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Antineoplastin/cancer/clinicaltrial, No. A.S.T. 737 of 1999/S

Date: 15thJuly, 1999

To,
Prof Asru K Sinha, D Sc.
Director

Sinha Institute of Medical Science and Technology
288 Kendua Main Road, Baisnabghata, Patuli, Kolkata-700084

Subject: Approval for the use of antineoplastin in human beings with different types of

cancers (Antineoplastin/cancer/ctinicaltrial, No. A.S.T. 737 of 1999/S )

Dear Prof Sinha,

As the leading member of the investigation committee involving the study of your discovery of

antineoplastin as a research material, each member approved that:

1. Antineoplastin is not a "drug" but an anti-cancer research material. And as such, you may

use this research material only as a dermal patch on the skin of the volunteers with cancers

only. This antineoplastin cannot be used by any other means including oral, or through

injecting the material in the system and you must not use any anti-cancer drugs along with

your antineoplastin therapy without our prior approval.

2. The volunteers who will participate in the study must be adults over the age 18.No

mentally retarded, prisoner or pregnant women may participate without our consent. All

volunteers participating in the study must obtain a magisterial affidavit (judicial), but not

notarized affidavit, in the court of law being witnessed by a family member and advised by
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a legal counselor regarding the appropriateness of the person to be a volunteer in the stud~

A copy of the judicial affidavit that you must follow is attached herewith for your

convenience. Under any condition/s, you must not stay away ITomthese conditions as

described above.

3. If the participant is already under some care of a physician, you must obtain the ~~nsentof

the attending physician before you obtain judicial permission ITomthe court of la~ Allthe

participants should be routinely asked to get the reports of their complete blood pIcture and

liver function test.

4. Participants will not be compensated for participation in the study and you are also not

allowed to impose any charge for delivering your antineoplastin. You must follow GMP as

stipulated by the Indian Medical Association and American Medical Association, i.e., you

are not permitted to ask for excessive price that cannot be legall} approved for public

consumption.

5. Should any patient/participant get unwell due to their involvement in the study, you will

have the legal/medical obligation to take care of the person.

6. Please note that, we have approved the use of this anti-cancer research material (sodium

nitroprusside) in human beings because it has already been approved by the FDA to be used

for malignant hypertension. The FDA law stipulates that any medicine already in use to

treat a condition can be used in any other condition without further approval ITomthe FDA.

This approval is based on the safety of the therapy and not the efficacy of the treatment..
7. The committee has the right to inspect the progress and problems of your investigation

involving the use of this research material which can be revoked, if necessary, within 24h.

8. All the experiments involving animals must follow safety and care with human kindness.

All the animals must be housed in well-lighted and clean animal facility and treated

humanely to minimize pain. Ifrequired, an activist of the Animal Rights Group may be

present during the experiments to monitor the treatment of the animals. The animals must

be routinely checked by a certified veterinarian to be ITeeITomany disease for their use in

the study. The termination of the study strictly requires that the animals must be sacrificed

with minimum pain as possible preferably by euthanasia using a C02 chamber.

Approved by the members ofIRB, SIMST:

I) (Honorary Chairman ofIRB) ~t!1...~ (Of/~1-/qi.f
Dr. Udayan Ray MD. PhD., Royal ~bart HMpital, University of Tasmania, Australia
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4) Mr. SoumenMaiti L.L.B (Calcutta High Court)

5) Mr. Chttaranjan Kundu (Newspaper Editor) ~ (~, ":f.. q ~

6) Dr. Gopal Majumder, PhD. Scientist-G, Indian Institute 0f,C~emical Biology, Kolkata,
India. q~~ J'"5:7.~..9

7) Prof Rabindra Bhattacharya, DNB Med; OM CARD; DNB CARD, Prof & Head. Dept of

Cardiology, Calcutta Medical College, Kolkata, India. dt2 t ... I J ~ ., _ .. __ I 5".~ -1.1
8) Dr. Gorachand Bhattacharya M.D., Prof & Head, Dept of Biochemistry, Calcutta National

MedicalCollege,Kolkata,India. Gv>~~A ~\4~(9v ,r.1,~
9) Dr. Sahana Majumder PhD. Assistant Professor, Dept of Physiology, Rammohan College,

Universityof Calcutta ~ ~ ,)/09-/Q1
10)Dr. Gausal A. Khan, PhD. Scientist, Dept of Physiology, DIPAS, Delhi, India~ /J.~

,C 1~/'1-IVf

11)Mr. Rudraj Ghosh. Businessman. Shillong. Meghalaya.1ndia. ~ukift<Jtf.. /1~H
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