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Fw: SEEKING YOUR HELP - DEATH OF MY WIFE FROM SUB-STANDARD DRUG -
NEXUS BETWEEN PHARMA COMPANY AND DOCTORS/HOSPITALS

Attachments :

CONSUMER COURT ORDER

CIPLA SUB-STANDARD DRUG EXPOSE (3)
QUESTIONNAIRE CIPLA

EVIDENCE DOCUMENTS 1

EVIDENCE DOCUMENTS 2

CORRUPTION IN FDA PROOF

Fro'm:_" Umeshchandra Barkur

Sent: Thursday, October 31, 2019 10:42 AM

To: lokayukta@maharashtra gov m <Iokayukta@maharashtra gov.in>;
upalokayukta@maharashtra gov.in <upalokayukta@maharashtra gov.in>;
arl. lokayukta@maharashtra -gov. in <arl. lokayukta@maharashtra gov. m>;_ :
ar2. tokayukta@maharashtra gov m <ar2 !okayukta@maharashtra gov. m>;
ar3 lokayukta@maharashtra gov.in <ar3 iokayukta@maharashtra gov.in>;
ar4. Iokayukta@maharashtra gov.in <ar4. lokayukta@maharashtra gov.in>

Subject: SEEKING YOUR HELP - DEATH OF MY WiFE FROM SUB~STANDARD DRUG -
_NEXUS BETWEEN PHARMA COMPANY AND DOCTORS/HOSP!TALS

L H__Q_n'bie, Respected Sirs,

Pl Lam not sure if i am fo’llowing the protocol.

o have no optron but to try various authorities as l have been seekmg Justice since
e _more than five years.

ThlS letter is bas:cal!y a request to look into nexus between FDA authorities with
_.pharma companies and doctors/hospitals. Please request FDA Maharashtra
Sag 'Commtssmner to take action against doctors/hospitals in illegal sale of drug

'Rokfos in nexus with Cipla Limited causing death of my wife.

i Maharashtra State Commlsszon (Consumer Court) Order in Civil case for
medncal neghgence and defamency in services has held doctors and two hospstals
"Gmity" in causmg death of my wife. False death certtficate gwen by Juplter
Hospital is also proved by the order of the court.

2. Also, please refer to file attached on open d;splay of corruption in FDA
Maharashtra, Mumba: itis shocking that FDA, Maharashtra Comm:ssroner is in
support of this broad daylight death. It is more than five years now.

3. I am constrained to send full details of the case along with evidence
»documents
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4. Are multinational pharma company, Cipla Limited and Multi-speciality hospitals

above the law of the land ?

Please find attached the following :

1) Order from Consumer Court holding the doctors and hospitals Guilty in causing
death of my wife. The Consumer Court has held that cause of death was Aplastic .

Anaemia. However Jupiter Hospttal has given cause of death as Septic Shock with
Multi-organ Failure (Page 71 of evidence documents No.l). Death Summary also

does not mention Aplastic Anaemia (Page 73 of evidence documents).

2) Expose - Nexus between Cipla and doctors/hospitals.

3) Questionnaire to Cipla. )

4) Scanned copies of evidence documents in two pdf files. You have to just scroll

down to the page number in the questaonna:re to Cipla lexted

5) File on Corruption in FDA, Maharashtra, Mumbai exposed.

Explanat:on by Ctpla Limtted to FDA~Goa Director was sent to me (pages 116-127
of evsdence documents)

» Cipla's correspondence wnth me is reproduced under (pages 107-112).

. My repeated appeats to Cvpla Drugs Safety, Product queries, Global CEO and M.D.
~are reproduced under pages 139—160

The fo!lowmg pomts need to be answered by Capla

)As per Ctpla they had recelved mformatlon from treatmg physician on 7th

August 2014 -and they had comphed with all statutory procedures. That they had

xmmed!ately informed the appropriate licensing authorlty of the adverse event.

| Appllcable provisions of Schedule M of Drugs and Cosmetics Rules relates to

“ reporting to the licensing authority which the company has complied with in
“having informed the DCGI (the appropriate hcensmg authority) the
'Pharmacov:g!lance Program of India and later FDA, Goa. (Pages 109-111
'hlghhghted pomons)

2) As per Cipla explanatlon to FDA Goa Darector (page 116) they were unaware
that "Reports of serious adverse drug reacttons resultmg from the use of a drug
along with comments and documents shall be fOt‘thWith reported to the
concerned hcensmg authority". ' 7

3) On the on_e-hand Cipla is feigning ignorance of the laws and rules and on the
other hand they say that they have complied with all statutory procedures and
reported to three authorities.

4) Page 106 is letter from FDA-Goa that Cipla had not reported the ADRs. That no
drugs were recalled.
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5) Page 113 is letter from Pharmacovigilance Commission that Cipla had not
reported the ADRs..

6) Pages 114-115 is letter from DCGI office asking for investigation into the nexus
]from Chalrman, Medical Council of Indna, FDA Maharashtra Commissioner and
Dsrector Heatth Services, Govt. of Maharashtra.

7) Pages.92,,93 gives Protocol to be followed in case of serious ADRs received by
me from DGHS which revealed the mystery behind the silence by Cipla to my
repeated appeals to investigate drug Rokfos in the interest of medical science.

8) The physician who had certified my wife as fit for surgery (Page 132) had said
that she was pre-morbidly healthy, no known allergies, no addictions, no major
iliness in the past.

9) In contrast, Cipla projected my wife as bemg paralytic in one arm, having spinal
tuberculosis, bone tuberculosis, arthralgla (Pages 118, 119). All of this was stated
without a shred of evidence.

10) Cipla also deceived FDA-Goa Dlrector that my w;fe had received one shot of
steroud for tuberculos&s (page 119) The unknown stero:d given on an unknown
date could also be the cause of Aplastic Anaemia (page 121). Cipla's falsehood is
alarming. Cipla invented steroid treatment for tuberculosas and linked imaginary
diseases just to deceive FDA-Goa Director that Rokfos was not the cause of death.

11) Page 191 is Cipla's last letter to me. Please read last line where it says that
they will compiy with the directions of the authorities as and when received. Is
thts acceptance of guzlt ?

' 12) Pages 192 to 202 is correspondence with DCGI/CDSCO/PGCELL. They had
asked for my feedback on resolution of the grievance. What does this indicate ?

13) Pages”1'79” 203-204 is from FDA Goa Director. She had refused to take action

~ afteriproved to her that Cipla's explanation was totally false. She put the onus on
: DCGI

,'1,4) After the Consumer Court order in May 2019, implicating Cipla drug Rokfos
for causing death of my wife, they are now trying to dilute serious criminal
charges of manufacturing sub-standard drug rokfos. That there were no adverse
remarks as to quality of the drug batch.

i-have responded by saying that i had repeatedly appealed to Cipla Drugs Safety
and others to investigate in the interest of medxcal science as this drug is used by
millions across the world by cancer pat:ents C!p!a dnd not investigate, did not
recall the drug (mandatorily required as per Sch'M' of Drugs and Cosmetics Rules)
and did not report to drug control autharities for obvious reasons. After 4 years
gave false statements in their defense. :

These statements cannot be retracted now as they are on record.

Hence Cipla could not respond to the journalists’ and editor's questionnaire.
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Criminal complaint with Mumbai Police under section 304(1) of the IPC (culpable
hom;mde) is yet to be adjudicated. The Dean of Sir J.J. Group of Hospitals had
appamted a panel of three doctors to give their report within a week (Pages 206~
-209) They must have done so, but the Police have yet to get the charges from the
‘Director, Health Services, Public Health Department, Government of
Maharashtra. It is more than a year now.

Full evidence is before FDA-Maharashtra, Mumbai, CDSCO under DCG(l), FDA-Goa
Director (the drug was manufactured in Goa), and Mumbai Police/Director Health
Services, Public Health Department, Govt. of Maharashtra.

It is FDA, Maharashtra who has to take action. How can FDA-Goa take action
against Mumbai doctors selling drugs illegally causing death of my wife ?

| request all concerned to do whatever is needed to punish the guilty. Please
advise me the best course of action.

It was an unnatural, untimely and merciless death in pursuit. of unethical
monetary rewards and to get fllthy nch even at the cost of peop!e s lives.

| Tha'nki‘ngiyou,
| " Yours Sincerely
Umeshchandra Barkur
) A-15; Neeta Apartments, Chaphekar Bandhu Marg,
~ Mulund (E), Mumbai 400081
 cell:9820117923



