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4th May, 2017
O R D E R 
The Delhi Medical Council through its Disciplinary Committee examined a representation from Police Station, Malviya Nagar, New Delhi, seeking medical opinion in respect of death of Shri Shakil Khan, s/o Sh. Abdul Khan, r/o, H-13/13-A, Sangam Vihar, Hamdard Nagar, South Delhi, Pushpa Bhawan, Delhi-110062, allegedly due to medical negligence in the treatment administered to the deceased at Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease, Press Enclave Marg, Sheikh Sarai, Phase-II, New Delhi-110017.
The Order of the Disciplinary Committee dated 20th March, 2017 is reproduced herein-below :-
The Disciplinary Committee of the Delhi Medical Council examined a representation from Police Station, Malviya Nagar, New Delhi, seeking medical opinion in respect of death of Shri Shakil Khan (referred hereafter as the patient) s/o Sh. Abdul Khan, r/o, H-13/13-A, Sangam Vihar, Hamdard Nagar, South Delhi, Pushpa Bhawan, Delhi-110062(referred hereinafter as the complainant), allegedly due to medical negligence in the treatment administered to the deceased at Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease (referred hereinafter as the said Hospital), Press Enclave Marg, Sheikh Sarai, Phase-II, New Delhi-110017.
The Disciplinary Committee perused the complaint, representation from Police, written statement of Dr. (Col)R.K. Sharma, Medical Superintendent of Pushpawati Singhania Research Institute, enclosing therewith written statement of Dr. Nripen Saikia, copy of medical records of Pushpawati Singhania Research Institute, Post Mortem report 1359/14, subsequent opinion dated 28.09.2015 and other documents on record.
The following were heard in person :-

1) Shri Abdul Khan


Complainant
2) Shri Mohammari Malik

Nephew of the complainant

3) Shri Abdul Hameed 


Brother-in-Law of the complainant
4) Dr. Nripen Saikia


Consultant, Pushpawati Singhania 

Research Institute for Liver, Renal & Digestive Disease
5) Dr. Purnima Gupta
Consultant Anaesthesiologist   Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease

6) Dr. Anju Wali



Additional Medical Superintendent, 

Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease

The complainant Shri Abdul Khan alleged that he was the father of the patient Shri Shakil Khan.  The patient was suffering from stomach pain and especially obstruction in inside food pipe, so the patient visited Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease and consulted on resident doctor namely Nripen Saikya and apprised about his problem in the month of August, 2014.  The patient was assured by the said doctor that he would be physical fit after small medical treatment and also asked to deposit the money in cash counter for the medical treatment.  The patient deposited the entire money as directed by the doctor before the medical treatment.  Thereafter, the said doctor conducted the surgery and cleaned the food pipe and put a new pipe inside stomach of deceased and remained admitted in said Hospital for seven days.  Later on, the patient was discharged from the hospital. On 15th October, 2014, the said doctor ranged and called the patient for routine check-up and further medical surgery for his food’s pipe.  Thereafter, the patient visited again at hospital and met with the doctor, however, the doctor suggested another medical surgery for extracting out the installed pipe from his stomach and also convinced him that his minor pains will also resolve.  Thus the patient agreed and immediately again deposited the money for minor medical surgery.  The patient died while undergoing medical treatment conducted by the said doctor.  Later on, the complainant and his family members visited the hospital and got shock, when they came to know that the complainant’s son died during the medical treatment.  When, they asked the doctor about the reason of death, as the patient was fit before the medical treatment and also himself visited the hospital on that day, all the doctors and other staff of hospital did not give any satifactionary answer.  The patient died because of medical negligence of the doctors of Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease and, therefore, strict action be taken against them.  
The complainant Shri Abdul Khan stated that he was not able to procure the records of late Shri Shakil Khan of ERCP and CBD done at holy family hospital, as the same have been reported to have been destroyed by Holy Family hospital since it was very old record.  

Dr. Nripen Saikia, Consultant, Pushpawati Singhania, Research Institute for Liver, Renal & Digestive Disease in his written statement averred that the patient Shri Shakil Khan came to the OPD of Pushpawati Singhania, Research Institute for Liver, Renal & Digestive Disease on 07-08-14 with history of progressive jaundice, fever and pain abdomen for one week. On evaluation it was found that he was suffering from obstructive jaundice and cholangitis (due to blocked bile duct).  Past medical history revealed that he was a known case of diabetes mellitus, taking Insulin and antihypertensive medications. Patient also had similar type of problem (jaundice) few years back for that ERCP was done and a stent was placed in his bile duct that was never removed. In view of obstructive jaundice and cholangitis, the patient was advised hospitalization and was explained the need for ERCP, stent removal and re-stenting of CBD.  On 08-08-14 at 22:50 pm, the patient got admitted in PSRI. Intravenous antibiotics, IV fluid and other supportive treatment were started. Routine investigations were done and ultrasound abdomen was planned for 09-08-14.  Ultrasound abdomen done on 09-08-14 showed dilated common bile duct with old stent in situ and upstream intrahepatic biliary dilatation suggestive of biliary obstruction.  The patient’s haemogram revealed leukocytosis (15500 cells/cumm) with 86% neutrophils. Liver function tests were grossly abnormal and were suggestive of biliary obstruction. Endocrinology consultation was taken and medication for diabetes was started accordingly, alongwith antihypertensive medications. ERCP (Endoscopic Retrograde Cholangiopancreatography) was planned under sedation on 09-08-14.  As they do ERCP under sedation, anaesthesiologist posted on endoscopy was informed about the planned procedure.  After proper pre-anesthesia check up by the anaesthesiologist the patient was taken for ERCP on 09-08-16 and procedure was completed under sedation.  The blocked stent was removed and a new stent was placed to relieve the patient’s jaundice and infection.  Subsequently, ERCP procedure was repeated on 11-08-14 and 14-08-14 due to persistent symptoms of cholangitis, and multiple stones were removed from patient's bile duct. A plastic stent was placed in the bile duct to prevent further infection and jaundice. Each time procedure was performed under sedation given by anaesthesiologist, under proper cardiac and oxygen monitoring. Informed consent was taken every time and all the possible complications directly related to ERCP were told to the patient. Sedation related complications were also told by anaesthesiologist. There was not a single event of ERCP related complication like pancreatitis, gastrointestinal bleeding or perforation of bowel.  The patient's condition improved and he was discharged from the hospital on 15- 08-14 and was advised to follow up in OPD. Subsequently, the patient visited OPD and the patient was advised to come for stent removal as the patient’s liver functions had improved.  On 15/10/14, the patient came to the hospital for the repeat ERCP and stent removal under sedation. He was sent to the endoscopy room for pre-anaesthesia check up. The consultant anesthesiologist posted in the endoscopy room examined him and recorded all the vitals.  After taking informed consent and risk explanation of sedation by Anesthesiologist, the patient was taken up for ERCP at around 11am. During the procedure the patient was put on continuous cardiac monitoring. After induction of sedation, ERCP procedure was started. Side view endoscope was introduced under direct vision and the plastic stent was removed with snare. After removing the stent, the common bile duct was cannulated selectively with a guide wire on balloon catheter and a check Cholangiogram was done to ensure that there was no residual stone in the CBD. Towards the end of the completion of the procedure at 11.15 a.m., anaesthesiologist observed and announced irregular cardiac activity and fall in oxygen saturation in the patient.  The procedure was thus abandoned immediately and endoscope was withdrawn.  Anesthesiologist started Cardiopulmonary Resuscitation (CPR) and CODE BLUE was announced. The team from intensive care unit arrived within minutes and they continued the CPR. Patient was revived and was shifted to ICU and was put on mechanical ventilator. All the supportive care including IV fluids, IV antibiotics and inotropic support was started. Cardiologist was called and ECHO cardiography was done which showed global hypokinesia suggestive of acute coronary event. Despite continuous resuscitative measures, the patient's condition remained unstable and he suffered cardiac arrest at 2.00 p.m.  ICU team started CPR immediately as per ACLS protocol but they could not revive the patient. The doctor from intensive care unit declared him dead at 2.15 p.m. on 15-10- 14.  Therapeutic ERCP is one of the most complex endoscopic procedure performed in special conditions, which does have some serious and inherent complication like pancreatitis(6. 7%), hemorrhage (2%), gut perforation (3%), infection, «1 %) and some cardiopulmonary / sedation related complication «1 %) (Freeman et al : GIE 2001) . ERCP was performed several times in this patient to relieve the patient’s obstructive jaundice but there was not a single complication directly related to the procedure itself.  In the literature cardiopulmonary adverse events account for 4 to 16% of ERCP related adverse events and often related to procedural sedation (Young Bang J et al: GIE 2014:16;195-201).  These adverse events include hypoxia, hypotension, cardiac dysrhythmia and aspiration. When transient episodes of hypoxia and hypotension are excluded the rates of clinically significant cardiopulmonary complications with ERCP ranges from 0.07% to 2.4%.  Large retrospective studies reported cardiopulmonary adverse events in 2.1% to 5.3% of the patients undergoing ERCP, which is higher than those reported with colonoscopy(1.1%),and upper GI endoscopy (0.6%). The majority of cardiopulmonary adverse events are mild or moderate with hypotension and hypoxia being the most common.(Sharma VK et al :GIE 2007;66;27-34.  Agostoni M et al: GIE 2011;74;266-75).A systemic survey reported 0.4 % to 0.6% mortality due to cardiopulmonary adverse events following ERCP.(Andriulli A et al: AmJ .Gastro 2007).  Autopsy from 35 patients who died after ERCP over a period of 13 years showed that 14 patients died of ERCP related complication.  Fatal complications include Acute pancreatitis(7), sepsis(5).perforation (3), Myocardial Infarction(2), cardiac arrhythmia (1) (Kerr SE et al: 001: 10;1016,Hum path 2010.01.09). There may be a question whether this event could have been averted by not using propofol.  A conchrane review of 4 randomized trials identified no differences in mortality or serious cardiopulmonary adverse events between those who were sedated for ERCP with propofol versus traditional medications for sedation (Garewel D, Powell S et al: conchrane data base Syst Tev 2012;6:CD00727 4). A meta-analysis of propofol versus moderate sedation for all advanced endoscopic procedures found that propofol was associated with shorter recovery times, better sedation and higher rates of amnesia without higher rates of cardiopulmonary adverse events. Additionally ERCP can be performed safely without requiring universal intubation in patients receiving propofol based anaesthesia (Cote GA, Hovis Rm et al : Clin gastroenterology- Heptology 2010;8:137-42,Goudra 8g, Singh PM et al: Saudi J anaesth 2013;7:259-65).  So from the literature it is known that significant cardiopulmonary complications are rare but cardiopulmonary complication can occur during ERCP.  This was unfortunate that an unexpected complication occurred and the patient died due to cardiac failure. The allegations against the doctors are totally baseless as we followed all the standard protocols (informed consent was taken, sedation was given by anaesthesiologist, continuous cardiac and oxygen saturation was monitored during the procedure, immediate CPR was done and the patient was revived and shifted to intensive care unit).  They have taken utmost care since the beginning and there was no deficiency / negligence on the part of doctors in providing care to the patient.  
Dr. Purnima Gupta, Consultant, Anaesthesiologist, Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease in her written statement averred that the patient late Mr. Shakil Khan, 36 years old, was posted for ERCP and stent removal on 15.10.2014.  The patient had previously undergone ERCP and stent insertion in common bile duct (CBD) on 09.08.2014 for relief from obstructive jaundice and cholangitis. The procedure had to be repeated on 11.08.2014 and 14.08.2014 due to persistent symptoms of cholangitis. The patient had been symptomatic for a week with leukocytosis (15,000cells/mm3) and deranged LFT.   The patient was also a known diabetic on insulin and Hypertensive on medication. He was obese.  After the initial ERCP and stenting of CBD, the patient was discharged on 15.08.2014.  The patient came for stent removal on 15.10.2014. Pre-anaesthesia check-up was done.  The patient’s LFTs had improved, blood sugar was 116 mg/dl and vitals were as follows - pulse 74/min, blood pressure 136/90mm Hg and Sp02 980/0 . The respiratory and cardiovascular system appeared normal on clinical examination.  The patient was adequately fasting. Informed consent was taken. Anaesthesia equipment and medication was checked and OT technician was present. Patient was put in left lateral position. Multipara monitoring was instituted which included-continuous pulse, ECG, NIBP and pulse oximetry. Oxygen was administered through nasal prongs.  Sedation was given and procedure was uneventful till stent removal. As check cholangiogram was being done sudden bradycardia occurred. Inj. Atropine 0.6mg was administered intravenously. At the same time patient started desaturating.  Immediately gastroenterologist was alerted and endoscope removed. The patient was turned to supine position and mask ventilation done with 100% oxygen with the help of AMBU. A repeat dose of atropine was given for persistent bradycardia and normal sinus rhythm returned momentarily. Subsequently 1 mg intravenous adrenalaine and fluid bolus was given. Patient was immediately intubated and CPR started. Code Blue was announced.  Resuscitation team from lCU came in minutes to help. Patient was revived and shifted to lCU where he was put on ventilator and inotropic support. Cardiologist was informed and ECHO showed Global hypokinesia suggestive of acute coronary event. The patient's relatives were informed.  Despite their efforts, the patient's condition remained critical and he suffered a cardiac arrest from which he could not be revived. The patient was declared dead at 2: 15 p.m. on 15.10.2014.
Dr.  Anju Wali, Additional Medical Superintendent, Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease stated that in regard to ERCP film and check cholangiogram of late Shri Shakil Khan conducted on 9th March, 2014, on checking the record, it is observed that only small thumbnail images are visible on the screen of the fluoroscopy machine.  No raw date is available, as the old data gets deleted after certain period; therefore, no printing on film is possible at this stage according to the Head of Radiology Mahajan Imaging- Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease who has got it confirmed by the service engineer of the vendor.  
In view of the Disciplinary Committee observes that the patient Shri Shakil Khan reported to the OPD of the said Hospital with the history of progressive jaundice, fever and abdominal pain for one week duration.  There was a past history of severe mellitus, which was regularly managed on insulin therapy.  The patient was also gave history of similar episode of jaundice in the past, which was managed endoscopically placement of stent which was never removed.  The patient was represented at the said Hospital and explained the need for ERCP stent removal and restenting of CBD.  On 9th August, 2014, ERCP was carried out and blocked stent was removed and new stent was placed.  Subsequently, ERCP procedure was repeated on 11th August, 2014 and 14th August, 2014 due to perudent symptoms of Cholangitis and gall stones from the patient’s bile duct.  The patient’s condition improved and he was discharged on 15th August, 2014.  Subsequently, the patient visited OPD of the said Hospital and the liver functions improved.  On 15th October, 2014, the patient came back to the said Hospital for stent removal.  The patient was sent to the endoscopy room where after induction of sedation, ERCP was carried out and the plastic stent was removed was with snare.  After removal of the stent, the CBD was cannulated selectively with using a guard wire and balloon catheter and the check cholangiogram was done to evaluate that there was no residual stone.  Towards the end of the procedure, the anaesthetist noticed that the O2 saturation was falling and that there was irregular cardiac activity.  Anaesthesiologist started cardiopulmonary resuscitation and the patient was revived and shifted to ICU and put on mechanical ventilator.  Cardiologist was called and echocardiography carried out showed global hypokinesia, which was suggestive of acute cardiac event.  Despite continuous resuscitative measures, the condition of the patient remained unstable and the patient suffered cardiac arrest at 2.00 p.m. on 15th October, 2014 from where he could not be revived.  
From the case records of the patient, is apparent that standard protocol of ERCP procedure was followed under the supervision of anesthesiologists and continuous cardiac monitoring was done.  There is no evidence of medical negligence as for as the medical care give to the patient is concerned.  The sudden death of the patient following the procedure could be due acute cardiac event which known to occur in the background of diabetics mellitus.  Cardiac pulmonary adverse events occurs in patient undergoing ERCP and this has been reported in 2.1%-5.8 of the cases.

The autopsy findings revealed that the heart was enlarged involving all the chambers and the possibility of associated cardiomyopathy cannot be ruled out where sudden death are known and occur. 

In light of the observations made hereinabove, it is the decision of the Disciplinary Committee that no medical negligence can be attributed in the treatment administered to the deceased Shri Shakil Khan at Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease.

Matter stands disposed.  
Sd/:



   

  Sd/:




(Dr. Subodh Kumar)


(Dr. Rakesh Kumar Gupta)
Chairman,




Delhi Medical Association, 

Disciplinary Committee 


Member,







Disciplinary Committee 

          Sd/:




       Sd/:

(Shri Bharat Gupta)


(Dr. P. Kar)

Legal Expert,



Expert Member,

Member,




Disciplinary Committee 

Disciplinary Committee




The Order of the Disciplinary Committee dated 20th March, 2017 was confirmed by the Delhi Medical Council in its meeting held on 27th April, 2017.  







           By the Order & in the name of 








          Delhi Medical Council 








                     (Dr. Girish Tyagi)







                                Secretary
Copy to :- 
1) Shri Abdul Khan, r/o, H-13/13-A, Sangam Vihar, Hamdard Nagar, South Delhi, Pushpa Bhawan, Delhi-110062.
2) Dr. Nirepan Saikia, Through Medical Superintendent, Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease, Press Enclave Marg, Sheikh Sarai, Phase-II, New Delhi-110017.
3) Dr. Purnima Gupta, Through Medical Superintendent, Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease, Press Enclave Marg, Sheikh Sarai, Phase-II, New Delhi-110017.
4) Medical Superintendent, Pushpawati Singhania Research Institute for Liver, Renal & Digestive Disease, Press Enclave Marg, Sheikh Sarai, Phase-II, New Delhi-110017.
5) Secretary, Public Grievance Monitoring System, Govt. of NCT of Delhi, M-Block, Vikas Bhawan, I.P. Estate, New Delhi-110110. (w.r.t. to I.D. No.201695145)-for Information.

6) S.H.O. Police Station, Malviya Nagar, New Delhi-110017-w.r.t. DD No. 53B dated 15.10.2014, U/S-174 CrPC. PS. Malviya Nagar-for information.  










 (Dr. Girish Tyagi)







                                             Secretary
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