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                                   29th May, 2019
O R D E R

The Delhi Medical Council through its Disciplinary Committee examined a complaint of Shri Sanjay Mahajan, r/o- BW-78 D, Shalimar Bagh, New Dehli-110088, alleging medical negligence on the part of Dr. Uma Rani Swain, Dr. Sumedha of Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088 in the treatment administered to complainant’s wife Smt. Kiran Mahajan, resulting in her death on 14.05.2016 at Max Super Specialty Hospital.
The Order of the Disciplinary Committee dated 6th May, 2019 is reproduced herein-below :-
The Disciplinary Committee of the Delhi Medical Council examined a complaint of Shri Sanjay Mahajan, r/o- BW-78 D, Shalimar Bagh, New Dehli-110088 (referred hereinafter as the complainant), alleging medical negligence on the part of Dr. Uma Rani Swain, Dr. Sumedha of Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088 in the treatment administered to complainant’s wife Smt. Kiran Mahajan (referred hereinafter as the patient), resulting in her death on 14.05.2016 at Max Super Specialty Hospital (referred hereinafter as the said Hospital).
The Disciplinary Committee perused the complaint, joint written statement of Dr. Umarani Swain, Dr. Sumedha G. Kalra, Dr. Archana Bajaj, Medical Superintendent, Max Super Specialty Hospital, copy of medical records of Max Super Specialty Hospital and other documents on record
The following were heard in person :-

1) Shri Sanjay Mahajan
Complainant 

2) Sanjay Kochar 
Brother-in-Law of the complainant 

3) Dr. Uma Rani Swain
Senior Consultant Gynaecology, 
Max 





Super Specialty Hospital

4) Dr. Sumedha 
Senior Consultant Anaesthesia, Max 





Super Specialty Hospital

5) Dr. Archana Bajaj

Medical Superintendent, Max Super Specialty Hospital
The complainant Shri Sanjay Mahajan alleged that the patient his wife Smt. Kiran Mahajan was in consultation with Dr. Uma Rani Swain for her bleeding problem.  Dr. Uma Rani Swain advised her surgery and scheduled the same for 14th May, 2016.  On 14th May, 2016 at 1.30 p.m., the patient was taken up for surgery at Max Super Specialty Hospital, Shalimar Bagh.  At 3.00 p.m., it was informed that the patient’s condition was critical and that she had suffered a cardiac arrest.  At around 4.15 p.m., the patient was shifted from O.T to I.C.U.  On their instance, they were allowed access to the I.C.U., but no doctor informed them about the prognosis.  At around 6.15 p.m., Dr. Uma Rani Swain visited the I.C.U. and informed that the patient has expired.  Subsequently, it was learnt that the patient died because of air embolism.  He requests the Delhi Medical Council to investigate this matter, as the patient Smt. Kiran Mahajan died due to medical negligence.  
Dr. Uma Rani Swain, Senior Consultant Gynaecology, Max Super Specialty Hospital stated that the patient Smt. Kiran Mahajan had been visiting her clinic for consultation since December, 2015 for her (the patient) irregular heavy menstrual bleeding for last six months.  Clinically and also based on the USG report, the patient was diagnosed as a case of fibromyoma uterus.  The patient was under conservative treatment for three months, as opted by her and used to visit her clinic often due to recurring complaints of persistent bleeding.  As this conservative treatment did not yield desired result, the patient was advised for hysterectomy by her, which the patient refused initially but after thorough counseling, it was agreed by the patient to conduct a diagnostic hysteroscopy and after that to decide further line of treatment.  The patient was advised for pre-operative investigation like CBC, RBS, Gr.Rh, KFT, coagulation profile, Hbs Ag, HIV, urine test, x-ray chest, ECG by her, which were done on 29th March, 2016.  The patient opted for conducting the day care surgery at the hospital on 14th May, 2016 and a fresh Hb% test was done by the patient on 13th May, 2016.  The patient got admitted on 14th May, 2016 at 11.14 a.m.  Initial assessment was done by the sister in labour room at 12.00 noon during which the patient’s parameters were recorded as pulse-98/min; temperature-98.6 degree f, RR-24/min; BP-140/140, FBS-87mg% (1.00 p.m.); MAP-113.3; not a known case of allergy.  At 12.40 p.m., senior resident, Dr. Meenakshi from obst. & gynae. department of her team took a detailed history of the patient, clinical assessment and informed consent from the patient as well as from the attendant.  The patient’s history recorded as : C/o P2L2-menorrhgia for six months, continuous bleeding for last two months, LCB-7 Yrs by CS, known case of hypothyroidism, family history of DM in both parents.  On examination, P/A-soft, spotting+; investigation: all bio-chemical parameters were within normal limit; USG:28.3/16, large sub-mucus and intra-mural fibroid measuring 3.5x2.5x2, ET-8mm, bilateral ovary was normal.  The informed consent for hysteroscopy was signed by the paitnet alongwith her (the patient) attendant Ms. Leena, Sister of the patient for conducting the procedure.  The procedure and the risks involved were well explained to the patient and her attendant and the consent expressly stated the specific risks including air and thrombo embolism.  The pre-anaestheisa check-up was done for hysteroscopic myomectomy as per standard guidelines prior to surgery.  A detailed informed consent was taken after explaining the risks involved in this procedure.  In view of the patient’s general good condition, the patient was risk stratified as standard risk.  The standard monitors including electrocardiogram alongwith pulse rate, non-invasive blood-pressure, pulse oximetry and end tidal CO2 monitoring were applied.  Agent and minimum alveolar concentration monitoring was also done.  The patient was given injection Midazolam 1 mg I.V., injection Fentanyl 100mcg I.V. and induced with injection Propofol 150 mg I.V.  Proseal number four was inserted and connected to ventilator via closed circuit.  Anaesthesia was maintained with oxygen, nitrous oxide and sevoflurane.  The patient was given lithotomy position and procedure was started at 2.30 p.m.  The patient was stable and maintaining vitals.  The patient position: low lithotomy supine, examination under anaesthesia: uterus-14-16 wks size, restricted mobility, bilateral fornices free.  UCL-12cm, gradual cx dilation was done till 6 hegar.  Diagnostic hysteroscope was introduced with NS as distending media through hysteromat.  Finding: uterine cavity and fundus healthy, bil.ostia visible, bulge seen in right lateral and posterior wall mostly intramural and partially sub mucous.  After full survey of uterine cavity and cervix, the hysteroscope was gradually withdrawn.  After fifteen minutes of start of procedure, at 2.45 p.m., anaesthesiologist Dr. Sumedha noticed acute deterioration of the patient’s vitals.  There was a sudden drop of EtCO2 to 6 mmHg with bradycardia and cyanosis.  There was decrease in SPO2 and hypotension.  She was informed and surgical procedure was discontinued, the patient was repositioned and vaginal pack was applied.  Simultaneously, ventilation with 100% oxygen was started.  Call for help was sent and cardiopulmonary resuscitation (CPR) was started with chest compressions at the rate of 100-120/min.  Senior consultant Dr. Puneet Sharma responded to the call.  Trendelenburg position was given.  Proseal was changed to endotracheal tube.  Another intravenous access was taken with 18G IV cannula and intravenous fluids were given fast (3L ringer lactate + 2L normal saline).  Injection epinephrine 1 mg IV was given.  Rhythm was checked.  Pulse-less electrical activity was present.  CPR was continued as per ACLS protocol.  Urgent call for cardiologist was sent.  Simultaneously, right femoral artery was cannulated and arterial blood gas sample was sent.  ABG showed metabolic acidosis, which was corrected with injection sodium bicarbonate.  Intotropic support with intravenous infusion of injection norepinephrine at 10 cg/min was started in view of persistent hypotension.  Further, the cardiologists on call (Dr. Devender and Dr. Goyal) were called immediately for help.  Dr. Devender Aggarwal performed an on table trans-esophageal echocardiography which showed massive air embolism.  The cardiologist’s note (3.15 p.m.):  TTE-no echo window; TEE-all cardiac chambers show multiple air bubbles.  It was confirmed diagnosis that this is a case of massive air embolism.  The cardiologist advised to continue CPR and inotropic support.  CPR was continued as per ACLS protocol. Rhythm showed ventricular fibrillation. Defibrillation was done with 200 J and CPR was continued.  Three such cycles were given.  Rhythm was reassessed, but it showed pulse-less electrical activity.  CPR was continued as per ACLS protocol.  The attendants were called at about 3.15 p.m. and they reached hospital at about 3.45 p.m.  The relatives upon reaching the hospital, was informed by her and Dr. Puneet about the unfortunate complications and serious condition of the patient.  All the resuscitative measures were continued inside the OT while keeping the attendants informed about the progress.  Return of spontaneous circulation was achieved at around 4:10 PM.  Rhythm showed bradycardia. Cardiologist Dr. Naresh Goyal (senior consultant) was consulted and external pacing(transcutaneous) done.  The patient was then shifted from OT to SICU at about 4.30 PM with ventilator VC mode + external pacing.  Then the patient was attended by the SICU in-charge Dr. Sagan and continued ventilation + inotropes.  Further, the patient was attended by Dr Jasmeet.  He (Dr.Jasmeet) noted the patient’s condition at 5.40 P.M. as critical, SIMV mode, HR-70/min on external pacemaker, BP not recordable, SP02 not recordable, pupil dilated.  In the meantime, at the request of the attendant of the patient, she had a detailed discussion on the details of the procedure and cause (air embolism) with their family doctor over phone.  In SICU, the patient was not maintaining blood pressure despite inotropic support.  The patient had cardiac arrest at 5:45 PM for which CPR was done as per ACLS protocol, but the patient could not be revived.  Finally, after all resurrected measures, the patient was declared dead at 6.17 P.M.  All required safety measures were followed/ adopted from time to time during the procedure and thereafter to prevent this dreaded complication.  The Patient position during the procedure was low tithotomy supine (no trendelenburg position).  Safety device like hysteromat was used and ensured air-free tubing before and during the procedure.  "Y" connector was attached to distension media.  Distension media was NS, not CO2.  No energy source like electric cautery was used which could have produced fumes inside the uterus.  Cervical dilatation was smooth and easy and, therefore, there was no injury to cervix or uterus.  Cervix was dilated minimally up to 6 hegar just to adjust the hysteroscope.  No multiple insertion or removal of instrument was required or made, as it was a clean diagnostic procedure during which the cavity was clearly visible.  Throughout the procedure, the intra-uterine pressure was maintained, i.e. 90mm Hg shown on the hysteromat.  After full survey of uterine cavity and cervix the hysteroscope was gradually withdrawn.  The cause of death of the patient was due to massive air embolism.  A rare but devastating complication of operative hysteroscopy is venous air entrapment and embolism.  The events in venous air embolism are so sudden and so severe that management is extremely difficult.  While generally considered safe, hysteroscopy is associated with complications including air embolism reported to be up to 0.8% (2).  Gas embolism during operative hysteroscopy is a rare but well described entity with incidence of 10-50%.  The true incidence is not known but catastrophic outcomes occur in 3 out of 17000 procedures.  A study using trans-thoracic echocardiography demonstrated high incidence of gas embolism during hysteroscopy, and that the incidence of sub-clinical embolism may be more common than previously suspected.  A prospective study of 23 women (mean age 48.0 +/- 9.4 years) demonstrated evidence of bubble embolism in all subjects (100%) and 20 of 23(85%) had evidence of continuous low of bubbles. There was a small but statistically increase in pulmonary artery systolic pressure.  30% patients had a transient decrease in oxygen saturation.  In the present case, air embolism was suspected immediately by noting the early signs.  The early sign of embolism include falling systolic pressure, mill wheel cardiac murmur, cyanosis and de-saturation evident on pulse oximetry.  For catastrophic venous air embolism with cardiovascular collapse, use of inotropic support and if necessary, CPR are standard measures.  They managed venous air embolism as per the recommendations.  The measures were done as : early signs of air embolism noted, timely and effective cardiopulmonary resuscitation initiated, ventilation done with 100% oxygen, positive end expiratory pressure of 5 cm of H20 given, trendelenburg position given, surgical field packed immediately by the gynecologist to prevent further air entrainment, hydration done by giving fast intravenous fluids (ringer lactate and normal saline), inotropic support given with intravenous infusion of injection norepinephrine, multidisciplinary team involved for best possible patient management, cardiologist performed trans- esophageal echocardiography  and  confirmed  the  diagnosis  of  air  embolism, rhythm   appropriate management as per ACLS guidelines done.  It is specifically denied that at about 5.30 p.m. when the attendants visited the ICU, no doctor was present.  It is submitted that Dr. Saganand and Dr. Jasmeet were present at this time and were managing the patient. While Dr. Sagan was attending the patient, she was advised to wait there in the ICU doctor’s room.  It is specifically denied that Pankaj Sharma (AMS) told the security staff to snatch their phone and misbehaved with the complainant and further tried to eject them out of the ICU.  It is submitted that the attendants for the patient was given the treatment record on 17th May, 2016.  The assertions made in this regard are false and hence vehemently denied.  It is submitted that all the facts relating to the condition of the patient was well, explained to the relatives and to their family doctor by her and there was no difference in the versions explained. Also, it is submitted that recording of the procedure is only done in selected cases and that too for academic purpose with prior permission from the patient.  In this case, since it was a minor procedure done routinely at the hospital, no recording was done.  Further, it is submitted that during the discussion with the patient's relatives in SICU it was well informed and the option was given that in case they had any ambiguity or doubts with regard to the treatment administered then they should go for a post-mortem.  However, the family did not take any action nor requested the hospital to prepare an MLC report to proceed for post mortem. In the light of the above mentioned facts, it is humbly prayed that the present complaint may be dismissed and further appropriate orders be made.  
Dr. Sumedha, Senior Consultant Anaesthesia, Max Super Specialty Hospital stated that the pre-anaestheisa check-up was done for hysteroscopic myomectomy as per standard guidelines prior to surgery.  A detailed informed consent was taken after explaining the risks involved in this procedure.  In view of the patient’s general good condition, the patient was risk stratified as standard risk.  After fifteen minutes of start of procedure, at 2.45 p.m., We noted acute deterioration of the patient’s vitals.  There was a sudden drop of EtCO2 to 6 mmHg with bradycardia and cyanosis.  There was decrease in SPO2 and hypotension.   The surgeon was informed and the surgical procedure was discontinued, the patient was repositioned and vaginal pack was applied.  Simultaneously, ventilation with 100% oxygen was started.  Call for help was sent and cardiopulmonary resuscitation (CPR) started with chest compressions at the rate of 100-120 min.  Senior consultant Dr. Puneet Sharma responded to the call.  Trendelenburg position was given.  Proseal changed to endotracheal tube.  Another intravenous access was taken with 16G I.V. cannula and intravenous fluids were given fast (3L ringer lactate + 2L normal saline).  Injection Epinephrine 1 mg I.V. was given.  Rhythm was checked.  Pulse-less electrical activity was present.  CPR continued as per ACLS protocol.  Urgent call for cardiologist was sent.  Simultaneously, right femoral artery was cannulated and arterial blood gas sample was sent.  ABG showed metabolic acidosis, which was corrected with injection Sodium Bicarbonate.  Inotropic support with intravenous infusion of injection Norepinephrine at 10 mcg/min was started in view of persistent hypotension.  
In view of the above, the Disciplinary Committee makes the following observations :-
1) It is noted that the patient Smt. Kiran Mahajan 41 years old female who had history of P2L2 with menorrhagia, was admitted on 14th May, 2016 at 11.14 a.m., in the said Hospital, under Dr. Uma Rani Swain.  The patient was taken up for hysteroscopy and myomectomy, under consent, under general anaesthesia at 1400 hours.   During the procedure, at 14.40 hours, the patient had a sudden decrease in ETCO2 associated with bradycardia, hypotension and cyanosis.  CPR was initiated.  Cardiologist was called.  TEE done showed evidence of air embolism in heart.  The patient was given D.C. shock and then started on external pacing and shifted to SICU-2 for further management at 16.30 hours.  The patient was intubated on mechanical ventilator SIMV mode.  The patient remained critical and inspite of all resuscitative measures could not be revived and declared dead at 6.17 p.m. (14-05-2016). 

2) It is observed that chain of events which are documented in the medical records of the said hospital, are evidence of the fact that the patient during the surgery suffered from air embolism, which is a known complication of the said surgical procedure and carries a high mortality, inspite of adequate treatment which was done in this case.  
3) It is also observed that in this case even though the doctors of the said Hospital claim that they advised for the post-mortem, but the family of the patient did not take any action nor requested the hospital to prepare MLC report for the purposes of post-mortem; this fact has not been documented in the records of the said hospital.  

In light of the observations made herein-above, it is the decision of the Disciplinary Committee that no medical negligence can be attributed on the part of Dr. Uma Rani Swain, Dr. Sumedha of Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088, in the treatment administered to complainant’s wife Smt. Kiran Mahajan; however, they are advised, for future, to be diligent in record keeping especially with regard to advice for post-mortem or refusal for the same. 

Complaint stands disposed. 
Sd/:
  

Sd/:
(Dr. Subodh Kumar)
    

(Dr. Ashwini Dalmiya)

Chairman,




Delhi Medical Association

Disciplinary Committee 

    
Member,






Disciplinary Committee 

     
Sd/:





Sd/:

(Dr. Reva Tripathi)


(Dr. Vishnu Datt)

Expert Member



Expert Member

Disciplinary Committee


Disciplinary Committee 

The Order of the Disciplinary Committee dated 6th May, 2019 was confirmed by the Delhi Medical Council in its meeting held on 9th May, 2019. 
   By the Order & in the name      








               of Delhi Medical Council 








                            (Dr. Girish Tyagi)







                                         Secretary
Copy to:- 

1) Shri Sanjay Mahajan, r/o- BW-78 D, Shalimar Bagh, New Dehli-110088.

2) Dr. Uman Rani Swain, Through Medical Superintendent, Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088.

3) Dr. Sumedha, Through Medical Superintendent, Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088.
4) Medical Superintendent, Max Super Specialty Hospital, FC-50, C&D Block, Shalimar, New Delhi-110088.

                               (Dr. Girish Tyagi)

                                          Secretary
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