DMC/DC/F.14/Comp.2159/2/208/

       
  
              29th January, 2018
O R D E R

The Delhi Medical Council through its Disciplinary Committee examined a complaint of Shri Shahid Husain r/o- Nawab Abbas Ali, Compound, Gujri Bazar, Patna City-800008, Bihar, forwarded by the Medical Council of India, alleging negligence on the part of doctors of Gulshan Medicare, G-2, South Extension, Part 2, New Delhi-110049 in the preparation of his blood test reports.  
The Order of the Disciplinary Committee dated 5th December, 2017 is reproduced herein-below :-

The Disciplinary Committee of the Delhi Medical Council examined a complaint of Shri Shahid Husain r/o- Nawab Abbas Ali, Compound, Gujri Bazar, Patna City-800008, Bihar (referred hereinafter as the complainant), forwarded by the Medical Council of India, alleging negligence on the part of doctors of Gulshan Medicare, G-2, South Extension, Part 2, New Delhi-110049 (referred hereinafter as said Medicare) in the preparation of his blood test reports.  
The Disciplinary Committee perused the complaint, written statement of Dr. Qamar Alam Irfan of Gulshan Medicare and other documents on record

The following were heard in person :-
1) Dr. Qamar Alam Irfan
Consultant, Gulshan Medicare

2) Shri Asif Siddiqui
Admn., Gulshan Medicare

3) Shri Kamal Ahmed
Lab Technician, Gulshan Medicare
4) Shri Ilyas Azmi
Owner, Gulshan Medicare

5) Shri Mujeeb Beg
Management, Gulshan Medicare

The complainant Shri Shahid Husain failed to appear before the Disciplinary Committee; inspite of notice.  However, in the interest of justice, the Disciplinary Committee decided to determine the matter on merit.  
The Disciplinary Committee noted that as per the complaint Shri Shahid Husain the complainant had been working in Arabian drilling company, Saudi Arab for past 8 years i.e. since 2009 and drawing a salary of Rs.3,OO,OOO/- per month.  He visited India on vacations and the time period somehow got extended due to his personal obligations and in the meanwhile his visa expired.  Thereafter, he visited the visa stamping authority for a new visa. The visa stamping authority required a medical fitness certificate for issuing a new visa for which he was asked by Gamca Centre to visit M/s Gulshan Medicare, as they are the authorized medical centre for issuing medical fitness certificate for visa stamping.  They conducted a test in a very casual manner and issued a certificate hurriedly stating that he is medically unfit and he is suspected of having HIV positive. Thereafter, he was shocked and traumatized. The certificate declared him as medically unfit without abiding by the guidelines of NACO (National Aids Control Organization) and is invalid and illegal, as the guidelines state that if HIV reactive result is obtained, confirmation of HIV antibody status is done using two more antibody tests. If indicated HIV serostatus may be confirmed by repeating antibody test on fresh specimen or HIV-l Western blot (immunoblot) assay and HIV DNA detector, whereas in his case their report was based on only one test. The test was casually done and was not further repeated as according to NACO guidelines by any other method.  He went to other medical centres and hospitals for getting a second opinion. It is shocking that the results of all the other reports are negative. He got the examination done by NABL accredited testing laboratory, department of microbiology, National HIV Reference Laboratory, Room No 2103. 2nd Floor, Teaching Block, AIIMS, New Delhi; Apex Regional STD Centre and State Reference Laboratory for HIV, Safdarjung Hospital, New Delhi and ART Centre of A.I.I.M.S. Hospital, New Delhi and the reports declared him to be non-reactive for HIV antibodies.  He also got examined by the the SRL diagnostics, SRL Limited, Krrish Care pvt. Ltd. Capitol Tower (B-Block), I" Floor, Opp. Aakashwani Bhawan Circle, Fraser Road, Patna 800001, Bihar, India, by the advanced test of Western Blot which again declared him to be Non- reactive for HIV antibodies. It is further mentioned here that ART Centre of AIIMS Hospital carefully examined all the test reports and specifically and categorically observed that the report issued from Gamca Centre was not in accordance with the prescribed medical rules. The ART Centre observed and declared that "The patient is hereby declared non- reactive for HIV antibodies". The report of Assisted Reproductive Techniques Centre (ART Centre) of AIIMS Hospital, New Delhi strongly criticised report dated 06.06.2017 stating that the issue of false positivity using Abott Architect Combo p24 Ag +HIV Ab test is well known using a s/co cut off value of 1.0 or any value below 4.  It further stated that in this case the test should have been repeated with a cut off value of 6.6 as per the literature. On 12.06.2017·at about 4:00 pm, he visited M/s Gulshan Medicare alongwith reports issued from the aforementioned other medical centres but to the utter surprise their office did not even bother to look into the reports of the tests conducted by aforementioned centres. Rather, they misbehaved and asked him to leave the centre.  On inquiry, he came to know that they are having good influence with higher authorities and have been issuing false, frivolous and baseless reports not only to him but also to many other persons even without conducting proper tests prescribed by the NAC guidelines.  He has suffered a huge loss due to their aforesaid illegal, intentional and unlawful act. He was forced to travel from Bihar to Delhi for four times and stay at hotel. He suffered mental trauma which could have resulted into his committing suicide. He went into depression as the observation of HIV positive is still a, social stigma. He is a married person and has a family, commands great respect in the society.  The aforesaid M/s Gulshan Medicare has behaved in most unethical manner and has committed gross medical negligence and has caused immense pain and trauma. He earnestly and sincerely request the Delhi Medical Council to take stern action against the aforesaid erring medical centre for their gross negligent act and such medical centre be restrained from carrying such medical test in future and licence issued to them be cancelled.
Dr. Qamar Alam Irfan in his written statement averred that Gulshan Medicare Delhi follows the norms of GCC and is one of very few authorized Medical Centers to conduct the medical check-up for the person in India who applies for job in Gulf state.  The GCC norms for conducting the medical check-up is for the purpose of protecting the citizens of Gulf Countries from diseases and preventing the spread of infection and also to make sure that the expatriates are free from any contagious diseases.  They also wanted to make sure that the candidates are not exposed to any complications due to their medical unfitness for the work recruited. Any fraud, fake results or irregularity discovered by the GCC country are be subject to necessary action in accordance with the rules and regulations of the statute of expatriate labour program.  He is not treating doctors, they are only doing screening test as per the GCC requirement.  They are not handling patients where they should direct them for further evaluation.  They states that the complainant approached Gulshan Medicare at Delhi to conduct medical check-up on 06-06-2017 as 'per the norms of GCC.  Accordingly, the blood sample was collected and few other tests were conducted on Abbot Architect as per the norms and rules prescribed by GCC to enter Gulf countries.   The complainant was positive in HIV Screening test (HIV Combo).  They repeated same sample on the same day.  Then again they collected fresh sample and repeated on 13-06-2017 and found similar result. On the complainant’s insistence they sent the sample to their Mumbai Head office and that was tested on 15-06-2017 with similar result.  After, the complainant started harassing their staff in Delhi, they checked the complainant previous GCC record, the complainant had previously been tested at another GCC approved medical center Paramount Diagonostics Center in April 2017 and yet the complaint came to their centre in June and they suspected that the complainant was unfit due to the same reason as per GCC criteria.  They state there is no animosity between Gulshan Medicare and the complainant.  They had conducted the medical test and only after satisfying the negativity in the report, the same was conveyed to the Delhi Medical Council. Being the approved clinic of GCC, they cannot deviate from the norms prescribed by GCC and had to adhere to the norms of GCC in true letter and spirit. Further, as already pointed out they have no reason to give a false medical report to the complainant except for the true reason that the complainant’s reports were not suitable as per the norms of GCC Guidelines.  They are not required to be register by the Directorate of Health Services, Govt. of NCT of Delhi.  They affirm that medical check-up were done as per GCC norms and regulations and there was no negligence or deficiency in service of any kind on their part.  

Shri Asif Siddiqui, Admn., Gulshan Medicare stated that their lab is not NABL accredited.  He further stated that the HIV tests were conducted by the technician.  At the time of this incidence, Dr. Ambika was the pathologist who is presently in Dubai.  


Shri Kamal Ahmed, Lab Technician, Gulshan Medicare stated that he was the technician who did the test in this patient and Dr. Qamar Alam Irfan signed the report.  He further stated that all tests at Gulshan Medicare are usually done by him.  
On enquiry by the Disciplinary Committee Shri Kamal Ahmed stated that the validation of Architect plus i 1000 SR is only done once a year not six month.  He further stated that he has not participated in EQAS programme.  He also stated that the patient’s test was conducted on 6th June, 2017 and again on 14th June, 2017.  He also stated that in this case Abbott architect reagent was used. 
In view of the above, the Disciplinary Committee makes the following observations :-

1) It is observed that the complainant Shri Shahid Husain had been working in Saudi Arab and visited M/s Gulshan Medicare, as they are the authorized medical centre for issuing medical fitness certificate for visa stamping where he was declared medically unfit because of suspected of being HIV positive.  Subsequently, the complainant visited the various centres including A.I.IM.S. for the same test and they declared him to be non-reactive for HIV antibodies. 

2) Gulshan Medical centre is conducting a number of serological and other blood tests including HIV, but does not employ a part/Full time pathologist. The reports are also signed by Dr Qamar Alam Irfan who holds a MBBS degree.
3)  The tests are conducted by a Laboratory technician holding a diploma certificate in laboratory technology and his work is not being supervised by any other senior technical supervisor or Pathologist.

4) The centre is not participating in any External quality assurance   program (EQAS). No internal quality control is being followed and there are no log- books being maintained for day to day functioning of the machine.
5) The centre is also not following laid down mandatory  instructions for daily start- up of the machine as detailed in the instruction insert of the kit for quality assurance and hence the results cannot be guaranteed if there are any deviations from the instructions in the package insert. 
6) The kit “Abbot architect” is a screening test which itself mandates that all positive results should be subjected to further testing by confirmatory tests such as Western Blot/ LIA/ IFA, before declaring a HIV +ve result 
7) As per recommendation by NACO /WHO, a seropositive HIV result should be repeated on a new blood sample and tested by another screening test which is based on a different principle so that it is unlikely to give a false + result, before declaring seopositivity for HIV. 
8) The Validation certificate though available for the ELISA Reader was about to expire. It is suggested that Elisa readers be validated regularly at minimum 6 months interval. In this case the validation certificate was dated 8th August, 2016.  Recalibration has been done on 8th July, 2017 just after  the HIV test conducted on 6th June and 14th June, 2017.  
9) The cut-off value for the HIV + Test is set too low at >1 for serpositivity and as pointed out by the ART centre AIIMS that literature recommends higher cut-off values of >4 suggesting seropositivity for ‘Abbott Architect’ kit.   
In conclusion, it is reriterated that nobody should receive a HIV +ve result without all the following steps being taken:

A. Repeating the blood test on a fresh sample using a kit that works on a different principle. 
B. Confirmation by Western Blot (WB) /Line immunoassay (LIA)/ Immunofluorescent antibody test (IFA) 
In light of the observations made herein-above, the Disciplinary Committee holds that the Gulshan Medicare Lab is being run in a most unprofessional manner, in violation of well established guidelines laid down by NACO/WHO especially in regard to HIV tests.  
Dr. Qamar Alam Irfan being holder of only M.B.B.S. qualification is not qualified to conduct or certify specialised test like HIV, as was done in the present case (Dr. Qamar Alam Irfan certified the complaint as HIV+ve as per Gulshan Medicare report dated 6-6-17).  The wrong reporting of such test has serious ramification for the patient which the complainant unfortunately has to suffer in the present case, as his subsequent HIV test, as is borne out from O.P.D. No.10283228 dated 10.6.2017 of A.I.I.M.S. was declared non-reactive for HIV antibodies.
The Disciplinary Committee, therefore, recommends that name of Dr. Qamar Alam Irfan (Delhi Medical Council Registration No.DMC/R/11914) be removed from the State Medical Register of the Delhi Medical Council for a period of 90 days.  A copy of this Order be sent to the Directorate General of Health Services, Govt. of NCT of Delhi for taking necessary action against Gulshan Medicare Centre.  A copy of this Order be also sent to the Gulf Cooperation Council for information and necessary action.  
Complaint stands disposed
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(Dr. Vijay Kumar Malhotra)
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Expert Member,


 

Disciplinary Committee 

The Order of the Disciplinary Committee dated 5th December, 2017 was confirmed by the Delhi Medical Council in its meeting held on 12th January, 2018.  
The Council also confirmed the punishment of removal of name awarded to Dr. Qamar Alam Irfan (Delhi Medical Council Registration No.DMC/R/11914) by the Disciplinary Committee.  

The Council further observed that the Order directing the removal of name from the State Medical Register of Delhi Medical Council shall come into effect after 30 days from the date of the Order.  

The Order of the Disciplinary Committee stands modified to this extent and the modified Order is confirmed. 








          By the Order & in the name      







          of Delhi Medical Council 








                        
(Dr. Girish Tyagi)







                                       Secretary
Copy to :- 
1) Shri Shahid Husain r/o- Nawab Abbas Ali, Compound, Gujri Bazar, Patna City-800008, Bihar.

2) Dr. Qamar Alam Irfan, Through Director, Gulshan Medicare, G-2, South Extension, Part 2, New Delhi-110049.
3) Director, Gulshan Medicare, G-2, South Extension, Part 2, New Delhi-110049.

4) Secretary, Medical Council of India, Pocket-14, Phase-1, Sector-8, Dwarka, New Delhi-110077-for information & necessary action. 

5) Asst. Secretary, Medical Council of India, Pocket-14, Phase-1, Sector-8, Dwarka, New Delhi-110077-w.r.t. letter No.MCI-211(2)(Gen.)/2017-Ethics./ 27064 dated 26.07.2017-for information. 
6) Director General of Health Services, Govt. of NCT of Delhi, Swasthya Sewa Nideshalaya Bhawan, F-17, Karkardooma, Delhi-110032-for information & necessary action. 

7) Gulf Cooperation Council (e-mail Site@gccsg.org)-for information & necessary action. 








            (Dr. Girish Tyagi)                                                                      Secretary
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