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    13th September, 2023
O R D E R
The Delhi Medical Council through its Executive Committee examined a complaint of Shri Sanjeev Kumar r/o H.No.03, Ext.-2B, Nangloi Delhi-110041, forwarded by National Medical Commission, alleging medical negligence on the part of Dr. Animesh Arya of Shri Balaji Action Hospital A-4, Paschim Vihar, New Delhi-110063, in the treatment of complainant’s wife Smt. Santosh Sharma, resulting in her death on 28.08.2022. 
The Order of the Executive Committee dated 27th June, 2023 is reproduced herein below:-
“The Executive Committee of the Delhi Medical Council examined a complaint of Shri Sanjeev Kumar r/o H.No.03, Ext.-2B, Nangloi Delhi-110041 (referred hereinafter as the complainant), forwarded by the National Medical Commission, alleging medical negligence on the part of Dr. Animesh Arya of Sri Balaji Action Institute, A-4, Paschim Vihar, New Delhi-110063 (referred hereinafter as the said Hospital), in the treatment of complainant’s wife Smt. Santosh Sharma (referred hereinafter as the patient), resulting in her death on 28.08.2022.
The Executive Committee perused the complaint, written statement of Medical Superintendent of Sri Balaji Action Institute, enclosing therewith written statement of Dr. Animesh Arya, copy of medical records of Shri Balaji Action Hospital and other documents on record. 
It is noted that as per the complaint, it is averred that his wife Smt. Santosh Sharma was admitted in Sri Balaji Action Institute on 22nd August, 2022 under Dr. Animesh Arya.  At the time of admission, it was brought to the notice of Dr. Animesh Arya and other staff that his wife was allergic to certain medicines like Budocort, Flohale, however, inspite of that, these medicines were administered alongwith high dose of antibiotics, resulting in damage to the kidneys and inspite of TLC levels falling below the normal levels, high dose of antibiotics were continued.   Similarly, injection Clexane was given, even though, her PT INR level were very high.  Further, she was put on HFNC support, even though, her CO2 levels were very high.  Again, inspite of her BNP level being very high, she was continuously given bolus fluid, resulting in heart overload, leading to heart arrest.  2D echo was advised but was not done.  No cardiologist examined the patient, even though, the patient was being kept in medical ICU on ventilator and her death was attributed to cardiac arrest.  There was also discrepancy in the ECG reports handed over.  In view of the above, it is requested that strict action be taken against Dr. Animesh Arya and Sri Balaji Action Institute.
Dr. Animesh Arya in his written statement averred that patient late Smt. Santosh Sharma, 56 years old female, wife of Shri Sanjeev Kumar (the complainant), was admitted as a case of acute severe asthma with respiratory distress on 22nd August, 2022.  The patient had past history of persistent severe bronchial asthma with a very low FEV1=22% (=very poor pulmonary reserve) as per the records of very recent previous admission at Jaipur Golden Hospital, Rohini from 08th August, 2022 to 17th August, 2022.  In the past also, the patient had at least three previous admissions to their hospital with acute severe asthma and was treated adequately and discharged.  On admission on 22nd August 2022, she was already on nebulization of Levolin, Glycohale–FB inhaler, Deriphyllin, Wysolone (Corticosteroids) and other supportive medicines as per the history provided by the attendant. However, inspite of recent admission at Jaipur Golden Hospital and ongoing medications, she had not shown any improvement and the history given to the attending doctor was that, she was in persistent respiratory distress for fifteen days.  In their hospital, the patient was admitted after initial urgent care in emergency to the high dependency unit and managed as acute severe asthma (acute exacerbation of severe persistent asthma) with repeated nebulized bronchodilators and nebulized inhaled corticosteroid, systemic bronchodilators, antibiotics and other supportive therapies.  Due to persistent symptoms and respiratory distress, the patient also needed injection Magnesium Sulphate and injectable Bronchodilators.  The patient’s investigations revealed high total leucocytic count and appropriate antibiotics in recommended dosage were started.  The patient continued to be ill despite intense medical management requiring additional medications e.g. injectable Magnesium Sulphate and rescue beta-2 agonist.  On becoming somewhat stable gradually, the patient was shifted to room when her symptoms had decreased.  However, in the morning of 28th August 2022, she developed sudden ghabrahat, restlessness and on examination by the doctor on duty, she was found to be in respiratory distress and rapid response team called up to manage the patient and then, the patient was shifted to Medical ICU (MICU) for further management.  In the MICU, after initial management, the investigations suggested that she was in metabolic acidosis and lactic acidosis with hypertension and shock secondary to sepsis, as total leucocytic count was raised.  The patient was intensively managed with intravenous fluids, vasopressors, oxygen support, stepping up of antibiotics and nebulizations and other supportive management.  A diagnosis of sepsis with septic shock with metabolic and lactic acidosis, acute kidney injury (AKI) with early acute respiratory distress syndrome with left mid zone pneumonia was made.  The nephrology and cardiology review were ordered.  The nephrologists suggested to prepare for haemodialysis and the cardiologist suggested intravenous fluid, vasopressors and ordered 2D echocardiography at 5:30 p.m. on 28th August, 2022.  In view of worsening and persistent lactic acidosis, the attendants were counseled time to time about the seriousness and critical nature of the prevailing situation at that time, the need for hemodialysis and possible need for ventilation by mechanical ventilation, were explained and consent for hemodialysis, insertion of hemodialysis catheter, central venous pressure monitoring catheter and arterial line, were taken.  Intensive management with all medical therapy for improving the critical nature of the condition, were continued relentlessly.  Further in view of severe lactic acidosis with low PH on ABG and sudden severe deterioration and after informing the attendants, the patient was intubated and put on mechanical ventilation.  However, sometime later, she developed bradycardia and cardiac arrest and was managed with intense resuscitation as per advance cardiac life support protocol and all attempts to revive the patient, did not result in a fruitful outcome and the patient expired on 28th August, 2022.  
He further averred that the patient was admitted to Shri Balaji Action Hospital on 22nd August, 2022 on her own will and family decision.  As per to the claim of allergy to Budesonide/Flohale/meropenem-account was noted by the doctor on duty as per verbal communication and understanding of the patient/ attendant and there is no documentary record submitted by the patient to prove definite allergy to inhaled Budecort or Flohale.  Further, the patient was already on Glycohale-FB inhaler as per the records and prescription of Jaipur Golden Hospital, which constitutes glycopyrronium and formoterol and budesonide, the same has been recorded by the doctor on duty in the initial history pages Further, the patient was also on Seretide inhaler in past, which has composition of Salmeterol and Fluticasone (contained in Flohale).  As she was already on inhaled budesonide and Flohale in the past and did not show any allergy to the inhaled Corticosteroids and it was presumed that perception of budesonide and fluticasone allergy, which are lifesaving medication for maintenance of asthma and also management of acute exacerbations of asthma, was misconception by the patient's attendant.  Further, at all times, she was being continuously and very closely monitored for development of any allergy and she did not complain of any symptoms suggestive of allergy to Flohale at any time during the hospital stay.  Further as per all the National and International Asthma Management Guidelines, inhaled corticosteroids remain the first choice of treatment in asthma as a first line anti-inflammatory and life saving therapy with beta agonist for all grades of asthma from 1 to 5.  Infact, no physician/chest physician can treat asthma without inhaled Corticosteroids.  Many a times, the patient and their attendant’s perception of inhaled Corticosteroids allergy is presumed falsely and by hearsay only with other friends, relative etc., that corticosteroids are not good for health.  It is, then, taken, as if they are allergic inhale corticosteroids and, hence, are not to be taken, which in fact makes their condition worse and increases their severity of the disease.  This leads to further deterioration of lung function and frequent exacerbations and this was presumably the case with this patient.  
He also averred that high dose antibiotics were never given to the patient and she was treated with usual doses of antibiotics initially i.e. Ceftriaxone and Azithromycin, and the kidney effect was only seen on the day of sepsis and not before that too due to acute kidney injury, secondary to sepsis.  On the day of her being shifted to MICU, the patient was added on newer antibiotics for sepsis due to sudden increase in total leucocytic counts and they also were of the usual doses, as are recommended.  Further, in a patient of sepsis, they always give first dose as loading dose, which may be higher in certain groups or classes of antibiotics e.g. polymixins and then, the next dose and interval or frequency to be given as per the protocol and keeping in view the urine output and renal status.  In any case in this patient, the antibiotics were given appropriately keeping in view the severity of sudden sepsis and lactic acidosis.  It is further stated that the patient had requested herself that due to poor venous access, if the investigations could be curtailed and done only on if needed basis and it is a usual practice during the course of stay of any patient that they may then order further investigations only if needed or at the desired interval when they become due or in emergent need, as may arise.  The order was only for the staff on duty and to ensure that no unnecessary additional skin pricks are made to the patient.  Also, it does not mean that if an investigation is needed it will not be ordered in future or the order cannot be revoked any time.  This is a shared decision between all treating personnels for the benefit of the patient only and has no bearing on the stay in critical areas.  The stay is rather dependent on the general condition and the vital signs status etc. and other factors.  The patient was kept in HDU to stabilize her condition and only on adequate stabilization with decreased on symptoms, she was shifted to the ward when her condition became better.  Injection Clexane was ordered on 28th August, 2022 in the MICU at the patient symptoms at that time were a mix of suspected pulmonary thromboembolism and also sepsis/ARDS, which could not be ruled out at the bed side at that point of time and the benefit of doubt was given to the patient.  Arterial line is also put as for monitoring of blood pressure in shock and assessment of lactic acidosis by frequent arterial blood samples by the intensivist and here also it was put in time taking all the necessary precautions and the PT INR value of 1.66 at that time, which was marginally increased and the immediate and ongoing need for arterial blood sample for monitoring lactic acidosis and blood gases could not be withheld only for this reason.  As for HFNC support and Co2 level, the Co2 increased much later due to ongoing sepsis and lactic acidosis and increased work of breathing and ARDS.  Now HFNC is initial modality of the treatment for acute hypoxic respiratory failure and early ARDS secondary to all causes and is accepted better than other methods of initial ventilatory assistance methods by better tolerance and outcomes.  BNP or NT PRO BNP was found to be high which may be secondary to known and listed non cardiac causes such as acute renal failure (=Acute kidney injury) with deranged kidney function test, pneumonia, ARDS, sepsis etc. and not due to cardiac condition also and not due to heart failure, as is being presumed.  Continuous bolus fluid was given as an intensive approach to correct hypotension, shock, lactic acidosis in time which otherwise may have serious and irreversible consequences to vital organs such as heart, kidney etc. due to sepsis and multiple organ failure. This was also recommended by the cardiologist.  The heart overload never happened and rather it is a presumption only by the attendants.  The cardiac arrest was secondary to worsening acidosis, which became refractory and overall other associated multi system organ failure.  Echo advised at 5:30 p.m. on 28th August, 2022, the patient continued to be very sick and critical and her condition rapidly deteriorated and then, due to bradycardia and cardiac arrest, cardio pulmonary resuscitation was started soon, 2D echo could not be done in the meanwhile.  The cardiology reference was given and the patient was seen by the cardiologist well in time and advice incorporated in the management, who then, ordered intravenous fluids alongwith the advice of the intensivist which is the first line management and standard of care for treatment of hypotension, shock and lactic acidosis; additional treatment to correct acidosis by Hemodialysis was already planned by nephrologists and the dialysis catheter was also inserted well in time to start the hemodialysis for ensuring management of lactic acidosis.  The ECG may be showing different time because of machine time error.  However, it was done on the same patient was a chronic and long-standing patient of severe persistent bronchial asthma frequent exacerbator phenotype, streroid dependent with a very low pulmonary reserve for last seven-eight years and had required at least admission four times in various hospitals.  This had made her condition very unstable and dependent on steroids.  This exacerbation was very severe and she had sepsis, which made her condition very critical and she rapidly developed severe lactic acidosis and unfortunately, succumbed to this grave condition, inspite of best available medicines timely institution of all desired medications, and efforts and in no case any lack of overall care was evident in the management.  
In view of the above, the Executive Committee makes the following observations:-
1) The patient Smt. Santosh Sharma, 56 years old female was a known case of bronchial asthma with frequent exacerbation, was admitted in the said Hospital with acute severe asthma on 22nd August, 2022.  The patient had a prior admission in Jaipur Golden Hospital for ten days with severe asthma with five days before being admitted this time in Sri Balaji Action Medical Institute.  The patient had also been admitted thrice in this hospital with acute severe asthma earlier.  As per the record, the patient was treated as per the standard of care with bronchodilator, steroid and antibiotics.  The patient was initially managed in HDU and later shifted to room, as she improved.  

On the morning of 28th August, 2022, the patient had sudden respiratory distress and managed in medical ICU and diagnosed with pneumonia with septic shock with hypotension, acute kidney injury with metabolic acidosis.  The dialysis and echo could not be done due to worsening condition, requiring mechanical ventilation.  The patient expired on 28th August, 2022.  
The patient had been on regular therapy with Beta 2 agonist and steroid for her disease.  She had responded to initial treatment at Sri Balaji Action Medical Institute before sudden worsening and there appeared to be no evidence of allergy to the drugs given for the treatment.  
2) It is observed that the allegations made in the complaint have been adequately answered by Dr. Animesh Arya in his written statement.  The explanation given in regard to the allegation in relation to the patient being given medicine allegedly, to which, she was allergic, regarding administration of high dose of antibiotics injection Clexane and HFNC support, is found to be satisfactory and medically tenable. It is further observed that the patient who was a known severe asthmatic and had already been on inhaled bronchodilation and steroids was managed as per protocol and was under intensive care, there was no evidence of allergy and the patient had responded to the treatment and shifted out of the ICU after four days. 
3) It is observed that the patient was examined, investigated and treated as per accepted professional practices in such cases.  The patient died due to her underlying condition, which carried a poor prognosis, inspite of being administered adequate treatment.
In light of the observations made herein-above, it is the decision of the Executive Committee that prima-facie, no case of medical negligence is made out on the part of Dr. Animesh Arya of Sri Balaji Action Institute, in the treatment of complainant’s wife Smt. Santosh Sharma.
Complaint stands disposed.”  
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The Order of the Executive Committee dated 27th June, 2023 was confirmed by the Delhi Medical Council in its meeting held on 21st August, 2023.
By the Order & in the name of                                                                                                                           Delhi Medical Council

     
                                             


                                (Dr. Girish Tyagi)

                      


                        
                                                 Secretary

Copy to:

1. Shri Sanjeev Kumar r/o H.No.03, Ext.-2B, Nangloi Delhi-110041. 
2. Dr. Animesh Arya, Through Medical Superintendent, Shri Balaji Action Hospital, A-4, Paschim Vihar, New Delhi-110063. 

3. Medical Superintendent, Shri Balaji Action Hospital, A-4, Paschim Vihar, New Delhi-110063.

4. Deputy Secretary, National Medical Commission, Pocket-14, Sector-8, Dwarka, Phase-1, New Delhi-110077 (w.r.t. No. R-16018/21/2022/Ethics/0540916 dated 25.11.2022)- for information. 

        (Dr. Girish Tyagi)
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