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Minutes of Ethics Committee for Research on Human Subjects held on 11th
September 2015 at 11. 00 am at MGMIHS Conference Hall, and 3rd Floor.

‘ Follevﬁix_ig"-merribers' hadgp'arfiei-peited' -i_r_l"the 'meeting. '

. Dr. Alaka Deshpande Chairperson:
: Dr. Savita Sahani ;  Member Secretary
" Dr.JCSharma Member '
Dr. Pralxash Doke J/ - Member
Dr. Shirish Joshi . Member.
Dr. Raman PYadav = Member
Dr. Ipsceta Ray - o Member
Shri L V Patil - - - Member

ShriEAi?atil__ ... Member

Dr. Alaka Deshpande had chalred the meetmg The foilowmg pm]ects were
| rev1ewed and recommendatlons made IR / : : :

1. Project entitled “A Randomlzed Double Bhnd ‘Placebo-Controlled,
Comparative, I’rospectlve, Multicentre Trlal to Access Efficacy and =~ .
'Safety ‘of Apremllast Tablets in Subjects with Moderate to Severe -
e : Plague Psoriasis who are candidates for Phototherapy or Systemlu.'. :
' {, S . Therapy”. Investigator from MGMIHS ‘Dr. Hemangi Jerajani, Head
- - Department of De1matology :

The above project was not discussed as ‘per’ Jetter received from

- Principal Investlgater mentmmng that the submitted protocol was
.expected to have ma]{)r revision and rev1sed protocol will be subrmtted_- ’
once it'was available. ‘ TR

9, Project entiﬂed_ “Evaluation of Safety and Eff_ic::ilc_y of ‘_Hydroxych_l_ero-_
‘quine Sulfate as an Adjunct to Diet and Exercise to Improve Glycemic | -'
Control in Type 2 Diabetes Patients Uncontroiled 0’1f1'Su1for_1y1urea and :




Metformin Co'mbinati'on”. Investigator from MGMIHS: Dr. Vandana

Dand_ekar,'Assi_sfant Professor, Department of Medicine.

The above mentioned project was discussed at lengtll The members

s o ‘were - concerned about late ocular toxicity of hydroxlchloroqume as the
drug may remain in body for longer duration after discontinuation of -
treatment. The committee recommended to follow up the cases for

~ocular toxicity for 12 months after discontinuation of therapy. Project
has approved by the Ethics Committee Subject to approval of use of
hydroxychloroquine’ sulfate to ‘improve glycemic control in Type 2

' dlabetes patients by Drug Controller Generdl of Indla

3. Protocol entltled ”Impact of Radlatrons from Cell Phone Towers and
Cell'Phone Use on Health of PregnantW__omen, Neonates and Infants: A
‘Multidisciplinary Collaborative Effort”. Principle Investigator: Dr.
Manlnder Singh Setia, Ep1demlologlst "

The above mentioned pro]ect was dzscussed in detail and was approved
by the Ethlcs Commlttee ‘

/.

4. Pro;ect entl’tled “Non-Invasive TB Triage & Patients Mapping Platform
Using Breath Via Low-Cost Titanium Dioxide Nanotube Sensor”.
Investigator from MGMIHS: Dr. Samlr Pachpute, Assistant Professor,

_ Department of Microbiology '

The project was discussed i in detarl It is.a simple non-invasive breath
test to be validated for screening of pulmonary tuberculosis. The study

does' not interfere in the National - protocol of TB diagnosis or -

- management. The statistical details and translation of consent form in
regional Ianguages may be subsequently submltted

The project was approved by the Ethics Comr_mttee.
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