DMC /DC/F.14/Comp.1381/2/2017/

         

             30th January, 2017
O R D E R
The Delhi Medical Council through its Disciplinary Committee examined a complaint of Prof. (Dr.) K.C. Garg, A-14/1, Vasant Vihar, New Delhi-110057, alleging medical negligence on the part of Dr. Anjan Trikha of All India Institute of Medical Sciences, in the treatment administered to the complainant’s wife Late Smt. Kusum Garg at All India Institute of Medical Sciences, Ansari Nagar, New Delhi-110029, resulting in her death on 03.01.2014.  
The Order of the Disciplinary Committee dated 26th December, 2016 is reproduced herein-below :-

The Disciplinary Committee of the Delhi Medical Council examined a complaint of Prof. (Dr.) K.C. Garg, A-14/1, Vasant Vihar, New Delhi-110057 (referred hereinafter the complainant), alleging medical negligence on the part of Dr. Anjan Trikha of All India Institute of Medical Sciences, in the treatment administered to the complainant’s wife Late Smt. Kusum Garg (referred hereinafter as the patient) at All India Institute of Medical Sciences, Ansari Nagar, New Delhi-110029, resulting in her death on 03.01.2014.  

The Disciplinary Committee perused the complaint, written statement of Dr. Anjan Trikha, copy of medical records of All India Institute of Medical Sciences, rejoinder of Prof. (Dr.) K.C. Garg and other documents on record. 

The following were heard in person  :-


1) Prof. (Dr.) K.C. Garg

Complainant

2) Dr. Alka Kothari

Daughter of the complainant

3) Shri Sanjiv Garg

Son of the complainant

4) Shri S.C. Govil


Brother-in-law of the complainant

5) Prof. K.C. Singhal

Brother of the complainant

6) Shri Saurabh Garg

Son of the complainant

7) Dr. Anjan Trikha, 

Professor, Department of Anesthesia, 






All India Institute of Medical Sciences

8) Dr. Nirupam Maddan

Associate Professor, Hospital 

Administration, All India Institute of 

Medical Sciences

9) Dr. Sheetal Singh

Resident Hospital Administration, All 






India Institute of Medical Sciences

The complainant Prof. (Dr.) K.C. Garg alleged that his wife late (Smt.) Kusum Garg, 75 years was admitted in the old private ward of the All India Institute of Medical Sciences on 16th November, 2013 on the advice of Dr. (Ms) Uma Kumar, Head of rheumatology for management of low backache as a result of Ankylosing Spondylitis. Necessary investigations, including bone biopsy, were done at AIIMS during this and her earlier two admissions.  She was referred to the Pain Clinic on 18th November, 2013 run by the Department of Anaesthology under Dr. Anjan Trikha. He (Dr. Anjan Trikha) advised tablet Codeine Sulphate 180mg per day (45 mg - 3 tabs of 15 mg each - 6 hourly) alongwith Injection Tramadol 50 mg SOS intravenously, which also is an opiate.  When Dr. Anjan Trikha was writing the treatment, he pointed out to him (Dr. Anjan Trikha) about the high dose of Codeine Sulphate i.e. 180 mg/day in 4 divided doses, adding that she being 75 years, this dosage is extremely high. Dr. Anjan Trikha did not agree and added that they are using much larger doses (as much as 360 mg per day) in patients in the Pain Clinic.  Medical literature has known that high doses of this drug can have serious toxic effects on the Respiratory Centre as well as the Intestinal Tract, based on the individuals' metabolism rates, sex, age and can be life threatening if not taken care of, at the earliest indication of adverse effects, within an hour.  Within a day from starting codeine (i.e. on the 19th of November), the patient started having pain and distension of the abdomen with clinical findings of diffused tenderness and sluggish bowel movements. These were attributed to lying in bed with no activity and symptomatic treatment was advised. By the morning of November 20, the abdominal distension had increased considerably and the patient had become very restless and developed features of Intestinal Obstruction.  Later in the day, on 20/11/13 Prof. Uma Kumar advised to withhold   codeine and continue suck and drip treatment and asked for surgical consultation. By 21/11/13 her pulse rate became irregular and she became breathless also.  The patient was transferred to ICU AB-8 on 21.11.2013 at 10.30 PM and intubation was done on 22.11.2013 at 1.30 AM, most probably due to respiratory depression. Ultimately she could not be weaned off the ventilator because of the dead respiratory centre which can happen due to the high doses of Codeine.  Dr. Anjan Trikha failed to inform the patient or the attendants about the life threatening implications of Codeine Sulphate, i.e. respiratory distress as well as obstructive intestinal symptoms arising out of high doses of codeine.  lt is known that the dose of Codeine should not normally exceed 60 mg/day to start with and then the doses be built up gradually taking into consideration the different rates of metabolism of the drug in different persons and taking into account other diseases that may afflict the patient.  No specific antidote for the codeine opiate i.e. naloxone hydrochloride was administered after it was seen that adverse effects have been noted in the patient. This is approved by FDA.  lt was known to Dr. Anjan Trikha that the patient had ankolysing spondylitis and her thoracic cage would be restricted-pulmonary function was not advised so that the doses of codeine would have been adjusted at a lower level.  From the records, it appears codeine sulphate toxicity was not thought of at all by anyone including the consultants.  The adverse impacts of codeine high dosage were not promptly responded to nor were adequate monitoring done on the 19th and 20th November, until the patient was shifted to the ICU AB-8. The Resident Doctors on duty were perhaps not adequately informed / advised to be vigilant about these side effects arising out of Codeine use.  It is, therefore, distressing that improper medication, inadequate monitoring and lack of knowledge of the adverse effects of codeine and its antidote treatment led to the patient's inability to recover. It calls for an enquiry so that necessary corrective action is taken for this negligence resulting in the untimely death of the patient on 3/1/2014, unrelated to the disease for which she was advised admission.  

Dr. Anjan Trikha, Professor, Department of Anesthesia, All India Institute of Medical Sciences in his written statement averred that on the afternoon of 18th November, 2013, he was telephonically requested twice within a couple of hours by Dr Uma Kumar, Professor Department of Medicine, and Chief, Rheumatology, to advice regarding management of immense pain being experienced by the patient admitted in Private ward room number 112.   He was able to examine the patient only around 5:00 pm on the same day after finishing duties in the operation room. He was informed by the medicine team present in the private ward that the patient was a case of Ankylosing Spondilytis with Anderson lesions with a possibility of analgesic nephropathy (due to analgesic abuse) and hypertension. The patient had also received methyl prednisilone injections in the recent past as part of the management of her primary disease. She had developed severe back pain for which she was prescribed NSAIDS, tramadol and other adjuvant drugs (duloxetine, pregabalin, lignocaine patch and oxalgin ointment) by the treating physicians of the Department of Medicine without much relief. There were also clinical signs of chest infection for which she was administered oral and parental antibiotics.  He thereafter again reviewed her history from the case file and the treatment regime from the case records. He found that admitting and the treating department was considering using opioids- codeine and fentanyl patches - for alleviation of her pain. The other possible etiologies being considered were - Tuberculosis, Amyloidosis and multiple myeloma for which multiple blood tests and bone biopsy had been carried out. (The possibility of a malignancy was present and the cause of the symptoms and severe pain not being relieved by analgesics was not fully ascertained).  On examination, he had found her to be in immense pain (the whole body, especially back) (VAS 10/10)} and was unable to elicit back related tests due to this excruciating pain. She had tachycardia and her blood pressure was within normal limits, she had basal chest crepitations and leucocytosis (as per case record). As per the records, he also found that the patient had received all possible analgesics during the last few days for alleviating her pain but she continued to have immense pain which was very severe when he examined her (VAS 10/10). In view of her disease, history of administration of multiple analgesics, history of analgesic nephropathy, and severe pain, he suggested to the medicine department to consider the following for treating her pain - paracetamol 1 gm every eight hours orally, codeine 45 mg every six hours orally, plenty of oral fluids and oral biscodyl (dulcolax) and tramadol 50 mg iv sos for break through pain along with an anti emetic. These were suggested by him on an advisory capacity to the Department of Medicine and the onus was on the treating department to accept/ modify / ignore, the suggestions as the patient was regularly seen and continuously monitored by the admitting and treating Department. He repeated that it is the prerogative of the treating department to accept or reject the advice given by any invited expert.  Codeine is a weak opioid, does not cause any serious adverse effects and is the logical choice in the treatment of severe musculoskeletal pain in patients with Ankylosing Spondylitis with analgesic nephropathy when severe pain is not being relieved by paracetamol, diclofenac, tramadol, pregabalin, duloxeitine, lignocaine patch and oxalgin ointment (as in this case). Codeine is also prescribed on OPD basis and is available over the counter.  Moreover the treating doctors were considering this option for the treatment of pain as evident from the case records.  The dose of codeine that was suggested by him was 45 mg every six hours along with acetaminophen one gram every eight hours along with biscodyl (dulcolax) and psyllium husk (isabgol). The latter were prescribed to avoid constipation which is a known side effect of codeine. The dose of codeine was as per standard practice and experience keeping in mind the intensity of pain, ineffectiveness of NSAIDS (Diclofenac), opioids (tramadol) and other adjuvant drugs (Duloxeitine, Lignocaine (Diclofenac), opioids (tramadol) and other adjuvant drugs (Duloxeitine, Lignocaine patch) in this patient. Ideally in intolerable severe pain [VAS 10/10] the dose of codeine is 60 mg every four hours. The dose was reduced keeping in view the patient's history and ineffectiveness of tramadol to control pain. She continued to complain of back pain in spite of these doses till after 24 hours of suggesting this dose. (The codeine doses and the accompanied prescriptions were as per standard practice in such patients admitted in the hospital. The dose was decreased and the dosing intervals was increased; avoiding of side effects of codeine were also considered by prescribing stool softeners and psyllium husk) After his examination and the treatment suggestions, he left and the patient was under the care and constant supervision of the admitting Department - Medicine. Regular hemodynamic monitoring was carried out by the medicine department, as evident in case notes.  In spite of this patient continued to have back pain, as evident in case notes.  Tramadol was prescribed as a rescue analgesic for break through pain in view of severe pain. It is normal practice while treating acute/chronic pain to chart rescue analgesics for break through pain along with analgesics. Tramadol is an atypical opioid with dual mechanism of action - is a weak u-opiod receptor agonist and decreases reuptake of serotonin and norepinephrine - and incidence of respiratory depression is extremely low. However, tramadol was never administered to this patient as a rescue analgesic till codeine was stopped. From the records, it is evident that patient continued to pass stools and flatus till the time codeine was stopped. Moreover the common side effects of codeine were anticipated and monitored by the treating doctors as evident by  prescription of laxatives, stopping of codeine when patient complained of distension,(however patient was passing flatus and feces at this time) continuous and regular monitoring of abdominal girth, monitoring of vital signs and oxygen saturation regularly.  The patient was shifted to the intensive care unit with fever; respiratory distress increased respiratory rate, tachycardia, irregular tachyarrhythmias, hypokalemia and leucocytosis. These are all signs of worsening respiratory infection, rather than opioid induced respiratory depression for which patient further required Ventilatory assistance.  Further he would like to submit that the treating doctors were well equipped to monitor such patients, which they actually did. Acute on chronic severe and excruciating pain even in patients with the present disease not responding to all possible analgesics including partial agonist like tramadol is treated with adequate doses of weak opioids as in this case. It is a standard practice that repeated opinions / advices regarding patients are asked for from various departments by the treating physicians if and when required and even multiple times which was not the case here. He was available in the operation theatres each day till late evenings where he is regularly posted and was contacted for the first time. He had advised tramadol for break through pain though she never received it till codeine was stopped. He is not in a position to comment upon other issues which have been mentioned as he was neither the admitting unit nor the treating department.  In conclusion, it is obvious as per the clinical presentation and documentations in the case record that the patient never developed any opioid related respiratory depression in the form of decreased tidal volume or rate or decrease in oxygen saturation following oral codeine (evident in case notes) and constipation (passed stools twice on 19.11.2013, as evident in notes) till 24 hours after stopping codeine.  The patient was suffering from multiple co morbid conditions requiring multiple hospital admissions in the past and had developed severe chest infection during her confinement in the hospital (evident by fever, crepitations in the chest, and leucocytosis) for which she was shifted to the intensive care unit.  

In view of the above, the Disciplinary Committee makes the following observations :-

1) It is observed that Dr. Anjan Trikha has sufficient experience and knowledge on the subject of Anaesthesiology and in the Pain Clinic. 

2) The treatment suggested by Dr. Anjan Trikha is as per international norms after considering everything relevant in this patient including history, possible differential diagnosis, associated conditions, analgesics of various classes and types already received by the patient, history of analgesic-nephropathy etc. The decision to suggest oral codeine in such a patient was not wrong.

3) Regarding the dose of oral codeine in such a patient who had a pain score of 10/10, intractable pain not responding to all possible analgesics including opioids and history of analgesics nephropathy etc., the dose of 45 mg of codeine every six hours that was suggested by Dr. Anjan Trikha was not a high dose. This has been reconfirmed by perusing the related recent literature (Codeine: Drug Information. UpTodate 2016) 
4) Moreover, it is evident from the records that the patient did not receive the doses as were suggested by Dr Anjan Trikha. In fact, the first dose of 45 mg of codeine was given orally at 7 P.M. on 18th November 2013 and the next dose at 12 P.M. on 19th November 2013, after a gap of approximately 17 hours between the 1st and the 2nd dose. The patient did not receive any codeine after that.

5) Regarding respiratory depression as alleged – The notes in the file provided, do not reveal any respiratory depression at any time between 18th November 2013 to 21st November 2013. 

6) On the issue of informing the attendants of the patient about life threatening side effect (respiratory depression) of the drug, the Disciplinary Committee is of the opinion that such information was not necessarily required to be transmitted to the attendants of the patient with the use of oral codeine in the doses as suggested by Dr. Anjan Trikha, especially when she was already admitted under the department of medicine in AIIMS. Moreover, such a side effect as alleged was also not expected in a patient who was suffering from intractable pain not responding to all possible analgesics including opioids and having a pain score of 10/10. 

As far as the issue of informing the consultants of the treating unit by Dr Anjan Trikha about the side effects of oral codeine, the Disciplinary Committee opines that the treating unit was professionally qualified in treating such patients with all possible analgesics and their side effects, as evident by the case sheet notes. Further, specifically informing the learned consultants of medicine department who were treating the patient in their ward about the side effects of oral codeine was not warranted. Such doses, as received by the patient through oral route would not lead to life threatening side effects. 
7) The Disciplinary Committee opines that the doses of codeine suggested for severe pain in a patient who had been already taking both non-opioid analgesics and opioid analgesics are well within prescribed range.

8) As already mentioned above, the Disciplinary Committee reiterates that codeine in the doses as suggested by Dr. Anjan Trikha in the type of present patient are not known to cause respiratory depression. Tramadol was suggested as a rescue analgesic on SOS basis only and was never administered by Dr. Anjan Trikha.

9) Tramadol was advised on SOS basis. The Disciplinary Committee opines that the tramadol was charted for use as rescue analgesic if the patient would have not responded to oral codeine. The SOS use of Inj. Tramadol was at the discretion of the treating unit who were continuously monitoring the patient in their ward.

10) On the issue of prescribing any specific protocol to the attending doctors (by Dr Anjan Trikha) regarding monitoring of the side effects of the drug (oral codeine), the notes in the case sheet confirm regular monitoring, as is routinely done in such cases. The Disciplinary Committee is also of the opinion that the doctors of the treating unit who were monitoring the patient were well qualified for treating such types of patients and prescribing all types of analgesics including opioids.

11) On the issue of non-usage of naloxone, the Disciplinary Committee is of the opinion that since there was no respiratory depression, use of naloxone was not warranted. Otherwise also, this part of treatment does not pertain to Dr Anjan Trikha. 

12) On the issue of checking the progress of the patient, the Disciplinary Committee opines that Dr Anjan Trikha was called telephonically as an expert to advice, which he did. He was never called again for any further advice. The patient was being followed by the learned physicians of the treating unit who are very well versed with use of such drugs in such type of painful conditions poorly responsive to multi modal analgesic therapy. 

13) The Disciplinary Committee opines that codeine in the doses advised and received by Mrs Kusum Garg was not the cause of her death.
In light of the above, it is the decision of the Disciplinary Committee that no medical negligence can be attributed on the part of Dr. Anjan Trikha, in the treatment administered to the complainant’s wife Late Smt. Kusum Garg at All India Institute of Medical Sciences.

Complaint stands disposed. 

Sd/:



      


Sd/:



(Dr. Rakesh Kumar Gupta)
     

(Shri Bharat Gupta)

Delhi Medical Association,



Legal Expert,

Member, 



Member,      


Disciplinary Committee 



Disciplinary Committee 

               

         Sd/:



   



(Dr. A.K. Sethi)


      

Expert Member


      

Disciplinary Committee 



The Order of the Disciplinary Committee dated 26th December, 2016 was confirmed by the Delhi Medical Council in its meeting held on 19th January, 2017.








      By the Order & in the name of 








      Delhi Medical Council 








                   (Dr. Girish Tyagi)







                                Secretary
Copy to :- 
1) Prof. (Dr.) K.C. Garg, A-14/1, Vasant Vihar, New Delhi-110057.

2) Dr. Anjan Trikha, Through Medical Superintendent, All India Institute of Medical Sciences, New Delhi-110029.
3) Medical Superintendent, All India Institute of Medical Sciences, New Delhi-110029.

4) Dr. Parul Goel, Deputy Secretary, Medical Council of India, Pocket-14, Sector-8, Dwarka, New Delhi-110077-w.r.t. letter No.MCI-211(2)(05-Appeal)/2016-Ethics./159982 dated 9.1.17-for information. 






             (Dr. Girish Tyagi)   





              Secretary            
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