the facts of the case are that late Manu Sharma (referred hereafter as the patient), 15 years female who has previously undergone balloon aortic valvulotomy at age of 6 years, was admitted in Batra Hospital (referred hereinafter as the said Hospital) on 14.4.2008 with calcific aortic stenosis with bicuspid aortic valve with hypothyroidism and morbid obesity.  She underwent Aortic valve replacement with CABG on 16.4.2008 and was extubated at 9.45 am on 17.4.2008.  She was hemodynamic ally stable but at 3.00 am on 18.4.2008, she developed respiratory insufficiency with hemodynamically instability; was intubated and inotropic support was stepped up, but the patient did not  improve, she  was  re-explored.  There were minimal clots in the pericardium, but gross myocardial 
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edema was present with severe LV dysfunction.  IABP was put in and inotropic support was stepped up.  The patient went into low cardiac output followed by acute renal failure and hepatic derangement.  Peritoneal dialysis was started, but the multi organ dysfunction syndrome persisted.  The patient failed to respond to all measures and was declared dead on 25.4.2008 at 9.00 am.  

It is alleged by the complainant that his daughter died due to medical negligence on the part of Dr. S.K. Sinha of Batra Hospital.  Dr. S.K. Sinha in his written statement averred that the patient had undergone balloon aortic valvotomy at Batra Hospital when she was around 6 years of age i.e. about 10 years back.  She was under constant follow up of a cardiologist (Dr. A.R. Khanna).  As per the history, she had 2 to 3 episodes of syncopal attack in the past six months.  She had episodes of breathlessness and had several OPD consultations with Dr. A.R. Khanna, over this period.  As the gradient across the aortic valve was more than 80 mmHg and moderate aortic regurgitation was present she was advised aortic valve replacement by the Cardiologist.  She had the history of other comorbid conditions namely hypothyroid, morbid obesity, and also had a history of seizures and was under treatment of Dr. Rajesh Garg, Neurologist.  She had recurrent patella dislocation also.  Considering comorbid conditions and aortic valve surgery, a high risk had been duly explained to the patient’s parents and with their consent the patient was taken up for surgery.  The patient was operated on 16.4.2008 for Aortic valve replacement.  The sinus of valsalva was poorly developed.  Coronary ostium was narrowed and hence two vein grafts to the coronary artery were also done.  Patient was stable and was extubated on 17.4.2008 at 9.45 am after overnight ventilation.  The patient was fully conscious and was doing well.  There was an episode of hypotension on 18.4.2008 around 2.00 am and she had to be intubated.  A clinical and echocardiographic diagnosis of cardiac tamponade was made and patient was reopened (2nd operation as mentioned in the complaint), and clots were removed.  After this patient’s haemodynamic condition improved.  The patient had another incidence of bleeding and tamponade on 19.4.2008 around 8.45 am which necessitated second reopening (third operation as mentioned in the complaint).   After the operation, her blood pressure remained still low, IABP support was initiated.  Patient’s exact condition and critical position was explained to patient’s parents everyday and the parents were allowed to see their daughter at least twice a day.  At no point the cardiac surgery team was negligent, whatever medically possible was done appropriately and timely.  Cardiac tamponade and reopening after cardiac surgery is a known procedure in cardiac surgery.  The incidence being 1-2% of all opened heart surgeries.   Mortality after aortic valve replacement is 3 to 7 % specially with other comorbid conditions present in the patient, the risk further goes up.  
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It was alleged by the complainant that Dr. S.K. Sinha did not inform the patient’s relatives / attendants about the need for conducting second (18.4.2008) and third (19.4.2008) operation on the patient and that the hospital has taken written consent for the Aortic Valve replacement (AVR) only.  Dr. S.K. Sinha stated that since after AVR, the patient was diagnosed with cardiac tamponade, she was reopened on 18.4.2008 and thereafter she was noted to have bleeding and tampenade which necessitated the second reopening on 19.4.2008.  Dr. S.K. Sinha further maintained that as a practice being followed in Batra Hospital, no specific written consent is taken in cases which necessitate reopenings after AVR, even though patient’s relatives are briefed about the need for such procedures; in this case also patient’s relative were verbally informed.  

It is also alleged by the complainant that Batra Hospital has charged Rs. 3,61,823/- for the medical treatment whereas it was told at the time of admission that the expenditure would be Rs. 2 lacs.  For billing extra expenditure of Rs. 1,61,823/- there was malafide intention hence two more operations were conducted.  Dr. S.K. Sinha in his rebuttal averred that the increased charge was not due to any malafide intention, the bill amount is appropriate and as per approved charges of the hospital and is increased due to peritoneal dialysis, IABP balloon cost etc. which was not in the package deal. 

In light of the above, the Delhi Medical Council make the following observations :-

(1) No medical negligence can be attributed on the part of Dr. S.K. Sinha in the line of treatment adopted in the management of this patient.   
The surgeons in extreme concern for the life of the patient, have appropriately responded to her deteriorating clinical conditions.
Cardiac tamponade is a known complication of any cardiac surgery which warrants re-opening after surgery.  The procedure of Aortic Valve replacement carries a high mortality rate.  

(2) Even though high risk written consent has been taken for the primary procedure of Aortic Valve Replacement, no written consent was taken for the ensuing surgical procedures of reopenings on 18.4.2008 and 19.4.2008.  

It is mandatory that before undertaking any such additional surgical procedure, separate written informed consent is obtained. 

Batra Hospital is directed to ensure that these directions are complied for future cases.  
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We should also like to highlight the following observations made by the Hon’ble Supreme Court of India in relation to consent in Civil Appeal of 1949 of 2004 titled Samira Kohli Vs. Dr. Prabha Manchanda and Anr. 

(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 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 balance judgement 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.  

(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 
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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 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. 

(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 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.  

(3)
Even though the doctors of Batra Hospital maintained that they kept the patient’s attendant apprised of the patient’s prognosis from time to time, the same was denied by the patient’s attendants.  It is noted in this case that explanation of prognosis to the patient’s relatives, was documented, only for 15.4.2008 and 25.4.2008 (the day on which patient expired).    It is further observed that hospitals should take steps to ensure that proper counseling and briefing about patient’s medical condition is given, regularly, to the attendants especially when the patient’s are undertaken for surgery or are admitted in ICU/CCU.  Earnest adherence to such practices, will go a long way in dispelling the misgivings which stem from lack of communication / mis-communication between patient’s or their relatives with the doctors / hospital administration.  

(4)
We are also of the view that in case the Hospital offers a particular package for a surgical procedure the same should be inclusive of any treatment / further surgical procedure which is necessitated as a result of any complication of the surgical procedure.  The tendency of the hospitals to charge over and above the agreed package, in such cases is inappropriate.  
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Director Health Services be informed about the observations made in this case with a request to sensitize the hospitals regarding the need for obtaining written consent, counseling and briefing of patient’s attendants and the various surgical packages being offered.  

Complaint stands disposed.

By the Order & in the name of

            Delhi Medical Council

                         (Dr. Girish Tyagi)

Secretary

Copy to :-

1)   Shri Devesh Kumar Sharma, 3335-C, Chanderlok, DLF Phase-IV, Gurgaon – 122009, 

Haryana

2) Medical Superintendent, Batra Hospital, 1, Tughlakabad Institutional Area, Mehrauli Badarpur Road, New Delhi – 110062 

3) Dr. S.K. Sinha, Through Medical Superintendent, Batra Hospital, 1, Tughlakabad Institutional Area, Mehrauli Badarpur Road, New Delhi – 110062 

4) Medical Superintendent (Nursing Homes-I), Directorate of Health Services, Govt. of NCT of Delhi, Swasthya Sewa Nideshalay Bhawan, F-17, Karkardooma, Delhi – 110032 – with reference to letter No. F.23/(27)/MSNH-II/DHS/HQ/2008-09/37069 dated 28.7.2008 – for information & necessary action.
(Dr. Girish Tyagi)

Secretary

