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GTRI Number

Last Modified On

Post Graduate Thesis

Type of Trial

Type of Study

Study Design

Public Title of StudY

Scientific Title of
Study

Secondary lDs if AnY

Details of Principal
!nvestigator or overall
Trial Coordinator
(multi-center studY)

Details Contact
Person (Scientific
Query)

Details Contact
Person (Public Query)

A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra

400604, lndia.

C-fRUZOtOlOl/006515 [Registered on 1210112016] - Trial Registered Prospectively

1510212016

No

lnterventional

Drug

Randomized, Parallel Group, Active Controlled Trial

n Co;y1prrutiue Clinical trial to evaluate the Safety and Clinical Equivalence of Clotrimazole

TrocheTlozenges USP, 1omg (Unique Pharmaceutical Laboratories, lndia) with Clotrimazole

Troche 1gmg (Roxane Laboratories lnc., USA) in subjects with Oropharyngeal Candidiasis.

? Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical Trial to evaluate

the Safety and Clinical Equivalence of Generic Clotrimazole Troche/Lozenges USP, 1Omg (Unique

Pharmaceutical Laboratories, lndia) to Clotrimazole Troche/Lozenges @ 10mg (Roxane

Laboratories lnc., USA) in subjects with Oropharyngeal Candidiasis ".

TPC-CLT-O02 Protocol Number

Neelam Centre, B wing, 4th Floor, Hind Cycle road, Worli' Mgmbai

400030,lndia

Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra

AHARASHTRA

1;#F,'
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Details of-PrinciPal

Details' Contact,,Person
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ndia

Phone )2225816800

Fax

Email reeta@thinqcro.com

Source of Monetary or
Material Support

Primary Sponsor

Details of Secondary
Sponsor

Gountries of
Recruitment

Sites of Study

> THINQ Pharma-CRO Ltd., A30, Road No. 10, MIDC, Wagle Estate, Thane, Maharashtra 400604,
lndia.

Dr Savita Lasrado Father Muller Medical
College Hospital

Department Of ENT
OPD No.41 Father
Muller Road,
Kankanady,
Mangalore-575002,
Karnataka, lndia
Dakshina Kannada
KARNATAKA

91 -9945361 81 I

savita_menezes@yaho
o.com

Dr Kalpana Dasgupta Government Medical
Colllege Nagpur

HOD Department of
ENT 1st floor,
Government Medical
College Near Hanuman
Nagar Nagpur- 440009.
Nagpur
MAHARASHTRA

91-9822229496

drkalpanadasgupta@g
mail.com

Dr Geeta Joshi Gujrat Cancer
Research lnstitute

Pain and pediatric 'lst
floor Room 1021103
Gujrat Cancer
Research lnstitute Civil
Hospital Campus, Asar
wa,Ahmedabad-380
016.Gujarat, INDIA
Ahmadabad
GUJARAT

91-9824075707

dr. geetajoshi@gmail.co
m

Dr Shehnaz Kanthariya Kailash cancer hospital
and research center

Department of ENT
Ground floor Muni Seva
Ashram Campus,
Waghodia Road,
Vadodara - 390025
Vadodara
GUJARAT

91-953751 1001

shehnazkantharia@gm
ail.com

Dr Hanumanth Prasad institute of
science

Department of ENT
Ground floor Room No.
18 Mandya institute of
medical science

1 -991 6856058

Source of.Monetary or Material

F-.rirnhry Sponsor Details

Centre, B wing,4th Floor, Hind Cycle road, Worli, Mumbai
lndia



l.'i i,t.. :. ;llj,'.i ',: ltt :,j:,1!.:, :ii':ili,
NATIONAL I$STITUTE OT MEDICAL STATISIIC5
(rftDrail cosil(tL ol HtDrcAl al,sEAlaR,

REF/2015/10/010001
CTRI Website URL - http://ctri.nic.in

Bangalore - Mysore
Road, Mandya,
Karnataka 571401
Bangalore
KARNATAKA

Dr Anoop Raj Maulana Azad Medical
College

ENT Department 6th
floor 122, Maulana
Azad Medical College
B.L. Taneja Block, Delhi
Gate, Bahadur Shah
Zafar Marg, New Delhi-
1 10002
New Delhi
DELHI

91-9968604231

Cr.anoopraj@gmail.com

Dr Vimal Batra Medical College Baroda
& S.S.G Hospital

Department of
Radiotherapy Ground
floor Medical College
Baroda & S.S.G
Hospital Jail Road,
Raopura, Vadodara -
39000'1,
Vadodara
GUJARAT

91-9825350509

vimalbatra@rediffmail.c
om

DrBLNPrasad Rajiv Gandhi lnstitute of
Medical Science and
RIMS Government
General Hospital

Department of medicine
'1st floor Room No. 13
Rajiv Gandhi lnstitute of
Medical Science and
RIMS Government
General Hospital Hudco
Colony, Balaga,
Srikakulam, Andhra
Pradesh 532001
Srikakulam ANDHRA
PRADESH
Srikakulam
ANDHRA PRADESH

91-9848211931

amcmedicine@hotmail.
com

Dr Dhrubajyoti
Mukhopadhyay

Saroj Gupta Cancer
Centre & Research
lnstitute

Department Of ENT
Ground floor Room No.
103 Saroj Gupta
Cancer Centre &
Research lnstitute
Mahatma Gandhi road,
Thakur pukur kolkata
700063
Kolkata
WEST BENGAL

91-9831 142992

researchccwhri@gmail.
com

Dr Ashish Chikhale Shree hospital and
critical care centre

Department of ENT
Ground floor Room No.
12 Shree hospital and
critical care centre 799,
Om Nagar, Opp
Tajshree Building,
Mirchi Bazar,
Sakkardara Sq, Nagpur
- 44009
Nagpur
MAHARASHTRA

91-9850853253

shreehospitalcriticalcar
e@gmail.com

Dr Mohan Jagade JJ group of Hospital
i Grant Government
dical Colleqe

repartment of
,NT,Main Building,3rd
loor Sir JJ group of .c

-9323593627
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and Grant
Medical

College Byculla
Mumbai 400008
Mumbai
MAHARASHTRA

-9823288672

.dgadwanil @gmail.c

Denial Department
Ground floor 52 B

Surgical Cancer
Eknath Puram

Road, Shankar Nagar,
vATl-444605

Amravati
MAHARASHTRA

Sujan Surgical Cancer
Hospital & Amravati
cancer foundation,
Amravati

Dr Dwarakadas Adwani

1-9820506232
Services 12th

Tata Memorial

Hospital Dr.E Borges
Road Parel Mumbai
400012lndia
Mumbai

'ata Memorial HosPitalDr Devendra Chaukar

Details of Ethics
Committee

Amravati Ethics
Committee

Approved 2811212015 No

Ethics Committee, Rajiv

Gandhi lnstitute of
Medical Sciences &
RIMS Government
General Hospital

Approved 0510112016

Ethics
Committee,MlMS,
Mandya

Approved 25t0112016 No

Fr muller Medical
College,
hospital.,Human Ethics

Committee

Submittted/Under
Review

No Date Specified No

GCRI/GCS Ethics
committee

Approved 0211212015 No

Grant Government
Medical College & Sir J

J Group of HosPital,

Submittted/Under
Review

No Date Specified No

IEC I and IEC ll Submittted/Under
Review

No Date Specified No

lnstitutional Ethic
Committee for Human

Research,medical
college Baroda

Submittted/Under
Review

No Date Specified No

lnstitutional Ethics

Committee Government
Medical College,

Submittted/Under
Review

No Date Specified No

lnstitutional Ethics

Committee MAMC

Submittted/Under
Review

No Date SPecified No

lnstitutional Ethics
(lnmmittoe Sir Ganoa

Submittted/Under
Review

Date Specified

{ame-of Csmmittee Approval Status ,L
Date'of *p val ls lndependent E!iliP.,s

Committee? 
-:i 

.rir:r]r,

\o
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Ram Hospital

lnstitutional Ethics
Committee,Saroj Gupta
Cancer Centre &
Research lnstitute

Submittted/Under
Review

No Date Specified No

Kailash Cancer &
Medical Centre
lnstitutional Ethics
Committee

Submittted/Under
Review

No Date Specified No

Shree Hospital Ethics
Committee.

Approved 30101t2016 No

Regulatory Clearance
Status from DCGI

Health Condition /
Problems Studied

lntervention /
Comparator Agent

lnclusion Criteria

Exclusion Criteria

1. Female subjects who are pregnant, lactating or planning to
become pregnant during the study period.

2. Subjects diagnosed with disseminated candidiasis or requiring
systemic antifungal therapy.
3. Subjects diagnosed with hairy leukoplakia,
4. Presence of only perioral lesions, e.9., angular chelitis.
5. History of intolerance or sensitivity to clotrimazole (or other
imidazole or azole compounds) or any constituent of Roxane @ or
the generic Clotrimazole Troche/ Lozenges or unable to tolerate oral
medication.
6. Subjects having history of resistance to treatment with

clotrimazole.
7. Subjects who have received any oral or systemic antifungal
therapy within fourteen (14) days prior to randomization.

1Omg troche 5 times a day for
14 consecutive days

Clotrimazole troche/ lozenges
USP, 10 mg (Unique
Pharmaceutical Laboratories .

lndia)

1Omg troche 5 times a day for
14 consecutive days1 Omg (Roxane Laboratories

18.00 Yea(s)

1. Presence of specific signs and symptoms of Oropharyngeal
Candidiasis, including erythematous areas, white patches(thrush),
mouth pain, irritation, burning, glossitis, altered taste, pruritis,

2. Clinical examination of oropharynx consistent with a diagnosis of
oral candidiasis (such as creamy, white, curd-like patches of

or erythematous lesions on mucosal surfaces).
3. Confirmation of Candidiasis by findings on direct microscopic

(potassium hydroxide smear) consistent with Candida
species or positive fungal culture for Candida species, with culture

ined in the 2 days preceding initiation of therapy with the study

Subjects who are able and willing to give lnformed Consent.
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Subjects who have received any investigational therapy within 30
prior to randomization.

Subjects who have been diagnosed with any concomitant
condition that, in the opinion of the investigator, could interfere with
the evaluation of efficacy or safety, or would make it unlikely that the
subject would complete the study.
'10. Subjects who have been treated with protease inhibitors for the
first time within 30 days.
1'l . Subjects who have been taking medications known to have
significant interaction with azoles (e.9., antacids, H2-receptor
blockers, rifampin, phenytoin, carbamazepine, astemizole).
12. Subjects who have a history of candidal prophylaxis with any
azole antifungal medication.
13. Any subject with recurrent Oropharyngeal Candidiasis.
14. Any subject who is chronically infected with Candida.
15. Any subject with baseline liver function tests greater than 3 times
the upper limit of normal (ULN).
16. CD4 cell count less than 200 cells/mm3. 17. Absolute neutrophil

less than 500/mm3.
18. Subject with history of Type ll Diabetes Mellitus with Uncontrolled

Sugar levels. (1,e. Random Blood Sugar level > 350).
19. Suspected inability (or) unwillingness to comply with the study

Method of Generating
Random Sequence

Method of
Concealment

Blinding/Masking

Primary Outcome

Secondary Outcome

Target Sample Size

Phase of Trial

Date of First
Enrollment (!ndia)

Date of First
Enrollment (Global)

Estimated Duration of
Trial

Recruitment Status of
Trial(Global)

Recruitment Status of
Trial(lndia)

Publication Details

Brief Summary

Computer generated randomization

Pre-numbered or coded identical Containers

and lnvestigator Blinded

Clinical cure i.e., complete resolution of all signs
and symptoms of Oropharyngeal Candidiasis

Mycological cure (negative culture and negative lDay 15-17
KOH for Candida species) |

Total Sample Size=360
Sample Size from lndia=360

Phase 3

0110212016

No Date Specified

Years=0
Months=4
Days=0

Not Applicable

\ot Yet Recruiting

NIL

Study Title:- A Multi-Centreo Randomized, Double
to evaluate the Safety and Clinical Equivalence of (

(Unique Pharmaceutical Laboratories, India) to
Laboratories Inc., USA) in subjects with Oropharyn

Study Rationale: - Oropharyngeal Candidiasis is a :

on the mucous memtrranes of the mouth. Clotrimal

Blind, Parallel-Group, Comparative Clinical Trial
Generic Clotrimazole Trochellozenges USP, 10mg
Clotrimazole Troche/Lozenges @ 10mg (Roxane
geal Candidiasis

mycosis (yeasUfungal infection) of Candida species

zole is a broad-spectrum antifungal agent which is
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fungistatic and fungicidal and has not shown any serious adverse events. Topical drugs show increased

bioavailability. By administration ofa topical alternative, the affected area can be treated directly in a
manner which greatly minimizes the adverse effects associated with oral medications. Hence, topical
alternative minimizes the adverse events. Clotrimazole troche persists in the saliva at sufficient
concentration for around 3 hours. This long term persistence ofdrug in saliva appears to be related to

the slow release of clotrimazole from the oral mucosa to which the drug is apparently bound. Also,
given as a troche, it may be the best choice nowadays owing to its high clinical success rate, safety, cost

effectiveness, and high subject acceptability.

Primary Objective is to evaluate the clinical cure i.e. complete resolution of all signs and symptoms of
aryngeal Candidiasis, T days after the end of the therapy, @ay 2f(+4)), which wiII be assessed

the Murray scale. According to the Murray Scale, lesion score 0 (0:none, l=single, localized,
localized, 3:extensive, confluent) and symptom score 0 (0:absent, l=mild, 2=moderate,

vere) will be considered as clinical cure

Objective is to assess the mycological cure (negative culture and negative KOH for Candida
and complete resolution of all signs and symptoms of Oropharyngeal Candidiasis at Day

ls(+2).

Size: - 360 randomized, completed subjects in order to achieve at least 250 per-protocol (PP)

subjects.

Design: - A Multi-Centre, Randomized, Double Blind, Parallel-Group, Comparative Clinical
l. The subjects would be assigned to test product and reference product in the ratio of 1:1,

Arm A: Test Product: Clotrimazole troche/ lozenges USP, l0 mg (Unique Pharmaceutical

Laboratories, India)

Arm B: Reference Product: Clotrimazole Troche/ Lozenges USP, 10 mg (Roxane Laboratories Inc.,

usA)

Duration of the Clinical Trial:- Total duration of the study will be approximately 5 months. After
Randomization, the treatment rvill be tbr 14 consecutive days, and lbllow-up will be conducted on Day

'+2), Day 15(+2) and Day 2l(!4).

Statistical analysis: - Continuous data will be described using Mean, Standard Deviation, Median,

Minimum and Maximum values. Categorical data will be described using counts and percentages. P

value less than 0.05 will be considered as statistically significant.

The Per-Protocol population (PP) will include all randomized subjects who met all inclusion/exclusion

criteria, had a positive baseline Candida culture, complied with minimum treatment course, returned
to study site for primary end point assessment visit (Day 2l (+ 4)) or discontinued from the study as

treatment failure and did not have any protocol violations. This PP population will be used for efficacy

analysis.

Efficacy: The efficacy evaluation will be calculated based on the primary and secondary endpoints of
the study.

Safety: Safety will be evaluated by assessing laboratory parameters on visit 1 and visit 5 which includes

(CBC, BSL (R), Blood urea and Serum creatinine) & LFT [T.Bil, ALKP, SGPT & SGOT]. Vital signs

will be measured at all visits and will be used for safety assessment. Safety parameters will also be

assessed by adverse event monitoring throughout the study.
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CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001

Phone : 9845677507

INSTITUTIONAL ETHICS COMMITTEE
Road, Kankanady, Mangalore - 575 002

Karnataka' India 
Ter : 2238399
e-mail: frmulleriec@gmail.com

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsl l@gmail.com

MULLER
Father Muller

Ref' No' rtvt'titc7 nwt rB].]/'28g3 / 2076

To,
Dr. Ramesh Bhat M
Principai Investigator
Prof and HOD, Department Of Dermatology r,
Father lvtuller Meducal College Hospiial
(Unit of Father Muller Charitable Institutions)
Father Niuller Road, Kankanady,
Mangalcre - 575002, india.

Study Protocol No: 605-12

Date : .............03:0 S:28t6.

Protocol Title: A ioublc blind, Randcmized, placetr,', controlled, parallel grouF, prospective
Multicentre clinical trial for- +valuation of efticacy and safety of fixed dose courbination of
Minoxidil (5 %) + Finasteride (0.f %) Liquitl solution in comparison with Minoxidii i5%) i,ipid
solution and Finasteride (0.7%) lipii sclution in adult male patients wrth Arr.-ilogenetic

aiopecia,,

Subject: Ethies Comrriittee App.roval of the Essential documents for thc above r:nenfioned

Ciinical trial.

Dear Dr. Ramesh Bhat,

Tire Father Muller Institutional Ethics Commit-tec, Father Muller Medical College reviewti-l
and discussed your application to conduct the clirricai i"rial605-72 entitle,j "A doubie blind,
Randomized, placebo controlled, parallel group, prospective Multicentre clinicai triai fcr
evaluation of efficacv and safety of fixed dose combination of Minoxicil (5 7") + Finastericie'
(0.1,%) Liquid solution in comparison r,vith Minoxidil (5%) Lipid st,Irrtion and Finasterici:
(0.1%) lipid solution in adult male patients with Androgenetic alopecia"on 16.04.2076.



The following documents are:

Sr.
No. Document Version No. &

Date No. of Copies

01. Study Protocol 02 Dated 31Jul
2075 01

02 DCGI Acknowledgement copy Dated 77-Dec-\5
01

03 Investigator's Brochure 01 Dated 4 Feb-
15

01

04 Informed Consent Document in English 02 Dated L Sep
2075 01

05
Informed Consent Document in Hindi t 

""rt"t"don 27-Nov-15 02 Dated l Sep
2075 01

06
Back translation of Informed Consent Document in
English from Hindi on 28-Nov-15

02 Dated l Sep
2075 01

07
Informed Consent Document in Kannada
translated on 07-Dec-15

02 Dated l Sep
201.5

01

OB

bacK translaflon of Informed Consent Document in
English from Kannada on 7-Dec-75

02 Dated l Sep
201.5

01

09
rnlormecl Lonsent Document in Malayalam
translated on 28-Nov-15 02 Dated l Sep

2075 01

10
DacK translatron of Informed Consent Document in
English from Malayalam on 28.Nov-15

02 Dated l Sep
2075 01

11

Translation certificates and Back Transiation
certificates of Informed Consent Document from
English to Hindi, Hindi to English, English to
Kannada, Kannada to English, Engish to
Malayalam & Malayalam to English

Patient Diary Card in English

01

72 01 Dated 9 Nov
2075 01

13
Patient Diary Card in Hindi translated 

"" 2ZJ\.*
1tr

01 Dated 9 Nov
2015 01

74
Back translation of Patient Diary Cara i., n,gtistl
from Hindi on 28-Nov-15

01 Dated 9 Nov
2075 01

15
l-auent Dtary Card in Kannada translated on 0Z_
Dec-15

01 Dated 9 Nov
2075 01

76
DacK translatron ot l,atient Diary Card in English
from Kannada on 07-Dec-15

01 Dated 9 Nov
2075 01

77
raflent DLary Card in Malayaiam translated on 2g_
Nov-15

01 Dated 9 Nov
2075 01

18
bacK rranslatlon of patient Diary Card in English
fr.rr Malayalam on 2B-Nov-15

01 Dated 9 Nov
2075 01



Sr.
No. Document Version No. &

Date' No. of Copies

79

Transiation and Back Translation certificates of
Patient Diary Card: English to Hindi, Hindi to
English, English to Kannada, Kannada to English,
English to Valayalam & Malayalam to English

01

20 Subject Self Assessment Score in English 01 Dated 9 Nov
2075 01

27
Subject Self Assessment Score in Hindi translated
on 27-Nov-15

01 Dated 9 Nov
2075

01

22
Back translation of Subject Self Assessment Score in
English from Hindi on 2B-Nov-15

01 Dated 9 Nov
201.5

01

ZJ
Subject Self Assessment Score in Kannada
translated on 07-Dec-15

01 Dated 9 Nov
2015 01

24
Back translation of Subject Self Assessment Score in
English from Kannada on 07-Dec -15

01 Dated 9 Nov
2075 01

25
Subject Self Assessment Score ir-L Malayalam
translated on 28-Nov-15

01 Dated 9 Nov
2015

01

26
Back translation of Subject Self Assessment Score in
English from Malayalam on 28-Nov -15

01 Dated 9 Nov
2075

01

27

Translation and Back Translation certificates of
Subject Self Assessment Score: English to Hindi,
Hindi to English, English to Kannada, Kannada to
English, English to Malayalam & Malayalam to
English

01

28 Draft Clinical Trial Agreement Draft 01

29 Investigator Undertaking
Dated 18 Aug

2075 01

JU
CV & Medical Regish-arion Certificate ;f
Investigator 01

The following mq,mbers of the Ethics Committee
T6.04.20-1,6 at 3:00pm in the Seminar Hall.

were present at the meeting held on

SI
No.

Name Qualification Designationy' Title Affiliations
as to the
Institution

1. Dr. Arun Rao MD, DGO Chairperson (Clinician) No
2. Dr. Shiva Shanker Ph.D Joint Secretary (Scientist) Yes

Mr. Eric Sequeira BABL Vice Chairperson
(Advocate)

No

4. Rev. Dr. Leo D'Souza M. Sc, Ph.D Member(Theologian) No

5. Mrs. Rameela Shekar MSW, M. Phil, (PSW),
PCDHRM, Ph.D

Member (Sociology) No

6. Dr. P J Kurian MD Member (Homeopathy) Yes



---l

7 Prof. Irene T.R.
Alvares

M. Sc Member (Nursing) Yes

8. Dr. Ashok Shenov
J

MD Member (Pharmacologist) No

9. Dr. VaradarajShenoy MD, DCH Member (Pediatrician) Yes

10. Mrs. Veena Manoj MA, B.Ed Member (Lay person) No

11. Mr.SudeepMJPais MPT Member (Physiotherapist) Yes

72. Dr. Jayaram Shetty BVSc, MVSc Merrrber (Veterinion) No

13. Mr. Nikesh Shetty BABL Member (Advocate) No

The following are the members who could not present for the EC meeting due to unavoidable
circumstances are:

we approve the trial to be conducted in its presented form

Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study on a quarterly basis , dfry SAE occurring in the
course of the study, any changes in the protocol and patient information/informedionsent
and asks to be provllea a copy"of the final report.

We hereby confirm that the Father Muller Institutional Ethics Committee, Father Muller
Medical College is organized and operates as per GCP and applicable regulations.

Yours Sincerely,
z/tr Ili\ \, 't)i\4-, -

Dr B. Shdieev [{ai
Member Secretary/ Chairman,
Father Muller Institutional Ethics Committee,
Father Muller Medical College Hospital,
Kankanady, Mangalorc - 525002,
Karnataka, India.

Secretarv
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangalore- 57 5002

SI
No

Name Qualification Designationy' Title Affiliations
as to the
Institution

14. Dr. B. Sanjeev Rai MD, DCH, MBA Secretary (Clinician) Yes
15. Dr. Tohn Mathai MD Member (Clinician) Yes
76. Ms. Bindiva Shetw MSW Member (Counsellor) No



. ~'FATHERMuLLER INSTITOTIONALETIllCS COMMITIEE
.~..J Father Muller .Road, Kankanady, Mangalore - 575 002
..........,.. . Karnataka, India

Tel: 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai'
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmaii.com

FMMC/FMIEC/1026j 2012
Ref No: .....................•.................

0'7'.12.2012·
Date,' ., ; .

Dr. NeleeBisen

SeniorResident,

Dept. of Dermatology,Venereology& Leprosy,

FatherMuller MedicalCollege,

Mangalore.

Deal'Dr. NeleeBisen,

Subject: FMlEC approval for the Study IIA clinicoepidemiological dermoscopicand
histopathological study of Dermatosis papulosa nigra in a tertiary care hospital of
South India."

Your study entitled IJA clinicoepidemiological dermoscopic and
histopathologieal study of Dermatosispapulosa nigra in a tertiary care hospital
of South India" was disc~ssed during the meeting ami it was approved.

YoursSincerely,

M//.
Dr.KS~~j~~vRai
Secretary

FatherMuller Institutional Ethics Committee.

Secretary
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangal ore-57 5002



NA TONAt, CENT'I{E FOR DISEASE INFORMATICS AND RESEAITCH

IA/DIAN COUNCIT. OF MEDIC'AL RTST.AI<CH
Departrnent of Health uesearch, Minrstry of Health and Family Weltare. Goverrrment of lndia

NirmalBhawan-l(.MR Complex (llFloor), Poojanahalli, N.H -7. B. B. Road.

No. N('r)rRit Is('R-DM t27 t2o nl>*f l4 .lLrne 201 8

Dr. Fr. Richarel Aloysius Coellttr
[]ather \{Lrller \,leciical C'o[[cge [ [ospital.
Father N{uIle r Roac1. Kankanadr,.
N{angalLrrr-r.

Karnataka 57-i002

Sir.

[:stension o1'"'tlospital Based L]anccr Rcgistries (f{t}('R)-Data \{anagemcnt
:.,,firr. ar.e to:- rlr+ ner.ierd fr-,.trn 01.0-1.1t) !8 tl I !.()_1 .2019

lam directed fo intorm ),ou that. Director (]eneral. ICMR, Ner.v Delhi and Director. NCI)tR.
BenqalLrru lras accorclecl approval for estensiou ol'ithl)vc project ti.rr furthcr period ol otlc- year

rr.c.t-. 0 l.{),4.10 1 8 to -l 1.01.20 I 9.

'lhe 
annLral buclgr:t sanctiotrcd firr the financial vear l0l8- l9 is enclosecl.
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Annual Budget for the project on'oHospital Based Cancer Registry - Data Management

Software", at Father Muller Medical College Hospital, Mangalore for the financial year
z0fi-1^8 W.e"f 01-04-2018 to 31-03-2019.

sr.
No.

Designation No.
of
Posts

Total per
month

Total
Budget

per
Annum

I Social Worker rq, Ii.s 32000/- Per Month
r I 2 Nlonths

I i 2000/- 3,84.000

l)ata [rntrr, Operator (A) '{r] Rs 17000/- l'}er

lvir.,rriji x i I |u'ioniirs
I I7000/- 2."04.000

ll Contingency -Rccurring 1,00,000

Grand Total 6,88,000















Rajiv Gandhi university of Health sciences, Karnataka
4th T Block, Jayanagar, Bangalore _ 560 O4f

sub: Financiar assistance for Research under RGUHS
sanction of grant-in-aid for various teaching facurties ofafliliated institutions of RGUHS _ reg.

Ref: 1 . 
^u:riversity notifi cation No : ncurrs 7.aarr. Research :
20 L 5 - 16 dated:29 -O4-2O L s

2. Approval of the Syndicate in its l l6th meeting heldon 16tt December 2015.

READ:

one of the main objectives of the university is to promote research activities
in the universit5r and also affiliated colleges. In this regard universit5r had invited
applications for financial assistance for conducting of advanced research projects
for the year 2015-16. university had received g66 research proposals. The
university had earmarked Rs.5.00 crores in its budget estimate for the year 201s,
16 for tJris purpose. In order to meet this expenditure the concerned subject
Experts as suggested by the concerned Bos PG chairpersons and t].e Expert
committee comprising of atl the Bos PG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the University.
such of the proposals which have fulfilled the norms have been recornmended by
tJ'e Expert Committee for sanction of grants.

The syndicate in its 116th meeting held on r6th December :

approved to sanction the grant-in-aid as per tJre recommendations
committee for 159 selected proposars in medical, dentar, pharmacy,
nursing, physiotherapy, allied health sciences and BNyS faculties for
2015-16.

As per the decision of the syndicate the following orders are made.

ORDER No. RGUt Ado. Ru".tp"oro".l-M-92, 2o15-16 DATE,os-o1-2o16

Pursuant to the approval of the Syndicate, sanction is hereby accorded for
release of grant-in-aid amounting to Rs. 4,85,000-00 (Rupees Four lakhs eighty five
thousand on\r) towards research proposal'A comparative and correlative study of

.lt-*l*+tu -r
1 ,\^Ij-9lesqor-qnd Heab, yepartment of Biochemistry

Father Muller Medical Coltegs.
l(anlonady, Manga lore_5 I i 0Oz

2015 has

of Expert

a5rurveda,

the year

BANGALORE



Glycoproteins, Enzymes and oxidative stress Markers in Blood and Saliva of

Alcohol.DependentMales,,furnishedbyDrShivashankaraA.R.,AssociateProfessor

of Biochemistry, Father Muller Medical college, Mangalore-575002' for the year

2015-16.TheGrant-in-aidwillbereleasedint}renarneofDirector/Principalof
Father Muller Medical College, Mangalore subject to following terms and conditions

mentioned hereunder'

L. The Principal I Head.of Institution shall open a separate joint account for

the financial grant released by RGUHS in the nalne of Principal / Head of

thelnstitutionand'thePrincipallnvestigator.

2. Principal / Head of tl.e Institution and the Principal Investigator shall be

responsible for the accounts and' the proper utilization of the funds' The

grants released' shall be used only for research purpose'

3.50%ofthegrant-in-aidapprovedbyRGUHsshallbereleasedasl"t
installment. 25o/o ofthe grant-in-aid shall be released after the utilization

cerfficate for the money released in the l"t installment is glven' Balance of

15%shallbereleasedaftertheUtilizationCertificateforthemoneyreleased

in tl.e 2d installment is glven. Remainin g lo% will be released after the

submission of Project Report to tl.e university' Audit report shall be

submitted along with every Utilization Certifrcate'

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:

4. The project shall be completed within 2 yeaxs from '

installment of grant-in-aid' However' the University

extend this time frame'

5.Principallnvestigatorshallfurnishprojectstatusreportonce
in six months

till the completion of the project'

6.Duringtheresearchwork,officialsoftheExpertCommitteealongwith
subject Experts sharl reserve the right of inspectio*' 

^ ,Fe*l .JA. . -1

^ Professor and Head
uepartment of Biochemistry

2 Father Multer Medical Coilegi .

l(ankanady, Mangalore-5 I S AA2

the time of release of 1"t

in deserving cases may

@sanctioned
Rr2,42,000-00

Pl, 
"t 

tnrrstatlment ( 5 0%)

Rs- t,21,000-00

Rs. 74,000-00miil Installment (15%)

Rs. +g,OOO-OO
Fourth-Inntallment(10%)



:

7 ' All the details about the conduct of research activity along with documentsshould be properly maintained by the principal Investigator. He/she shourd

}l::]j|,:iJ:ff 
or:esearch to monitoring committee or to the university

8' ICMR and McI guidelines especiary with regard to ethicar issues shan befollowed strictly in the research activity.9' Regarding ethical issues in various facurties, the guidelines prescribed in the

ffi,:'"H;rTilH:::"' authoritie" 
'"g*ai"s the conduct or study

lo'Research project shall be published in national/international 
indexedjournals after tlre completion of the project. During such publication it isthe duty of the Principal Investigator to acknowledge the assistance given bythe university as a source of funding for the research activity.ll'In case the Principal Investigator discontinues the research work underunforeseen circumstances, the co_investigator shall confinue the researchwork and complete the project with the approvar of the universier. It is theresponsibility of the princi pallHead of the Institution to ensure, in such

:"ffi;;"";r:"' 
the research is completed with the co-investigator of the

72' rt is the responsibility of the Princip a,/Headof the Institution and principal

;:::**or 
to ensure that research work is compreted within the stipulated

";Tflf:;:ffi::1"*" universitv shar not be utilized ror the purpose or
74. The honorarium for the supportive staff, purchase of consumables, testscarried outside the institution because of lack of infrastructural facirities inthe institution, travel grants for attending conference for presenting theresearch work and for publication of papers in national / indexed journalsshall be met out of the grant_in_aid. 

rrqLru'ilr / tnoexe(

'l''After the completion of the project the entire project report shall besubmitted to the University and will become property of the university.16'If any of the conditions mentioned above are not adhered to by thePrincipal/ Head of the Instituti<
reserves the right to take appro;till:*ncrpd 

Investigator, universit5r

"::"t;ri:nr:'o'osals involving clinicat trials, if *y untoward incidence
hssti-*',r*:^-,':.Sq responsibility of the principal Investigator and theifilfifl,;3i:,.,',* l,' :',, r:;ri*fi

**q.1i:rli) ir.:ihl::.: ::; 1;f".i1 tri(ill 3
S00iir; *tolsgnoi',;i,'qttns*n$l
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FATHER MULLER INSTITUTIONAL ETIDCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail: ·frmulleriec@gmail.com

ef No : .

----------------------------------------------------------~~

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibs11@gmail.com

14082015FMMC 1FMTEC 12389/20] 5

otoeol title: "Antifungal drug sensitivity in treatment of dermatophytic infections"

incipal Investigator: :Dr. Iyothi Jayaraman
ame & Address of Institution:
r. [yothi Jayaraman
ept. of Dermatology,
ther Muller Medical College,
ankanad , man alore - 575002.
ew review ./ Revised review Ex edited review
ate of review: 08/08/2015
ate of previous review, if revised a lieation: Nil
ecision of the Ethics Committee:
Recommended ./
Recommended with suggestions ..•
Revision/ Resubmission
Rejected
u estions jReasonsjRemarks: Nil
eeommended for a period of: 1 Year

ease note:
Inform Ethics Committee immediately in case of any adverse events and serious adverse
events.
Inform Ethics Committee in case of any change of study procedure, site and investigator.
This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.
Members of Ethics committee have right to monitor the trail with prior intimation.

ou are not to start your study till you get a registration done by Clinical trial Registry.
ou are requested to submit the CTRI registration number to the office of the undersigned.

.e:
ember Secretary
ther Muller Institutional Ethics Committee



-.:f^\-

lSlY\w FATHER MTILLER INSTMMONAL ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka' India
Tel :0824-2238399

e-mail: finiethicscommittee@grnail com

SECRETARY

Dr. Shivashankara A.R''
Associate Professor of Biochemistry'

Father Muller Medical College

Mangalore - 575 002

Phone : +919880146133

E-mail: arshivaT2@gmail com

CHAIRPERSON

Dr. Ashok ShenoY

Professor of PharmacologY

KMC, Mangalore'575001

Phone : +919880530703

E-mail: ashok.shenoy@manipal edu

Date : ..... 
13..I1.ZA77 

" " "'
Ref No : 

FNiMeIFMiE-e74:45t/zotT

ffiive, observational

effectiveness and safety of secukinumab in Indian

requiring sYstemic theraPY"

@udy evaluate the

Datients with moderate to severe plague psoriasis

F.i".tptt Investigator: Dr' Iyothi Jayaraman

f.tarne A Rdd.ess of Institution :

Dept. of DermatologY

Father Muller Medical College,

KankanadY, Mangalore - 575002

Fw rerriew, ExemPt review

Revtew of Rttsed S,tbmission: 11'11'2017

Date of re.riew 1L'1't'20L7
Date of previot, ,"tiu*, if t"uit"d "pplit'
Oecision of tne Ethics Committee:

> Approved r'
> Approved with suggestions

> Revision/ Resubmission

uments are reviewed and
Suggestions /ReasonsT xen
approved.

n-"comm"naea ro. a period of I One Year

:i:i::J"rg,., comminee immediatery in case of any adverse events and serious adverse events'

> lnform Ethics committ"","."." or"ny change ofstudy procedure, site and investigator'

> This permissio., i, onty fot 
"-i"ti"a 

t"ntio"id above' Annual report to be submitted to

Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation'



!

Following Members of the Committee reviewed and Approved the Research Proposal,

Dr.Ashok Shenov Professor o f Pharmacology Chairperson
Mr.Eric Sequeira Lawyer Member -legal exper!

vice chairman
Dr.Shivashankara A.R. Biochemistrv facultv Member Secretarv
Dr.Sudhir Prabhu Communitv Medicine FaculW Joint Secretarv
Dr.Varadrai Shenoy Professor of Pediatrics Member-Clinician
Dr.Safeek AT Professor of Psvchiatrv Member-Clinician
Dr .Kurian PJ Homeopathv faculW Member -Homeopathv Expert
Mr.Sudeep Pais Physiotherapy FaculW Member -Physiotherapy Expert
Fr.Dr.Leo D'Souza Director of Applied Biology Laboratory Member-Ethicist /Philosopher
Mrs.Veena Manoi MA, BEd.0ualified Member - Lay Person
Prof.lrene Alvares Professor Nursing Member-Nursing expert
Dr. Anuo Kumar Shettv Microbiology Faculty Member - Basic Medical Scientist
Mrs.Anuradha Shetw School of Social Work faculW Member- Social Scientist

Dr. Shivashankara A R
Member Secretary
Father Muller Institutional Ethics Committee





\ FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Kamataka, India
Tel:0824-2238399
e-mail: £iniethicscommittee@gmail.com

CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703
E-mail: ashok.shenoy@manipaLedu

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmaiLcom

FMJMl4FMIEC/427.6/2D1.7. ...

Protocol title: "Amulticentric study to evaluate the host and pathogen factors in recurrent dermatophytoses" 1

Protocol No: 5174/17
Principal Investigator: Dr. Ramesh Bhat
Name & Address of Institution:
Dr. Ramesh Bhat -

Dept. of Dermatology
Father Muller Medical College,
Kankanadv, Mangalore - 575002
New review: Exempt review Expedited review Full review ./
Review of Revised Submission: Nil
Date of review: 19/05/2017
Date of previous review, if revised application:. ..•
Decision of the Ethics Committee:
> Approved
> Approved with suggestions ./
> Revision/ Resubmission
> Rejected

Suggestions /Reasons/Remarks: Do CTRI registration of the study and submit the registration No.Have
the patient information sheet and informed consent form in Kannada.
Recommended for a period of: 1 Year
Please note:
> Inform Ethics Committee immediately in case of any adverse events and serious adverse

events.
> Inform Ethics Committee in case of any change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to

Ethics Committee.
> Members of Ethics committee have right to monitor the trial with prior intimation.
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lowing Members of the Committee Ratified the Expedited Review and Approved the
search Proposal.

Ashok Shena
Eric Se ueira
Shivashankara AR.
Sudhir Prabhu
SafeekAT
Kurian PJ
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Dr.Leo D'Souza
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ShivaShank~
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FATHER MULLER INSTITUTIONAL ETIDCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507'

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibs11@gmail.com

FMMC/FMIEC/1025j 2012
Ref No: .

To,

07.12.2012 .
Date: ...

/

~ Dr. Ramesh Bhat

Prof & HOD

Dept. of Dermatology, Venereology & Leprosy,

Father Muller Medical College,

Mangalore.

Dear Dr. Ramesh Bhat,

Subject: FMIEC approval for the Study "A study of epidemiology,' clinical,
histopathological characterstics and immunohistochemical findings in patients with
Lichen planus pigmentosus" /1

Your study entitled "A study of epidemiology, clinical, histopathological
r>. characterstics and immunohistochemical findings in patients with Lichen

planus pigmentosus" was discussed during the meeting and it was approved.

Yours Sincerely,

Dr.~:VRai

Secretary

Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangalore-575002
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FATHER MULLER INSTITUTIONAL ETmCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail.frmullerieceagmail.com

HAIRPERSON
. Arun Rao
of. of Obstetrics & Gynaecology
sturba Medical College
angalore - 575 001
one : 9845677507

SECRETARY,
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-rnail: raibs11@gmail.com

Date,' 14..0.8.2015 .

01 title: "A multicentric, prospective and retrospective study of Stevens Johnson
orne (SJS),toxic epidermal necrolysis (TEN)& SJS-TENoverlap in Indian scenario"

pal Investigator: Dr. Ramesh Bhat M
& Address of Institution:
mesh BhatM
& HOD, Dept. of Dermatology,
Muller Medical College,
nad ,Man alore - 575002.
eview ,/ Revised review Ex edited review
of review: 08/08/2015
of previous review, if revised application: Nil
on of the Ethics Committee:
ommended ,/
ommended with suggestions ..•
sion
cted
stions jReasonsjRemarks: Nil

mmended for a period of: 1 Year

note:
rm Ethics Committee immediately in case of any adverse events and serious adverse
nts.
rm Ethics Committee in case of any change of study procedure, site and investigator.
permission is only for a period mentioned above. Annual report to be submitted to
cs Committee.
mbers of Ethics committee have right to monitor the trail with prior intimation.

re not to start your study till you get a registration done by Clinical trial Registry.
re \equested to submit the CTRI registration number to the office of the undersigned.

Ilyu
~anjeev Rai
ber Secretary
Muller Institutional Ethics Committee



--- ;ro FATHERF=~!r ~~~a'!:~=~!~~~~5~~~EE
~ Karnataka, India

Tel: 2238399
e-mail: ·frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmail.com

FMMC/FMIEC/2514/2015Ref No: .
14.10.2015

Date: .

To,

Dr. Ramesh Bhat M
Principal Investigator
Prof and HOD, Department Of Dermatology
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,
Mangalore - 575002,India.

Study Protocol No: CIGE025EIN01
~

Protocol Title: "A prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard of care"

Subject: Ethics Committee Approval of the Essential documents for the above mentioned
Clinical trial.

Dear Dr. Ramesh Bhat,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial CIGE025EIN01

entitled "A .prospective, Post Marketing Surveillance study to study the safety and
effectiveness of omalizumab in Indian patients with Chronic Spontaneous Urticaria
refractory to standard' of care" on 10th October 2015.



FATIIERMT]LLERMEDICALCoLLEGEINSTITUTIONAL
ETHICS COMMITTEE

Father Muller Road, Kankanady, Mangalore - 575 002' Karnataka' India

DCGI Re- registration No'
ECR/ 540/Insti KA/20f i/ RR-U

CHAIRPERSON
Dr. Ashok ShenoY
Professor of PharmacologY

KMC, Mangalore-575001
Phone : +919880530703

E-mail: ashok.shenoy@manipal.edu

Tel:0824-2238327
e-mail: ftniethicscommittee@grnail.com

MEMBER SECRETARY

Dr. Shivashankara A'R.'
Associate Professor of Biocbemistry,

Father Muller Medical College

Mangalore - 575 002

Phone : +919880146133

E-mail: arshivaT2@gnail.com

t"/ 
"' *;r:'N6FMMelEcTcclw 6s tzotg

To : Dr .Ramesh Bhat'

Professor of Dermatoolo gY,

Father Muller Medical College Hospital'

Mangalore.

Dear Dr.Ramesh Bhat,

Your amended research proposal was reviewed and discussed in the

Date : ........ 39..91:2018...

ethics committee meeting held

on 20110/2018 and the decision is as follows:
the efficacY and

safety of BCD-057(INN: Adalimumab JSC BIOCAD' Russia )and Humira @ (INN:

Adalimumab,vetterPharma)inpatientswithModeratetosevereplaquepsoriasis''

Protocol No: BCD-057-2

FrtnApaL In6ttgatofl Dr' Ramesh Bhat

Co lnvestigators I Dr Meryl Sonia Dsouza

ated26 Oct20l'7

Listofdocumenbrevie*ed(forclinicaltrials)-cleardescriptionofthesedocumentsalongwith

version No., and date'

1) 1) Protocol Ver 1.1 Dated 26 Oct 2017

2) Investigator Brochure Ver 1'0Dated21 Dec 2015

3) CRF content Version i ' 1 Dated l4Dec 2017



I

ffiInformedConsentFormEng1ishver1.1dated26ocI|.7
5) patient Information Sheet & Informed Consent Form Kannada ver 1.1 dated 15 Dec 2017 with

Translation Certificate ver 1.1 dated 15 Dec 2077

6) Back Translaiion of Patient Information Sheet & Informed Consent Form Kannada to English

ver 1 .1 dated 24 Dec 2017 with translation certificate dated 24 Dec 2017

7) Patient Information Sheet & Informed consent Form Malayalam ver 1.1 dated 15 Dec 2017

with Translation Certificate ver 1 .1 dated 15 Dec 2017

8) Back Translation of Patient Information Sheet & Informed consent Form Malayalam to

English ver I.l dated24 Dec 2017 with translation certificate dated24 Dec 2077

9) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & visual analog scale for

assessment of itch by the patient -English Version 1 .0, dated 06-Sep-2017

10) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for

assessment of itch by the patient - Malayalam ve.r,l.0 dated 6 Sep 2017 Translated from English

to Malayalam on l4lSEPl20I7 with Translation certificates dated 14 Sep 2017 and Back

Translation documents & certificates dated 17 Sep 17

1 1) Dermatology Life Quality Index (DLQI), SF-36 questionnaire & Visual analog scale for

assessment of itch by the patient - Kannada ver 1.0 dated 6 sep 2017 Translated from English to

Kannada on 14/SEP12017 with Translation certificates dated 14 Sep 2017 and Back Translation

documents & certificates dated 17 Sep 17

12) Study Participant Card English Ver 1.0 Dated 26 OcI2017

13) Study Participant card Kannada ver 1.0 with Translation certificate ver 1.1 Dated 19 Dec

2017

14) Study participant Card ver 1 .0 back Translated from Kannada to English D ated 24 Dec 2017

15) Study Participant Card Malayalam ver 1.0 with Translation Certificate ver 1'1 Dated 19 Dec

20r7

16) Study Participant card ver 1.0 back Translated from Malayalam to English Dated 24 Dec

20t7

17) Draft CTA

18). DCGI Submission & Approval Letter



T
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Name & Address of Institution :

Father Muller Medical College Hospital,
Mangalore. .

New review: Full review

Date of review: 20.01.2018

Date and type ofprevious review, if revised application:

Approved with suggestions

patient's eyes while taking photographs.

Recommended for a period of : One Year

. Th" 
"pp."t"t 

t. ralid for one year. Aftbr one year, you are instructed to submit an

application requesting for continuation of ethical clearance for another one year (if

required).

o you are instructed to register your trial in clinical registry (CTRI) before starting the

study, and submit the necessary evidence to the IEC

o your research work will be continuously reviewed by ethics committee during the study

period.

o The investigator/s is/are instructed to cary out the research study as per the protocol

,,. approved by the ethics committee. Any protocol deviations/violations should be brought

to the notice of ethics committee.

r The FMMCIEC will be monitoring the conduct of the protocol by on-site monitoring,

review of study-related documents and review of progress reports'

o You are instructed to submit progress report of the research project once in every six

months

r you should bomply with the regulations and guidelines on biomedical research on human

participants, and follow good clinical practice

r Ethics committee has the right to withdraw the approval if found necessary due to

protocol violations, non-compliance to regulations and guidelines



For any modifications/changes in protocol, investigators and

submit the iroposal to ethics committee and get the approval.

study site you need to

You should report any serious adverse events in your site or any other site of this clinical

trial to the ethics committee

You need to submit the final report and summary at the termination of the study.

Following members of the IEC were present and involved in decision making.

Members absent : Nil

r/t\vtr
Name a"nd Signatire of Member Secretary

Dr.Shtnrhankara 4.R., PhD,
, Marnb.t gicrotary

Father Mulbf lt.dical Coll69o
lnstitutional Etilca Commllte o

Kankanady. Isngaloto

Sl. No. Name Role in the

Committee

Affrliations to the

Institution

1 Dr, Ashok Shenoy K. Chairperson Non-affiliated

2 Dr. Shivashankara A.R. Member Secretary Affrliated

3 Mr. Eric Sequeira Legal Expert; Vice

Chairperson

Non-affiliated

^ Dr. Varadaraj Shenoy K. Member-Clinician Affiliated

Dr. Safeekh AT Member-Clinician Affiliated

o Dr. Sudhir Prabhu Joint Secretary,

Clinician

Aftiliated

7 Dr. Anup Kumar Shetty Member-Basic

Medical Scientist

Affiliated

8 Mrs. Veena Manoi Member-Lay Person Non-affiliated

9 Mrs. Anuradha Shetty Member-Social

Scientist

Non-affiliated

10 Fr.Dr. Leo D'Souza Member-

Theologian/Ethicist

Non-affiliated
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FATHER MULLE
Father

~-

CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703

'- E-mail: ashokshenoy@manipal.edu

,

~/.FMJ.J;;r;j4.:?~.fl.f9.~'?' ..

Protocol title: "Comparative study
treatment of onycho

Protocol No: 5228/17
Principal Investigator: Dr. Ramesh

Name & Address of Institution:
Dr. Ramesh Bhat & Dr. Jyothi [ayara
Dept. of Dermatology

'. Father Muller Medical College,
Kankanady, Mangalore - 575002
New review: Exempt review
Review of Revised Submission: Nil
Dale of review: 12/08/2017
Date of previous review, if revised
Decision of the Ethics Committee:
>Approved
> Approved with suggestions ./
> Revision/ Resubmission
> Rejected

Suggestions /Reasons/Remarks:
Kannada.
Recommended for a period of: On

Please note:
> Inform Ethics Committee immedia

events.
> Inform Ethics Committee in case of
> This permission is only for a perio

Ethics Committee.
> Members of Ethics committee have

-

R INSTITUTIONAL ETHICS COMMITTEE
Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 0824-2238399
e-mail: finiethicscommittee@gmail.com

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmail.com

16.08.2017Date: ;..

of nail whitening solution with 5% w / vamorolfine nail lacquer in
m cosis "

Expedited review Full review ./

Bhat & Dr. [yothi Jayaraman

man

application:

Have the patient information sheet and informed consent form in

e Year

tely in case of any adverse events and serious adverse

any change of study procedure, site and investigator.
d mentioned above. Annual report to be submitted to

right to monitor the trial with prior intimation.
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c· Following Members of the Committee Ratified the Full Review and Approved the
Research Proposal.

Mr.Eric Sequeira Lawyer Member -legal expert
Dr.Shivashankara AR. Biochemistry faculty Member Secretary
Dr.Sudhir Prabhu Community Medicine Faculty Joint Secretary
Dr.Varadraj Shenoy Professor of Pediatrics Member-Clinician
Dr.Safeek AT Professor of Psychiatry Member-Clinician
Dr .Kurian PJ Homeopathy faculty Member -Homeopathy Expert
Mr.Sudeep Pais Physiotherapy Faculty Member -Physiotherapy Expert
Fr.Dr.Leo D'Souza Director of Applied Biology Laboratory Member-Ethicist /Philosopher
Mrs.Veena Manoj MA, BEd. Qualified Member - Lay Person
Ms. Anuradha Shetty Faculty of School of Social Work Member-Social Scientist
Dr. Anup Kumar Shetty Associate Professor of Microbiology Member - Clinician

Dr. ShiVaShanka~
Member Secretary
Father Muller Institutional Ethics Committee

Dr.lh\vashankar;l A.R., .-.,0.
s~·r~tary .

father Muller IMtitutlonal El.hics CommtHee

...
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FATHER MULLER INSTITUTIONAL annes COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
T~l : 2238399
e-mail: fnnulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmail.com

Ref No : ...f..M.~:E~jf.MX~S~!.2602/2015, Date: 20,.U.Z.Q15..

Protocol title: "A STUDY OF THE ANEROBIC BACTERIA IN ACNE AND -It"iVITRO I
ANTI13IOTICSUSCEPTIBILITY PATTERNS OF ORAL AND TOPICAL ANlT6IGl1CS IN THE
TREATMENT OF ACNE"

- -----------1

----,-------------------------- ---~------_l
Principal Investigator: Dr. Rochelle C Monteiro
r--------------,
Name & Address of Institution:
Dr. Rochelle CMonteiro
Dept. of Dermatology,
Father Muller Medical College,
Kankanad ,Man rralore - 575002. -------- ------------

I New review Revised review ./ Ex edited review- ._--_. -
Date of review: 1:5/11/2015
!?ate of prlC'vious review, if revised applicatio~: !Oi10/201~ _

I Decision of the Ethics Committee:
> Recommended -/
> Recommended with suggestions
> Revision! Resubmissiott! ~
> Rejected , ~
Su estions jReasonsjRemarks: Nil i
L--R_e_c_om_m_e_n_d_e_d_f_0_!"_a_p",--er_i_o_d_o_f_:_l_y_e_a_r --'1

,----,-------

..•

Please note:
> Inform Ethics Committee immediately ill case of any adverse events and serious adverse
events.

> Inform Ethics Committee in case of a;-,y change of study procedure, site and investigator.
> This permission is only for a period mentioned above. Annual report to be submitted to
Ethics Committee.

> Members of Ethics committee have right to monitor the trail with prior intimation.

You are not to start your study till you get a registration done by Clinical trial Registry,
You are requested to submit the CTRI registration number to the office of the undersigned.

~

,\
;'\~- .

r. B. Sanje~v Rai
Member Secretary
Father Muller Institutional Ethics Committee

Secretary
Father Muller Institutional Ethici CommlHu

, Father Muller Medical CoHe"
""""-:Manialore~S7S00~



FarHpn M*LER Muorcar, Cor,lucn HosprrA,,
ADM/FMMCII/OS5 /2013

To,

Dr.Rochelle C Monteiro
Senior Resident
Department of Dermatology
FMMCH

Dear Dr.Rochelle

26.02.2013

Refl Your letter no FMMC/DERM/GEN/310/2013 dated 29.01.2018
Sub: A randomized comparative study of the efficacy of intralesional

5-FU vs combined intralesional b'FU and traiamcinoione
acetonide in the treatment of keloids - reg

In response to your above letter, it has been decided to grant concession
to 50 patients under the "Randomized Comparative Study for treatment
of Keloids". These patients will be given loOo/o concessibn on the
procedural charges but the cost of the medicines will have to be borne by
the patients.

Bills for these patients must mention "DERMATOLOGY KL". These bills
are to be accounted for under the "Research Cell,,.

cc:
Director - for information
Dr Ramesh Bhat- HOD Dermatologr
I/C- Billing - with a request to raise the bill
l/C - Accounts - with a request to credit lOO7o amount of the bill from Father Multer Resarch Cenre
File

With regard.s,

Rev.IY Richard Coelho
ADMINISTRATOR



FATHER MULLER INSTITUTIONAL ETHICS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 0824-2238399
e-mail: iiniethicscommittee@gmail.com

CHAIRPERSON
Dr. Ashok Shenoy
Professor of Pharmacology
KMC, Mangalore-575001
Phone: +919880530703
E-mail: ashok.shenoy@manipaLedu

SECRETARY
Dr. Shivashankara A.R.,
Associate Professor of Biochemistry,
Father Muller Medical College
Mangalore - 575 002
Phone: +919880146133
E-mail: arshiva72@gmaiLcom

Ref No : FMM(:.lf.MU~~~/2997 /2016 12.09.2016
Date: .

To,

Dr.Sukumar D
Principal Investigator
Prof and HOD, Department Of Dermatology,
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,
Mangalore - 575002, India.

..•
Ref:Protocol GPL/ CT /2014/022/ III: "A Randomized, Double-Blind, Placebo-Controlled,
Comparative, Prospective, Multicentre Trial to Assess Efficacy and Safety of Apremilast
Tablets in Subjects with Moderate to Severe Plaque Psoriasis who are Candidates for
Phototherapy or Systemic Therapy"Subject: Ethics Committee Approval of the Essential
documents for the above mentioned Clinical trial.

Dear Dr.Sukumar D,

The Father Muller Institutional Ethics Committee, Father Muller Medical College reviewed
and discussed your application to conduct the clinical trial Protocol GPL/CT/2014/022/III:
"A Randomized, Double-Blind, Placebo-Controlled, Comparative, Prospective, Multicentre
Trial to Assess Efficacy and Safety of Apremilast Tablets in Subjects with Moderate to Severe
Plaque Psoriasis who are Candidates for Phototherapy or Systemic Therapy" on 10 Sep 2016
at 3:00 PM



We have rechecked for following documents:

1. Protocol Version 3.0 dated 28-Sep-2015
2. Investigator's Brochure, Edition 1.0 dated 24-Mar-2015
3. Case Report Form (Version 1.0) dated 16-Jul-2015
4. Patient Information Sheet and Informed Consent Form in English, Core_3.0 dated 28-

Sept-2015 customized for Dr. Sukumar D on27-Jun-2016
5. Patient Information Sheet and Informed Consent Form in Kannada, Core_3.0 Kannada

1.0 dated
14-0ct-2015 customized for Dr. Sukumar D on28-Jun-2016

6. Patient Information Sheet and Informed Consent Form in Malayalam,Core_3.0
Malayalam_1.0 datedI4-0ct-2015 customized for Dr. Sukumar D on28-Jun-2016

7. Patient Information Sheet and Informed Consent Form, Core_3.0 Kannada_1.0 dated 14-
Oct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from Kannada
to English on 28-Jun-2016

8. Patient Information Sheet and Informed Consent Form, Core_3.0 Malayalam_1.0 dated
14-0ct-2015, Customized for Dr. Sukumar D on28-Jun-2016, Back translated from
Malayalam to English on 28-Jun-2016

9. Subject Diaries in English Version 1.0 dated 3-Jun-2015 (for visit 2, Visit 3,Visit 4,Visit
5 and Visit 6)

IO. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Kannadaon 4-
Jun-2015
(for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

11. Subject Diary version 1.0 dated 3-Jun-2015, Translated from English to Malayalam on 4-
Jun-2015 (for visit 2, Visit 3,Visit 4,Visit 5 and Visit 6)

12. Psoriasis Area and Severity Index (PAS!) sheet and Psoriasis Global Assessment (PGA)
Sheet

13. Insurance Endorsement: Endorsement No. 01-P0000433-CLT-R002 valid from 1 July
2015 to 30 June 2016

14. Investigator's undertaking - Dr. Sukumar D
15. Investigator's Curriculum Vitae& MRC - Dr. Sukumar D
16. DCGI Submission letter dated 12-0ct-2015
17. DCGI Approval Letter
18. Justification for the use of placebo

And also rechecked updated insurance certificate No: 4067-16-17-Glenmark-00l, Policy No:
4067/119088310100, Policy Period: From Friday Jul 01, 20 16to Friday Jun 30, 20 17for the above
referenced study.



The following members of the Ethics Committee were present at the meeting held on 10 Sep
2016 at 3:00 PM.

51 Name Qualification Designation! Title Affiliations
No. as to the

Institution

1. Dr. Ashok Shenoy MD Chairperson No

2. Mr. Eric Sequeira BA, BL Member - Legal Expert No

3. Dr. Shivashankara A.R. M.sc., Ph.D Member Secretary Yes

4. Dr. Sudhir Prabhu MD Joint Secretary Yes

5. Dr. Varadaraj Shenoy MD,DCH Member-Clinician Yes

6. Dr. Safeek A.T. DPM, DNB Member-Clinician Yes

7. Dr. Kurian P.J. MD Member -Homeopathy Yes
Expert

8. Mr. Sudeep Pais MPT Member -Physiotherapy Yes
'. Expert

9. Fr. Dr. Leo D'Souza M.Sc, Ph.D Member-Ethicist No
/Philosopher

10. Mrs. Veena Manoj MA, B.Ed Member - Lay Person No

11. Dr.Anuradha Shetty MSW Member - Social Scientist No

The following are the members who could not present for the EC meeting due to
unavoidable circumstances are:

51 Name
No

M.sc. Yes

Qualification Designation! Title

Member - Nursing

Affiliations
as to the
Institution

12. Prof. Irene T.R. Alvares



At the Ethics Committee meeting held on 10 SEP 2016, previous queries and sponsor
justification letter along with supporting documents were examined and discussed. After
due consideration, the committee has decided to approve the conduct of the study.

We approve the trial to be conducted in its presented form

Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study on a quarterly basis, any SAE occurring in the
course of.the study, any changes in the protocol and patient information/ informed consent
and asks to be provided a copy of the final report.

We hereby confirm that the Father Muller Institutional Ethics Committee, Father Muller
Medical College is organized and operates as per GCP and applicable regulations.

Yours Sincerely,

~.

Dr. Shivashankara A.R.
Member Secretary/Chairman,
Father Muller Institutional Ethics Committee,
Father Muller Medical College,
Kankanady, Mangalore - 575002,
Karnataka, India.

Dr. Shivashankar.a A.R., PhD.
Secretary

Father Muller Institutional Ethics Committee
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Names and Designations of Co-Principal Investigator(s)

At Mumbai center

1) Dr. Nerges F Mistry, Director, fmr@fmrindia.org

2)Dr. Vivek V Pai,Director; Bombay leprosy project (BlP) Mumbai.blpproject@vsnLnet

3) Dr. R Ganapati , Ex Director (BlP); Mumbai - _

4) Mr. Uday Thakar, Secretary, (KNS). Dist- Raigadh,Maharastra

At Father Muller Medica! college, Kankanadi Mangalore

1) Dr. Srinath M K, Assistant Professor srinath76@yahoo.co.in

At LEPRA India"BPHRC

1) Dr. V, Vijaya lakshmi vijayaval1uri@leprahealthinaction.in
2) Dr. Subbanna subbanna@leprahealthinaction.in
3) Dr. Ranganadha Rao ranganadh@leprahealthinaction.in

4) Dr. Porichcha

5) Dr. Suman Jain drsumanjain@hotmail.com

6) Dr. Rama Prasad

At NIE centre

1) Dr. P Krishna Murthy, DFIT, damienin@airtelbroadband.in

2) Dr. P. Vijaya Kumaran, DFIT, damienin@airtelbroadband.in

3) Dr. Rajendra Prasad, District leprosy Officer, admhovsp@yahoo.com

4) Dr. R.Ramakrishnan, Scientist E, NIE, contact murthybn@yahoo.co.in

5) Dr. Joseph.K.David, Scientist C, NIE, drjosephkdavid@gmail.com

Duration of Research Project: 3 years

i) Period which may be needed for collecting the data: 32months

ii) Period that may be required for analyzing the data: 4months



3

3. Amount of grant-in-aid asked for (IN INR - IN LAKHS)

r>;

!1st year 20a year 3ra year Total II
!

A.FMR I I i I
I I I~ ! !

1. Staff I 14.48 14.48 15.16 44.121i !
2. Contingencies I i

I

- -
22.50 IRecurring I 6.25 9.25 7.00

! INon recurring I 5.20 5.20 I! II
3. Overheads I 2.07 2.37 2.22 6.66 !

I
Total I 28.00 26.10 24.381 78.48 !I I !B. FMMC i I

i

I I i
I !

1. Staff ! 2.76 2.941 3.131 8.831
I I

I

2. Contingencies I 2.23 2.521 1.151 5.9 II
Recurring ! I I

I I I
3. Overheads ! 0.25 0.27 0.21 I 0.731I i
Total ! 5.24 5.73 4.49 ' 15.46 i
C.BPRCH I I!

1. Staff I 2.88 3.18 3.551 9.61
I

2. Contingencies I

382
1

I

I
i
i

Recurring ~~.10 4.28 12.20 !
i

! !
Non recurring 1.15 1.15 II I i
3. Overheads i 0.50 0.50 0.50 I 1.50 I

!

Total I 8.631 7.96 7.871 24.461i i
D. NiE i ! ii

!

2. Contingencies I ii I

Recurring i 11.06 12.14 12.14 35.34/i I
3. Overheads I 0.55 0.60 0.60 I 1.75 !

i I
;

Total
; 11.61 12.74 12.74 . 37.09 Ii
I !i

GRAND TOTAL I I!
(A+B+C+D) ~ 53.48 52.53, 49.481 155.49I

;
i

..

Note - Budget for the participating Institutes are projected as per their request. NIE has

projected budget for a total of 8 years, only 1st 3 years budget has been projected here.



Names and Designations of Co-Principallnvestigator(s)

At Mumbai center

1) Dr. Nerges F Mistry, Director, fmr@fmrindia.org

2)Dr. Vivek V Pai,Director; Bombay leprosy project (BlP) MumbaLblpproject@vsnl.net

3) Dr. R Ganapati , Ex Director (BlP); Mumbai

4) Mr. Uday Thakar, Secretary, (KNS). Dist- Raigadh,Maharastra

At Father Muller Medical college, Kankanadi Mangalore

1) Dr. Srinath M K, Assistant Professor srinath76@yahoo.co.in

At LEPRA India-BPHRC

1) Dr. V, Vijaya lakshmi viiayavarluri@leprahealthinaction.in
2) Dr. Subbanna subbanna@leprahealthinaction.in
3) Dr. Ranganadha Rao ranganadh@leprahealthinaction.in

4) Dr. Porichcha

5) Dr. Suman Jain drsumaniain@hotmail.com

6) Dr. Rama Prasad

At NIE centre

1) Dr. P Krishna Murthy, DFIT, damienin@airtelbroadband.in

2) Dr. P. Vijaya Kumaran, DFIT, damienin@airtelbroadband.in

3) Dr. Rajendra Prasad, District leprosy Officer, admhovsp@yahoo.com

4) Dr. R.Ramakrishnan, Scientist E, NIE, contact murthybn@yahoo.co.in

5) Dr. Joseph.K.David, Scientist C, NIE, driosephkdavid@gmail.com

Duration of Research Project: 3 years

i) Period which may be needed for collecting the data: 32months

Ii) Period that may be required for analyzing the data: 4months
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E-mail: kirankatoch@rediffmail.com

Fax No: 91 05622331755

5. Institutional ethical clearance and Project approval: Will be obtained shortly

6. Is radio tagged material proposed to be used in the project either for clinical trials

or experimental purposes -No

7. Involvement of Recombinant DNA! Genetic Engineering work- No

8. IEC approval - Will follow.

9. Conflict of interest- Nil

DECLARATION AND ATTESTATION
I. '!We have read the terms and conditions for ICMR Research Grant. All

necessary Institutional facilities will be provided if the research project is
approved for financial assistance,

ii. l!We agree to submit within one month from the date of termination of the project
the fina! report and a list of articles, both expendable and non-expendable, left
on the closure of the project.

iii. 1/ We agree to submit audited statement of accounts duly audited by the auditors
as stipulated by the ICMR.

iv. It is certified that the equipment(s) is/are not available in the institute/Department
or these are available but cannot be spared for the project

v. It is further certified that the equipment(s) required for the project have not been
purchased from the funds provided by ICMR for another project(s) in the
Institute. .."

If any equipment already exists with the Department/Institute, the investigator
should justify purchase of the another equipment.

Signature of the:

a) Principallnvestigator __ I,,{,-, --':"l:'-'
it i)";~:=:i:~-.-

s

(Dr. Vanaja P. Shetty)

b)

c) Head of the Department _
ro" 1//7 :{,i.»«

! • J j.; .!

Signature of the Head of .:._..-._-...-"" ' the Institution with seal

(Dr. Nerges Mistry, Director)

Date: 15 September 2010
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Entmsy Plaa,3'[lmi li*arPumprveii Ciru]e. l/nlalcre - 5i50ili ltloh:093433511431Tr|itax;0824"U4?i3$

Imail:mangalnrcbiolech@yahoc.ron I lileblile:ll'uw nangalnrebinlech con:

Dr,P.Tauro - Ph.D, Director
f

/ NABL Certificate No.TC-73 16

Dt:30th October 2018

Dr jyothi Jayaraman,
Fr. Mullers Charitable Hospital
Kankanady
Managalore

Respected Madame,

Sub: PCR Testing basis Molecular Detection Metho_dologv.

We wish to state that our Laboratory has been one of the pioneers for doing various Molecular
based testing for the Extraction of DNA as well as the amplification and detection of various
organisrns related to humans etc at Mangalore.

Title of the Project : ELUCIDATING THE DERMATOPIIYTE SPECTRUM THROUGH RAPID

MULTIPLEX PCR AND DETECTION OF ANTIFUNGAT DRUG RESISTANCE

CAUSED BY MUTATIONS IN SQUALENE EPOXIDASE AND

14 - DEMETHYLASE.

We also are willing you and welcome you to be part of the above titled study.

We are very much familiar with the above subject and are capable and confident of undertaking any
work related to the same.

Regards

W,
Lab Manager
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i6G} FATHER MULLER INSTITUTIONAL ET}IICS COJ\{MITTEE
{#it-i t i FATHER MULLER MEDICAL COLLEGE\+(,1.*L/\L:#f/ Fother Muller Rood. Konkonosry. Monqotore-S7Q0g2

TM,NIC/ FMrEC/ 1 59S/ 201 {

MBBS Phase II,

Fa,thel Muller lvler{ical Ccillege,

Kaerkar:rady, Mangalore - 57500*1

Dear lv{s.'Ihe jashlr,i-n1

23::g1,2grn

.li

Subject: Institutional Ethics Cornmittee approval for the conducting a stuc{y,

Ycrtrr ploposal "seteening fol Anti.Methic'iilin Resistant,staptrytoioccus aureus Bacteriocin
Prociucing Bacteria in Clinicai Specimens" rvas approvecl by the lnstihrtional Ethics

Conlmittee.
a

Yours Sincerely, , '

j 
fuk*r*'

Secrilfary
Father kI ul ler lns tituti on*t''Ethic s Commif tee
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Government of India

DePartment of Atomic EnergY (DAE)

Board of Research inNuclear Sciences (BRNS)

Shri D. K. Dalal BRNS Secretariat' l't Floor' CC'

Programme officer (Arc) Fffi3,'I?il??;syff#-3$l?rrt
e-mail : dkdalal@barc' gov'in'"

ffi
vsitrwA'

rRNS/ e 3 -s * **

Total:

:

Date: 3 6 MilYZ0tr4

vtt*

OFFICE MEMORAI{DIJM

Sub: R/p entitled ..Identification of specific- variability parameters and pulse patterns for

disease characterization using p"i;h; pulse unilyi"'" under Dr' J' P' Alva' Professor

of Medicine, Father Muller MJiil Colieg", Kankanady, Mangalore 575 002 bearing

sanction xo.b+lr+lr 8/2014-BRNS with ATC' BRNS'

----:--------- --------------

on the recommendations of the Board of Research in Nuclear Sciences (BRNS)' I am

pleased to convey ttte uamirristrative *t"*t ""g 
sanction of the President of India for the

captioned project f*-r*" y"*, U.gir,;;;ft;* hnancial year 20L4-15 with a total grant of

<14,23,1004 (Rupees fourteen fafO tweJty three thousani one hundred only) for the project

as under:

Item of expenditure 
rzitl-T[ts) (rj1s:Tt6)

;- ilil;; -;leP';-- - -- -
# Staff JRF (1) 1',92'000 1',92'000

Technical Assistance 1'00'000 2'00'000

Consumables 25'000 25'000

Travel (Pf 25'000 25'000

ContingencY 25'000 25'000

$ overheads' 56'400 33'150

8,33,400 5,00,150

(i)PeripheralPulseAna|yzet,(ii)Anu-photoRheograph,(iii)StandardAccessoriesPC,
Printer (4 Nos).
lnl s"riv gio,oaot- in I't and'2nd year'

Technical Assistance includes Equipment Hire charges, computer charges and charges

forHiring Services. .r i 1- ^,-^^.^+ ^^-rinoonc' The re

overheads calculated @ 7 .5% of the other heads except contingency' The remaining

7.57otowardsoverheadsG89,550/-)shallbereleasedonlyonmeetingtherequirernents
specihed (See Annex-B)'
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2. I am also pleased to convey the sanction of the President of India to incur an expenditure

of {8,33,400/- (Rupees eight lakh thirty three thousand four hundred onty) towards grant for

the year 2014-15.

3. The expenditure involved is debitable to:

4. This issues with the concurrence of Scientific Secretary, BRNS and IFA, DAE.

Grant No.
Major Head
Minor Head
Sub Head

Detailed Head

Pay & Accounts Officer,
Department of Atomic Energy,
Anushakti Bhavan,
CSM Marg, Mumbai - 400 001.

- 04 Atomic Energy
- 3401 Atomic Energy Research
- 00 004 Research & Development
- 08 02 Board of Research in Nuclear Sciences

(BRNS)
- 08 02 31 Grant-in-aid

sd/-
(D. K.Dalal)
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No.34l1 4/1 8/20 I 4-BRNS/ Date:

Copy forwarded to:
1. Director of Audit, Scientific Department, AEAP, OYC, CSM Marg, Mumbai - 4gO 001.

2. Joint Secretary (R&D), DAE,, Anushakti Bhavan, CSM Marg, Mumbai-400 001'

3. Dean, Father Mtiller Medical College, Kankanady, Mangalore 575 AA2'

4. ** principal Investigator (PI): Dr. J. P. A1va, Professor of Medicine, Father MullerMedical

College, Kankanady, Mangalore 575 042'

A. First year grant is being released in fult through Pay & Accounts Sflicer,

Departmeniof Atomic Enerry, Anushakti Bhavan, CSM Marg, Mg*ai400
0$1 directly. You may await 

" 
pnl MT, accordingly' '

i) Receipt of this sanction letter and the DD/ MT for the amount saptioned

for the first financial year may please be acknowledged (Form-I).

ii) THIS SANCTION IS FURT}IER SUBIECT TO THE CONDITIONS

STIPULATED IN ANNEX-A AND ANNEX-B (ENCLOSED), WHiCH

MAY BE GONIE THROUGH CAREFULLY.

B. Second year Sanction Letter will be issued automatically in the reath of

ApriyMay of the 2od financial year, however, the grant will be releared after

the PI submits the following documents to the Programme Officer, BRIIS:

a) Claim in Form-II (enclosed) quoting the reference of the sanctiet issued

for the first year.

b) Utilisation iertificate (UC) as on 31't March of the preceding financial

year in Form-III (enclosed) duly audited by the Internal Audits of the

University/ Institution or a Chartered Accountant.

c) Statement of Accounts (SA) as on 31*t March of the preceding financial

year in Form-IV (enclosed) duly audited by the Internal Auditcr of the

University/ Institution or a Chafiered Accountant. Interest earaed in

previous year should be reflected in the Statement of Accounts

d) -Copy 
of appointment order and joining report of the staff appointed for the

project along with minutes of the Selection Committee'

e) An inventory of equipment in Form-V (enclosed)'

0 A One Page reports on the progress of work during first year'

Grant for the third year and subsequent years (if any)' will be released on$
after the Principal Investigator GD fulfills the following requirement:

i) The Department will issue a fresh sanction for the third and subsequent

years uft". receiving the recommendation of the BRNS after scrutiny of
the Renewal Application in Form PRA.

Hence, Principal lnvestigator (PI) is required to submit a

renewal/extension application in the prescribed Form - PRA by email to

Member Secretary (ATC) (pvananth@barc.gov.in) by January l of the

second and subsequent years of the project as the case may be alurgwith

the progress report giving year wise details of the progress made. Form-

PRA is also available on http://barc.qov.in/brnslindex'html A printed copy of
the application duly signed and forwarded by head of the in*itution

' shoul-d also be submitted to the Member Secretary (ATC) as well as

programme Officer (ATC), BRNS, 1't Floor, Central Complex, BARC,

Mumbai-400 085 bY JanuarY 15.
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it sanction Letter: Il the progress is found to be satisfactory the rraewal

sancti;=for th; year wiil be issued in the beginning of that finaneial year

in APriiMaY'
iii) claim: on receipt of the renewal sanction, the PI shall claim tbe funds

sanctioned uy suumitting the following documents to shri D' K' Dalal'

Programme officer {ATC), BRNS Secretariat, First Flooro central

Complex, BARC, Trombay, Mumbai-400 085:

a)ClaiminForm-II(enclosed)quotingreferenceofthercnewal
sanction.

b) Utilisation Certificate (UC) as on 31$ March of the prsceding

financiai year in Form-m'(enclosed) duly audited by th6 Intemal

Auditor oitt 
" 

University/ Institution or a Chartered Accountanl

c) Statement of Accounrs (se) as on 31"' March of the preceding

nnunriut year in Form-rY (enclosed) duly audited by the lntemal

Auditor of ttr" university/ institution or a chartered Accountant'

Interestearnedinpreviousyearshouldbereflectediathe
Statement of Accounts'

d)Copyofappointmentorderandjoiningreportofthestaffappointedfor
the projeci along with minutes of the selection committee.

e) An inventory of equipment in Form-V (enclosed)'

These forms are encloied with the sanction letter (first year) also.

D. At the end of Terminal Year the final Settlement Grant will be reld on

fulfillment of the following requirements:
a) Claim Form-II,
b)ThefinalConsoiidatedStatementofAccounts(SA)and

Consolidated Utilization Certificate (tJC) duly auditeil by a

Chartered Accountant or a Statutory (Govt') Auditor'

c)FinalConsolidatedProgressReportinForm.Vll(enclosed).

5.

6.

rV
l-/' '

8.

AAO (Bills II), DAE, Anushakti

request that the amount granted

immediatelY.

Member Secretary (ATC): Dr. P.V.A. Padmanabhan, L&PTD, BARC, Mumbai-400 085'

,/' 
co_Investigator (ci): Dr. B. Sanjeev Rai, professor of pediatrics, Father Muller Medical

College, Kankanady, Mangalore 575 AA2'

Principal collaborator (PC): Mr. R. K' Jain & Mr' Vineet Sinha, Electronics Division'

BARC, TrombaY, Mumbai-400 085'

YouoryournomineemaypleasebetheDAErepresentativeforselectionofResearch
Fellow/ Research Associate for the project'

1"

r. L*"
trr

(D. K.Dalal)

Note:
All documents as applicable be sent in time to avoid delays & unnecessary colrespondence'

please quote Sanctit'n No. 34l14l18/2014-BRNS in all your coffespondence with BRNS'

If you do nor receive the money please contact AAO (Bills II), DAE on022-228627W'

Bhavan, CSM Marg, Mumbai - 400 001 - With a

for the first year of tfr" project may be released

**
1.

2.
a



ffin
@

€-*n-d-w*,

Governme,nt of India

DePartment of Atomic EnergY (DAE)

BourJ oiR"sear"h in Nuclear Sciences (BRNS)

Shri D" K. Dalal
Programme Offieer (ATC)

BRNS Secretariat, 1't Floor, CC,

BARC, TrombaY, Mumbai-4Q0085
pfron",' ZS S 94653 FAX: OZZ-5SSOS t S t

e-mail : dkdalal@barc' gov'in

Date: ? i-lul?ffi14

g OFFICE MEMORANDT'M

Total: 1,37,600

2.

Salary for JRF for g months during 2014-15. JRF salary is payable @l600al- in 1st and

2ndyearandonreoesignationbyCommitteein3rdyearasSRF@18000/-.

overheads calcuiated @7.5%of the other heads except contingency' The remaining

7.5Yo towards overheads (<916001-) shall be released only on meeting the requirements

specifi ed (See Annex-B)'

with this amount, the total amount sanctioned for 2014-15 wili be {9'71'000/- and total

staff for t\e Project will be 2 JRFs'

No.34/r4l18/2014-BRNS/ 
3-l 3* *ure

Sub:Rpentitled.,Identificationofspecificvariabilityparameters-an{lulsepatternsfor
disease characterization using p"tirjtt"r pulse anaiyzer" under Dr' J' P' Alva' Professor

of Medicine, Father Muller MJi; Cott*g", Kani<anady, Mangalore 575 002 bearing

: 

ffi r::i1 
11ii:':11 1-:* l- ::l-1li:l*l -

IncontinuationofthisDepartment,sofficeMemorandurnno.34l:i41]i812014.BRNS/310
dated 16/05 r20r4,on the recommendations of Board of Research in Nuclear Sqiences (BRNS), i

am pleased to convey the administruti.ne approval of the president of India to incur an additional

expenditure of t1,37,600/- (Rupee* oo" iakh thirty seven thousand six hundred only) as

detailed below:-

Item of exPenditure 
Amount

; ;,;ii:,*iij i'l:ll -
$ Overheads
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3. The expenditure involved is debitable to:

Grant No.
Major Head _ \1r1 . *l:'ni" Energy

Minor Head il::, ltomic Energy Research
Sub Head 

_ 00 004 Research & devetopment
Detaled Head : " 

33 3; ,, 3:fr*::i:;;u."r' 
i,, Nucrear sciencdg (BRNS)

4' The other Terms and conditions of the sanction letter of even number dated 16/as/2ar4will remain unchanged, r of-even number da

5' This issues with the concurence of scientific Secre'arl,; BRNs and IFA.

sd/-
(D.K. Dalal)

:;

'8,&I:
'4
,:,

a

IUV A Accounts Officer,
Department of Atomic En..gy,
Anushakti Bhavan.
CSM Marg, Mumbai _ 400 001.
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Date:

No.34l 1 4/ 1 B/20 14-BRNS/

Copyforwardedto: rran n\/,
l. Director of Audit, Scientific Department, AEAP, oYC, CSM Marg, Mumbai - 400 001'

2. Joint Secretary (R&D), DAE, Anushakti Bhavan, CSM Marg, Mumbai-400 001.

3. Dean, Father Muller Medical college, Kankanady, Mangalore 515 002'

4. ** principal Investigator (pI): Dr. J. p. Alva, Professor of Medicine, Father Muller Medical

college, Kankanady, Mangalore 515 002 - the payment will be^made by Pay and

Accounts Officer, DAE througtt nCS directly inio-Account no'023921600t)0135 of

FatherMullerResearchCentreatSyndicafeBank,FatherMullerMedicalCollege
Branch, IFSC code - SYNBS&S0239'

5' AAo (Bills.II), DAE Anushakti Bhavan, CSM Marg, Mumbai - 400 001 - With a

requestthattheamountgrantedmaybereleasedimmediately.

6.MemberSecretary,ATC:Dr.P.V.A.Padmanabhan,Head,PiasmaSpray
Technologi"* S",tion, L & PTD, BARC' Trombay' Mumbai-4o0 085'

Co-Investigator (CI): Dr. B. Sanjeev Rai, Professor of Pediatrics' Father Muller Medical

College, Kankanady' Mangalore 515 AA2'

Principal coilaborator (PC): Mr. R. K. Jain & Mr. Vineet Sinha, Electronics Division'

BARC, TrombaY, Mumbai-400 085'

Note:
Please quote the sanction No. 34114|18/2014-BRNS in all your colrespondence with BRNS'

if you do not receive the money please contact AAO (Bills II), DAE on 022'22862709'

oo.

(D.

1.

2.



Fwd: An intelligent medical support through speech 
summarization 
Inbox x 

 
Anil Shetty <anilshettyk@hotmail.com> 
 

7/24
/17 

 

 
 

 
to me 

 
 

 

Sent from my iPhone 
 
Begin forwarded message: 

From: "Konga Gopikrishna Scientist D, DST, Min. of Science & Technology" 
<k.gopikrishna@nic.in> 
Date: 14 June 2017 at 4:18:26 PM IST 
To: <koolagudi@nitk.ac.in>, <anilshettyk@hotmail.com> 
Subject: An intelligent medical support through speech summarization 

Dr. Konga Gopikrishna 
Scientist – ‘D’ 
Science for Equity Empowerment and Development Division 
E – Mail: k.gopikrishna@nic.in Phone: 011 – 26590298 
            
SEED/TIDE/016/2017                                                         14th June 2017 

BY SPEED POST/E-MAIL 
  

Sub:     14th Meeting of the Programme Advisory & Monitoring Committee 
(PA&MC) for ‘Technology Interventions for Disabled and Elderly’ (TIDE) 
Programme 

  

Ref:     Your project titled “An intelligent medical support through speech summarization” 

Dear Sir 

The above mentioned project proposal submitted by you to this Department 
for financial assistance under TIDE Programme will be considered by the 
PA&MC in its meeting scheduled to be held on 13th July 2017 at Indian 
National Science Academy (INSA), Bahadur Shah Zafar Marg, New Delhi – 
110 002 starting at 9:30 Hrs. The address of the venue is given below. 
Indian National Science Academy (INSA) 
 # 2, Bahadur Shah Zafar Marg, 
ITO Cross, Delhi-110002 

mailto:k.gopikrishna@nic.in
mailto:koolagudi@nitk.ac.in
mailto:anilshettyk@hotmail.com
mailto:k.gopikrishna@nic.in


www.insaindia.res.in/ 
Tele: 011 – 2322 1931 – 2322 1950 (20 lines) 
You are requested to make a presentation of the proposal before the 
Committee on 13th July 2017.  Please prepare a neat presentation using MS 
power point.  The investigators are required to present the project proposal 
in 10 minutes time using not more than 12 slides. The presentation should 
highlight the “problem identification” and the relevance of the innovation to 
the “user group”. The presentation may emphasize on innovative aspects, 
S&T component, novelty in delivery of the interventions, list of deliverables, 
etc. Kindly note that time should not be wasted on the state-of-art/ 
background of the project during presentation. The presentation should also 
accentuate on industry partnerships (Government/Private/NGO) and 
standing tie ups with end users, if any for dissemination/implementation of 
developed technologies. 
Traveling Allowance will be reimbursed by DST restricted to AC 2 tier either 
to the Investigator or the Co-Investigator on production of travel documents. 
You had to make your own arrangements for reaching the Venue of the 
meeting. 
You had to make your own arrangement for your stay during the meeting. 
Though not guaranteed, limited reimbursement towards accommodation 
charges may be considered on production of relevant bills as per extant 
norms of DST. Kindly confirm your participation to the undersigned on the 
E- Mail given above. 
Kind Regards 

                                                                                                         Yours 
Sincerely 

            (Konga Gopikrishna) 
To 
            Dr. Shashidhar G. Koolagudi 

National Institute Technology Karnataka 
Surathkal, Mangalore - 575 025 
Karnataka 

 

http://www.insaindia.res.in/
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FORMATS FOR SUBMISSION OF PROJECTS  

UNDER RADIATION HAZARDS 

(To be filled by applicant)  

1. Project Title-Cancer and proximity to mobile phone towers   

2. Broad Subject:- Life Sciences  

3. Duration in months- Twelve 

4. Total cost-6,30,540 

5. FE Component- Nil 

6. Principal Inv.-Dr Anil Shetty K 

7. Designation- Associate Professor 

8. Department-Paediatrics 

9. Institute Name-Fr Muller Medical College 

10. Address-  Department  of Paediatrics, 

Fr Muller Medical College 

Kankanady 

                         Mangalore-575002        

11. Date of Birth: Sex (M/F)   19-05-1974  Male 

12. Telephone Fax Gram e-mail  9886392043(mobile),  0824– 2238000(Landline), 0824 - 2437402 / 

2436352(Fax) anilshettyk@hotmail.com  

13. Co-Investigator  NA 

14. Designation  NA 

15. Department NA 

16. Institute Name NA 

17. AddressNA 

18. Date of Birth: Sex (M/F)  NA 

19. Telephone Fax Gram e-mail NA 
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(Repeat 13 to 19 for additional Co-Investigators, if any, as 13.1-19.1, 13.2-19.2,.) 

20. Project summary  

One of the biggest fears associated with cell phone towers is the apprehension that they cause cancer. 

This has led to many communities opposing the setting up of cell phone towers in urban residential 

localities or in the vicinity of schools. While there is no conclusive evidence implicating cell phone towers 

in the causation of cancer, the public at large remains skeptical and there are several misconceptions 

about cell phone tower radiation. Many studies have collected data and information about radiation and 

its effect   in the vicinity of towers. Our study proposes a different approach.  We use  addresses of past 

patients in our cancer center and triangulate  their location and proximity to cell phone towers using  

specially developed software and maps. This will aid us and demonstrate whether proximity and 

location of cell phone towershave any bearing on the incidence of cancer.   

21. Key wordsCancer, Cellphone Tower Proximity 

22. Technical details 

22.1. Introduction 

22.1.1. Origin of the proposal 

Teledensity in India is 79.28% (May 2012), the vast majority of these phones are cell phones, 

(930,000,000). To serve the spectrum needs of this huge number of cell phones, cell phone towers are 

also seeing an exponential growth. There has been much public debate, controversies and  in some 

cases mass hysterical reactions about the health hazards about cell phones in general and cell phone 

towers in particular. While there is no consensus in the scientific and health community about the 

effects, the biggest fear however is whether cell phones and towers have a role in the etiology of cancer. 

Most studies have focused on detecting cases of cancer in the vicinity of the tower’s . In our opinion this 

is akin to looking for a needle in a haystack and we propose to do the reverse, i.e.  use data and 

addresses of cancer patients using the facility’s in our hospital and co relate it to the proximity of  

towers to their home addresses. 

22.1.2. Definition of the problem 

Media coverage of residents and resident associations waging a campaign against cell phone tower 

installation has received wide coverage and shaped public perception. There are about 25 lakh existing 

cancer cases in India, 7 lakh new cases are added every year, every year nearly 5 lakh deaths occur due 

to cancer. In 2012 there were 7,36,654 mobile phone towers in India. Some of the statistics on cancer 

will be attributed by the public to the proliferating number of these cell phone towers. 

22.1.3. Objective  

1.Toinvestigate the risk of cancers  associated with exposure to radiofrequency  from proximity to  cell 

phone towers. 
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2.  To determine if proximity to cell phone towers increases the incidence of cancer, i.e. closer the 

tower, more the incidence. 

22.2. Review of status of Research and Development in the subject 

22.2.1. International status 

While there are a few studies that studied the effect of cell phones like the interphone study 

(http://www.iarc.fr/en/media-centre/pr/2010/pdfs/pr200_E.pdf), there are fewer studies of cancer and 

cell phone tower radiation. Elliot.P et al British Medical Journal,2010, 340, c3077 studied ‘Mobile phone 

base stations and early childhood cancers, case control study’ concluded that there was no association 

between cell phone towers and childhood cancers. 

Another study was conducted by Wood A.W. et al in the Archives of disease in childhood, vol 91, April 

2006, pp361-66 and a study by Bethele J.F. et al in the British Medical Journal 2010,340 c 3015 came to 

similar conclusions. ‘ Sciences economiques&sociales de la santé &traitment de l’informationmedicale’ a 

French journal studied the risk perception of the general public of cell phone tower radiation and cancer 

risk and revealed an increased perception of risk to 68.9% in 2010 from 48.5% in 2005. 

22.2.2. National status 

There are very few studies  if any of the effect of cell phone tower radiation in India. There is a current 

study by the W.H.O. in many countries supported by the I.T.U. There is a study by Prof Girish Kumar of 

the Electrical Engineering department of I.I.T  Bombay. A search on pubmed on ‘cell phone tower 

radiation and cancer in India’ did not reveal any results. 

22.2.3. Novelty Importance of the proposed project in the context of current status 

The Unique selling proposition of our study is that we are approaching the problem in a reverse 

direction, rather than cause-effect,  we are proceeding in the effect-cause(?) direction. Our Hospital was 

the first one in the region to be equipped with a linear accelerator and other cutting edge technology in 

the treatment of cancer. Because of these advanced facilities the number of cancer patients availing our 

services both on an outpatient and inpatient basis increased rapidly. As a result we have access to a lot 

of data including their home addresses in our Medical Records Department.  For the purpose of this 

study we propose to tie up with ‘Code Craft Technologies’ a company that develops apps, medical 

software and location software. (www.codecraft.co.in). A combination of these two valuable assets, our 

access to patient addresses, data and Codecraft’s technological expertise will help us to plot the location 

of our patients and cell phone towers and determine association if any. This study can also be treated as 

a pilot study and if successful can be replicated in multiple centers. 

22.2.4. if the project Is location specific, basis for selection of location 

Since most patients who were treated in our hospital would be from the same geographical sprawl, the 

data available would also be of the same local geographical area. This data will be matched against the 

location of cell phone towers in the vicinity of these areas and the information analyzed. 
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23. Target beneficiaries of the proposed work 

Every individual living in the vicinity of cell phone towers, and especially people apprehensive about 

these towers. 

24. Review of expertise available with the PI, the proposed investigating group/institution in the 

subject of the project 

Fr Muller Medical College was the first Hospital in the region to use a linear accelerator to treat cancer, 

Our hospital has treated a huge number of patients and has a radiotherapy, oncology and onco-surgery 

department. 

Our Technical partner ‘Codecraft’ has technical expertise in medical and location based software.  

25. Patent details (domestic and international), if applicableNA 

26. Environmental impact assessment and risk analysisNA 

27. Proposed impact assessmentNA 

28. Sustainability: Issues relating to sustainability, including stakeholder commitment, operation and 

maintenance of assets after project completion, and other related issues 

The only asset to be procured is a laptop and few other ancillaries, the location software will be 

developed independently.   

29. Work plan 

Source of Data – Patients treated for cancer at Fr Muller Medical College Hospital from 2006. 

Number- 500-1000 cases 

Inclusion criteria- Patients whose addresses are in the vicinity of Mangalore, and the surrounding towns 

and districts.Patients with a confirmed diagnosis of cancer. 

Exclusion Criteria- Patients whose address details are inadequate, or had a diagnosis ofcancer prior to 

the setting up of any cell phone tower in their neighbourhood. 

29.1. Methodology 

Data collected from patients in the last six years  in the Medical Records Department will be analyzed, 

only addresses and diagnosis of the patients will be recorded in an excel file, no other information will 

be collected. Principal Investigator and junior research assistant will go through the data and confirm 

the veracity and details such as diagnosis will be checked, data will be entered by a data entry assistant 

Our Technical partners Codecraft  have expertise in medical and location based software, they will 

export the data from the excel file and by reverse geo  coding, plot the location on map. Information on 

the location of cell phone towers, their frequency, number of antennas per tower and the date and year 
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in which they were set up will be accessed. Using Map View-with plotters the cell phone tower location 

and patient location will be plotted showing people in the zone of the cellular towers. The final report 

will be devised using line graph to display how many (if) are in close proximity for the mobile tower’s  

and people away from the towers. The type of cancer will be also plotted and information will be 

similarly compared with cell phone tower location. The data and information can also be matched 

against a similar number ofnormal controls 

29.2. Organization of work elements 

Data on addresses will be collected initially, the data will be entered into an excel file format. 

Information on  location of cell phone towers will be collected. The excel file will be used to plot 

locations on a map and cross matched against location of  cell phone towers. 

29.3. Time schedule of activities giving milestones

 

1- collection of data 

2-entry and verification 

3-data analysis and results 

29.4. Do the physical and financial targets (given in section 300-351) match with each other -yes 

29.5. Suggested plan of action for utilization of research outcomeexpected from the project. 

The plan for utilization will depend on the outcome, if the study reveals no association then it can be 

used to allay the fears of the general public. If the study reveals an association then further extensive 

0% 20% 40% 60% 80% 100%

Category 3
Series 1

Series 2

Series 3



6 
 

studies will need to be carried out. The study can also be utilized as a pilot study and as a template for 

replication on a larger scale involving multiple centers.   

30. The development "Outcomes" and "Outputs' of the project31. Economic implications of the 

proposed work, if any. 

Outcomes will depend on the results, whether any association is present or not, outcome will be 

dependent on final results. 

(32.) BUDGET ESTIMATES: SUMMARY 

 Item Budget (In Rupees) 

  One Year Duration  

A Recurring   

 1.Salaries/Wages 3,60,000 3,60,000 

 2.Consumables 15,000 15,000 

 3.Travel 40,000 40,000 

 4.Other Cost 168,540 
(Software) 

168,540 
(Software) 

B Equipment 47000 47000 

 Grand total (A+B) 6,30,540 6,30,540 

 

33. BUDGET FOR SALARIES/WAGES 

  Budget (In Rupees) 

  One year duration  

Designation & number 
of persons 

Monthly Emoluments   

Junior Research 
Assistant 

20,000 2,40,000 2,40,000 

Data Entry and 
recording 

10,000 1,20,000 1,20,000 

    

Total 30,000 3,60,000 3,60,000 

 

34. Justification for the manpower requirement.NA 

35. BUDGET FOR CONSUMABLE MATERIALS 

  Budget (In Rupees) 

Item    

Paper/ storage almirah Quantity or number 2000/1 15,000 

 Budget   

Total Budget   
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36. Justification for costly consumable (if not provided for in Section 231 i.e. Methodology)NA 

37. BUDGET FOR TRAVEL 

Budget 40,000 

Total 40,000 

38. Justification for intensive travel, if any. NA 

39. BUDGET FOR OTHER COSTS/CONTINGENCIES 

 Budget (in Rupees) 

 One year duration  

Other costs/contingency costs 40,000  

 

40. Justification for specific costs under other costs, if any.NA 

41. BUDGET FOR EQUIPMENT 

Si No Generic name of 
the equipment 
along with make 
& model 

Imported/indigenous Estimated cost Spare time for 
other users (in %) 

1 laptop indigenous 47,000  

 

42. Justification for the proposed equipment. 

Laptop for entry and record data and also for the specialized software developed by technical partners 

43. Reliability of Cost Estimates. Accurate 

44. Time Schedule of Activities through BAR Diagram 
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1- collection of data 

2-entry and verification 

3-data analysis and results 

45. List of facilities being extended by parent institution(s) for the project  

implementation. 

A) Infrastructural Facilities: 

S.No. Infrastructural Facility Yes/No/not required 

1 Workshop Facility Not Required 

2 Water & Electricity Yes 

3 Laboratory Space/Furniture No/Yes 

4 Power Generator Not Required 

5 AC Room or AC Not Required 

6 Telecommunication including e mail & fax Not Required 

7 Transportation Not Required 

8 Administrative/Secretarial support Yes 

9 Information facilities like internet/Library Yes 

10 Computational Facilities Not Required 

11 Animal/ Glass House  Not Required 

12 Any other specialty being provided  None 

 

 

 

0% 20% 40% 60% 80% 100%

Category 3
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B. Equipment available with the Institute/ Group/ Department/ Other Institutes for  

the project: 

Equipment available 
with 

Generic name of the 
equipment 

Model, make & year of 
purchase 

Remarks 

PI & his group NA   

PI’s department NA   

Other Inst in the region NA   

 

46. Detailed Bio-data of the Investigator 

NameDr Anil Shetty 

DOB  19-05-1974 

Designation Associate Professor, Department of Paediatrics, Fr Muller Medical College, Mangalore 

Institution addressFr Muller’s road Kankanady. Mangalore- 575002 

Teaching Experience 10 years 

Qualification MD Paediatrics 

Undergraduate qualification MBBS, from Kasturba Medical College, Mangalore.(1999) University –

Manipal University, Manipal. 

Post Graduate qualification MD from Fr Muller Medical College, Mangalore (2003) University- Rajiv 

Gandhi University of Health Sciences, Bangalore. 

Postgraduate Thesis ‘Congenital anomalies in Olighydramnios and Polyhydramnios’, was awarded the 

best thesis in Fr Muller Medical College 2003.  

Academic accomplishments- Post Graduate Thesis  guide since 2010, Have guided 2 MD postgraduate 

thesis’s so far. 

Undergraduate MBBS Examiner since 2009, been internal examiner  toFr Muller Medical College, KVG 

Medical College Sullia, K S Hegde Medical College Mangalore (all Rajiv Gandhi University of Health 

Sciences) and External Examiner at Kasturba Medical College Mangalore (Manipal University)   

Publications 

1. Prevention of Renal Diseases in Children Karnataka Paediatric Journal –  Vol.19,  No. 2 & 3  April 

– Sept. 2005 



10 
 

 

2.Anil Shetty, B. SanjeevRai, Habib Khan, K. VaradarajShenoy Role  of Antenatal ultrasound in 

oligohydramnios and polyhydramnios Karnataka Paediatric Journal  - Vol. 23, No. 2 April-June 2009, 

Page 3-5 

 

3.Anil Shetty, B. SanjeevRai, K.V. Shenoy, Merlin Pinto, GeetanjaliDambalkar, DeepaRavindran, T.S. 

Ananthakrishnan, G.D. JindalAnu-Photo Rheography in NeonatesKarnataka Pediatric Journal – Vol.23, 

No.3, July-September 2009, Page No.3-5 

 

4.Sanjeev Rai B, K. VaradarajShenoy, Anil Shetty, Sushanth SPitfalls in the diagnosis of urinary tract 

infection in childrenMuller Journal of Medical Sciences & Research  Vol.1, No.1, March 2010,  Page No. : 

41-44 

5.Detection of congenital anomalies in oligohydramnios and polyhydramniosJournal of Perinatology 

6.Peter G, Manuel AL, Shetty A. Study comparing the clinical profile of complicated cases of Plasmodium 

falciparum malaria among adults and children Asian Pacific Journal of Tropical disease 2011 ; 1 : 35 – 

37 (indexed) (International) 

 

 

47. Details of Research Projects completed/ submitted by the Investigator 

Project TitleAnu Photo Rheography in neonates 

Project Status:  completed, 

period2007 to 2010 

funding agency-Board of Research in Nuclear Sciences, Bhaba Atomic Research Centre, Trombay, 

Mumbai. 

total cost 16 lakhs 

Summary of the project 

The study was done to Validate theAnu Photo Rheograph in neonates  atFrMuller Medical College, 

Mangalore in Collaboration withBARC, Mumbai. In our study the bloodflow assessment, oxygen 

saturation andphysiological variability of heart rate weredone in 250 newborns and the data 

wascompiled. The graphs for Blood flowassessment, blood flow variability and heartrate variability were 
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obtained. Theseparameters are used to plot thenormoograms for Term, pre term neonates.This 

normogram can be used as standardsfor evaluation of sick neonates. 

Major Results/ Highlights of the project including achievement (publications,  

patents etc.), for completed projects 

Anil Shetty, B. SanjeevRai, K.V. Shenoy, Merlin Pinto, GeetanjaliDambalkar, DeepaRavindran, T.S. 

Ananthakrishnan, G.D. Jindal Anu-Photo Rheography in Neonates Karnataka Pediatric Journal – 

Vol.23, No.3, July-September 2009, Page No.3-5 

48. Any other relevant matter. 

None 

 

 

 

 

 

 

 





Preliminary Proposal MHRD (IMPRINT)

Title (< 25 words): Infant cry analysis for identifying the early symptoms of dyslexia and autism

in children

Domain and theme(s) (menu driven)

Abstract (< 100 words): Lot of research has been going on since the late nineteenth century on

the utility of cry of neonates/infants for predicting morbidities and disorders. Studies have shown

that the cry of an infant can be a window into its brain, especially before it acquires social skills.

There  are  already  some well-known  syndromes  easily  identifiable  by  infant  cry,  cri-du-chat

being a case in point. Studies have shown promises that the conditions like autism, down’s

syndrome, can also be identified by analyzing an infant’s cry. More research especially in the

Indian context is required. 

Aim and objective (< 50 words): To record the cry of both healthy and suspected/verified 

unhealthy infants, track their development for 5 years (minimum) and study their vocal 

excitations during that period to identify any traits that can help provide early medical solutions. 

The methodology is non-invasive and hence has exciting prospects.

Motivation  and genesis (<  150  words):  Even  though  research  in  this  field  has  started  in

nineteenth century, very little study has been conducted in India. Local research is important

because genetic factors are relevant when it comes to healthcare. Researchers have recorded

and spectrally analyzed the cry of an infant in hunger and when experiencing pain. The results

of such analysis have shown that the acoustic features of  waveforms such as pitch, energy etc.

are different in both healthy and unhealthy infants and are easily discernable even by naked

eyes,  promising that sustained research can yield actionable outcomes. Also earlier  studies

were usually headed by pediatricians, whereas our study will be led by an engineer there by



providing more technical skills on this front. Since the methodology is non-invasive, hope is that

a solution it will be more acceptable and accessible even in rural areas.

Current status and open questions (< 200 words): This is a relatively nascent field with a lot 

of scope of study and there are no practical tools/procedures which can be used by healthcare 

professionals to accurately identify any abnormalities or deficiencies based on infant cry 

spectrograms. Studies have shown that the cry of an infant can be a window into its brain, 

especially before it acquires social skills and realizes that crying can be a tool to invite attention.

Researchers in US are in the process of developing a tool “A Flexible Analysis Tool for the 

Quantitative Acoustic Assessment of Infant Cry – Brian Reggiannini et al” which should help 

researchers and health care professionals an easy access to a tool that can analyze infant’s cry 

patterns. Even after such a tool is available, using it as a diagnostic aide is quite far away in the 

future and is the holy grail that researchers are after. 

Plan of work including proposed methodology (< 500 words): The project aims to record the

cry of healthy and sick babies. An initial infant cry database will be created with at least a few 

hundred samples. At the time of data collection other pertinent information like Age of the baby, 

its gender, whether it’s a term or pre-term baby, birth weight of the baby, weight of the baby at 

the time of recording, whether the baby is suffering from any disease, whether the baby has any

siblings, has any of the siblings died, if yes, the cause of death, educational qualification of the 

parents etc., also would be collected. Once the database is collected we intend to compare the 

cry of healthy and sick infants on acoustic characteristics for various reasons. Such as:

 to study effect of  mother tongue on the cry pattern of neonates

 identifying the difference between cry patterns of healthy and unhealthy babies

 characterizing the cry patterns for specific health issues if possible



 analyzing and generalizing this characterization for different kinds of ailments

 mapping the early cry symptoms with the health issues of grown up children (up to 6

years)

 designing  a  prediction  engine  that  predicts  possible  health  issues  like  dyslexia  and

autism during early infancy

 developing a mechanism that improves the reliability of these predictions.

Method of recording: High precision noise suppression recording devices, which can

record a frequency range beyond 20 kHz. (Sony, Ahuja.. ). Recording is done with the

sampling frequency of 16 kHz. using 16 bits' storage per sample.

Analysis : 

o A expert  would  note  a  possible  reason  for  a  cry,  while  recording  cry

samples

o Acoustic analysis of these cry patterns are conducted for various spectral

and prosodic information

o Acoustically extracted patterns are studied for different children, possibly

with the same reason of cry

o A track of a child for its cry pattern and health conditions is kept for a long

time (at least up to 6 years) to acoustically map possible health disorders

and cry patterns

Outcome : 



o identifying  cry  patterns  of  children  during  early  days  of  their  birth  for

dyslexia and autism disorders

o suggesting remedial medication

o counseling of specific parents for parenting the disabled child

Justification and novelty – 'what is new' (< 50 words): 

 No solution exists anywhere in the world

 Very little research in the Indian context

 Because of the non-invasive nature, a tool, if developed, can be easily available to the 

masses

 Research headed by an Engineer specializing in study of speech technology

Milestones and time frame (< 100 words):

Benchmark and specifications of the product (< 100 words):

Deliverables and beneficiary industry/sector (< 50 words): The ultimate aim is to develop a 

tool that can analyze infant cry and list possibilities for a healthcare professional to carry out 

further investigations or (maybe) even prescribe medications. Applications will be in the 

healthcare sector.

Industry, Institution or Agency partners (< 50 words): Hunting for partners from the pharma, 

medical industry. No partners signed up so far.



Tentative budget with year and item wise breakup (< 100 words): 

Rough estimate:

Sl.
no.

Item Quantit
y

Price Total
(In Rs.)

01 Senior  research
fellow

01 Rs  28,000  per
month for 6 years

20,16,000

02 Junior  research
fellow

02 Rs  25,000  per
month for 6 years

36,00,000

03 Equipments
High end PCs
High end laptops
Recording
devices
Printer

02
02  
03
01

40,000
70,000
40,000
40,000

80,000
1,40,000
1,20,000
40,000

04 Database
collection

01 For  six years 8,00,000

05 Contingency For  six years 9,00,000
06 Travelling Meetings,  Conference,

workshop, training
For  six years

15,00,000

07 Consumables For  six years 4,20,000
08 Training  and

expert visits
For  six years 3,00,000

09 Institutional
overhead

For  six years 10,00,000

09 Total 1,09,16,00
0
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FULL DETAILS (Read-only)  -> Click Here to Create PDF for Current Dataset of Trial

CTRI No CTRI/2018/11/016419 [Registered on: 26/11/2018] Trial Registered
Prospectively

Acknowledgement
Number REF/2018/11/022336 

Last Modified On: 23/11/2018

Post Graduate
Thesis No 

Type of Trial Interventional 

Type of Study  
Vaccine

 Biological
 Preventive 

Study Design Randomized, Parallel Group, Active Controlled Trial 

Public Title of
Study  

A clinical study to assess the safety and immune response with Typhoid conjugate
vaccine of BE when compared with a licensed Typhoid conjugate vaccine. 

Scientific Title of
Study  

A multicentre single blind randomised controlled Phase-II/III study to evaluate
immunogenicity and safety of single intramuscular dose of Biological E’s Vi-capsular
Polysaccharide-CRM197 Conjugate Typhoid Vaccine in healthy infants, children and adults
in comparison with a licensed comparator. 

Trial Acronym None 

Secondary IDs if
Any  

Secondary ID Identifier 
BECT053/TCV-Phase-IIbyIII/CTP-01 Version :1.0 dated:09.07.18 Protocol Number 

 

Details of
Principal
Investigator or
overall Trial
Coordinator
(multi-center
study)  

Name Dr TSA Kishore 
Designation Associate Vice President - Clinical Development 
Affliation Biological E.Limited 

Address 

18/1&3, Azamabad, Hyderabad, Telangana,India 
 
Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216247  
Fax 04027675309  
Email kishore.turaga@biologicale.com  

 

Details Contact
Person

 Scientific Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 

Address 

Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
  

Hyderabad
 TELANGANA

 500020
 India 

Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Details Contact
Person

 Public Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 
Address Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
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Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Source of
Monetary or
Material Support  

Biological E.Limited  
 

Primary Sponsor  

Name Biological E Limited 
Address 18/1&3, Azamabad, Hyderabad-500020, Telangana, India.  
Type of Sponsor Pharmaceutical industry-Indian 

 

Details of
Secondary
Sponsor  

Name Address 
None None 

 

Countries of
Recruitment    India  

Sites of Study  No of Sites = 10  
Name of
Principal
Investigator 

Name of
Site Site Address Phone/Fax/Email 

Dr Pavan
Hegde 

Father Muller
Medical
College &
Hospital 

Department of Pediatrics,
Ist floor,Father Muller
Road, Kankanady,
Mangaluru 575002,
Karnataka, India 

 Dakshina Kannada
 KARNATAKA 

09845088116
  

pavanhegde@hotmail.com 

Dr K Siva Ram
Prasad 

Gandhi
Medical
College &
Hospital 

Department of
Pediatrics,Ist
floor,Musheerabad,
Secunderabad-500003,
Telangana, India.

 Hyderabad
 TELANGANA 

09440424545
  

ksivaramaprasad@yahoo.com 

Dr Manish
Narang 

Guru Teg
Bahadur
Hospital 

Department of Pediatrics,
3rd floor, Dilshad Garden,
Shahdara, Delhi 110095,
India

 North East
 DELHI 

09811036569
  

manish_2710@yahoo.com 

Dr Mandyam
Dhati Ravi 

J.S.S.
Hospital 

Department of
Pediatrics,Ist floor,
Mahathma Gandhi Road,
Mysuru 570004,
Karnataka, India

 Mysore
 KARNATAKA 

09880629506
  

ravimdped@gmail.com 

Dr Kapil Garg 

Jay Kay Lon
Hospital
attached to
S.M.S.
Medical
College 

Department of
Pediatrics,1st floor, JLN
Marg, Jaipur-302004,
Rajasthan, India.

 Jaipur
 RAJASTHAN 

09829182888
  

drkapilgargjkl@gmail.com 

Dr Sonali Kar Kalinga
Institute of

Department of community
Medicine, Ist floor,KIIMS

09438423273
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Medical
Sciences
(KIMS) 

Campus 5, KIIT University,
Patia,
BhubaneswarBhubaneswar
– 751024, Odisha, India.

 Khordha
 ORISSA 

sonsam72@yahoo.co.uk 

Dr P
Venugopal 

King George
Hospital 

1st Floor, Dept.of
Pediatrics, Collectorate
Junction, Maharanipeta,
Visakhapatnam 530002,
Andhra Pradesh, India.

 Visakhapatnam
 ANDHRA PRADESH 

09848027203
  

fbnc.amc@gmail.com 

Dr Madhukar
Pandey 

Oriana
Hospital 

Department of
Pediatrics,1st floor,Plot
number 6, 7, 8
Ravindrapuri Extension,
Lanka, Anandbagh,
Bhelupur, Varanasi
221001, Uttar Pradesh 

 Varanasi
 UTTAR PRADESH 

09839439464
  

pandeymadhukar@gmail.com 

Dr Savita
Verma 

PT. B D
Sharma Post
Graduate
Institute of
Medical
Sciences &
Hospital 

Department of
Pharmacology, 3rd
floor,Near Directorate
Office, Rohtak-124
001,Haryana,India

 Rohtak
 HARYANA 

09812283746
  

savita_verma@hotmail.com 

Dr Ashish
Dhongade  

Sant
Dnyaneshwar
Medical
Education
Research
Centre 

Department of Pediatrics,
Ground floor, 695/A,
Sadashiveth, 695/A,
Sadashiv Peth, Opp. Vijay
Talkies, Laxmi Road, Pune-
411030, Maharashtra,
India. 

 Pune
 MAHARASHTRA 

09011095436
  

adhongade1@gmail.com 

 

Details of Ethics
Committee 
Clarification(s) with
Reply 
Modification(s)  

No of Ethics Committees= 10  

Name of Committee Approval
Status 

Date of
Approval 

Approval
Document 

Is
IEC? 

Institutional Ethics Committee,Sant
Dnyaneshwar Medical Education
Research Centre 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Ethics Committee, SMS Medical
College and Attached Hospitals 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Guru Teg Bahadur Ethics
Committee-Guru Teg Bahadur
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Gandhi Medical College/ Gandhi
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee, JSS
Medical College & Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics committee,
Kalinga Institute of Medical
Sciences 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Oriana Hospital Approved 17/11/2018 Approval

File No 

Institutional Ethics Committee, PT.
B D Sharma Post Graduate Institute
of Medical Sciences  

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 
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Institutional Ethics committee-
Father Muller Medical College 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded 

No 

Institutional Ethics Committee-
King George Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

 

Regulatory
Clearance Status
from DCGI  

Status Date Aproval Document 
No Objection Certificate 01/11/2018 Approval File 

 

Health Condition /
Problems Studied 
Clarification(s) with
Reply 
Modification(s)  

Health Type Condition 
Healthy Human Volunteers Preventive protection against Typhoid fever  
Patients Z23||Encounter for immunization,  

 

Intervention /
Comparator Agent
 

Type Name Details 

Intervention 

BioE’s Typhoid
Conjugate
Vaccine(Monovalent)-
Single Human dose-
0.5mL  

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration)  

Comparator
Agent 

Typbar-TCV Single
Human dose-0.5mL 

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration) 

 

Inclusion Criteria
 

Age
From 6.00 Month(s)

Age To 64.00 Year(s)
Gender Both 

Details 

1. Healthy subjects of either gender between ≥6 months to <64 years of age
at the time of vaccination 
2. Subject or Subject’s Parent(s) or LAR who after the nature of the study has
been explained to them, have given written consent according to local
regulatory requirements.

 3. Subject or Subject’s Parent(s) or LAR’s ability to understand information
relevant to participation in the study and abide with the requirements of the
subject diary and other study procedures;

 4. Individuals in good health as determined by the outcome of medical
history, physical examination based on clinical judgment of the investigator. 

 5. Negative to urine pregnancy test for female subjects of childbearing
potential. Female of childbearing potential is defined as a pre-menopausal
female capable of becoming pregnant. This does not include females who
meet any of the following conditions: (1) menopause at least 2 years earlier,
(2) tubal ligation at least 1 year earlier, or (3) total hysterectomy.

  
 

Exclusion Criteria Details 1. Individuals who have a previously ascertained or suspected disease caused
by Salmonella typhi;

 2. Individuals who have history of household contact with/and or intimate
exposure to an individual with laboratory confirmed S. typhi;

 3. Individuals who have previously received any vaccines against typhoid
fever (either oral live attenuated or injectable vaccines);

 4. Individuals with body temperature ≥100.4°F (≥38.0°C) within 3 days of
intended study immunization;

 5. Individuals with any serious chronic or progressive disease according to
judgment of the investigator (e.g., neurological, neoplasm, insulin dependent
diabetes, cardiac, renal or hepatic disease);

 6. Subject or Subject’s Parent(s) or LAR unwillingness or inability to
understand and follow required study procedures, keep appointments, or are
planning to relocate during the study period; 

 7. Individuals with history of any illness or any laboratory abnormality that, in
the opinion of the investigator, might interfere with the results of the study or

http://ctri.nic.in/Clinicaltrials//WriteReadData/dcgi/7459826031TCVPhase2by3CTNOC.PDF
javascript:newwin2('viewmod.php?trialid=29416&blid=14&EncHid=65191.75758&modid=1&compid=19','29416cla')
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pose additional risk to the subjects due to participation in the study;
 8. Subject with suspected or known history of an autoimmune disorder or any

other known or suspected impairment /alteration of the immune system, or
under immunosuppressive therapy including use of systemic corticosteroids or
chronic use of inhaled high-potency corticosteroids within the previous 30
days;

 9. Subject with a known bleeding diathesis, or any condition that may be
associated with a prolonged bleeding time or history of receipt of anti-
coagulants in the past 3 weeks;

 10. History of allergy or allergic reaction to any vaccine-related component; 
 11. Individuals participating in any other clinical trial within 30 days prior to

first study visit or intent to participate in another clinical study at any time
during the conduct of this study; 

 12. Women who are pregnant or breast-feeding or of childbearing age who
have not used or do not plan to use acceptable birth control measures, for the
duration of the study. Female of childbearing potential or age is defined as a
pre-menopausal female capable of becoming pregnant. This does not include
females who meet any of the following conditions: (1) menopause at least 2
years earlier, (2) tubal ligation at least 1 year earlier, or (3) total
hysterectomy. 

 13. Any other reason that in the opinion of the investigator may interfere with
the evaluation required by the study objectives.

  
 

Method of
Generating
Random Sequence
 

Computer generated randomization 

Method of
Concealment  On-site computer system 

Blinding/Masking
 Participant Blinded 

Primary Outcome
 

Outcome TimePoints 

1.Seroconversion rate as measured by proportion of
subjects with anti-Vi IgG serum antibody concentrations
above the threshold value.

 2.Geometric mean concentrations (GMC) of anti-Vi IgG
antibodies.

 3.Fold increase in anti-Vi IgG antibody concentration.  

1.at day 0 pre vaccination
and at day 42 post
vaccination.

 2.at day 0 (pre
vaccination) and at day 42
(post vaccination)

 3.post-vaccination sample
from pre-vaccination
concentrations 

 

Secondary
Outcome  

Outcome TimePoints 

Proportion of subjects with
solicited adverse reactions  

during first 30 minutes of post vaccination observation
period and for subsequent 7 consecutive days (Day 0-
6) 

Proportion of subjects with
unsolicited adverse events
(AEs) 

during the follow up period until day 42 of post
vaccination. 

Medically attended and/or
serious adverse events (SAEs),
if any 

during the post vaccination 42 day follow up period. 

 

Target Sample
Size  

Total Sample Size="622"
 Sample Size from India="622" 

 Final Enrollment numbers achieved (Total)= "Applicable only for
Completed/Terminated trials" 

 Final Enrollment numbers achieved (India)="Applicable only for
Completed/Terminated trials" 

Phase of Trial  Phase 2/ Phase 3 

Date of First 30/11/2018 
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Enrollment
(India)  

Date of Study
Completion
(India)

Applicable only for Completed/Terminated trials 

Date of First
Enrollment
(Global) 

No Date Specified 

Date of Study
Completion
(Global)

Applicable only for Completed/Terminated trials 

Estimated
Duration of Trial  

Years="0"
 Months="6"

 Days="0" 

Recruitment
Status of Trial
(Global)  

Not Applicable 

Recruitment
Status of Trial
(India) 

Not Yet Recruiting 

Publication
Details  None 

Brief Summary  

This is a multicentre single blind randomised, comparative, phase-II/III study to demonstrate non-
inferiority in terms of seroconversion rates and safety of Biological E’s Typhoid conjugate vaccine in ≥6
months to <64 year old healthy subjects in comparison with licensed Typbar-TCV vaccine at day 42. The
total sample size to be enrolled would be 622 subjects in both groups put together based on the
screening and enrolment criteria set in the protocol.

Each subject will  receive a single 0.5 mL dose of the study vaccine intramuscularly i.e., Biological E’s
Typhoid conjugate vaccine or Typbar-TCV vaccine, based on the treatment groups to which they are
randomised for assessing the safety & Immunogenicity. Only optimal quantity of venous blood sample for
immunogenicity assessment will be drawn twice during the study period.

The study will be conducted in compliance with schedule Y, ICH and Indian good clinical practice
guidelines in force at the time of study conduct.

 































Fwd: An intelligent medical support through speech 
summarization 
Inbox x 

 
Anil Shetty <anilshettyk@hotmail.com> 
 

7/24
/17 

 

 
 

 
to me 

 
 

 

Sent from my iPhone 
 
Begin forwarded message: 

From: "Konga Gopikrishna Scientist D, DST, Min. of Science & Technology" 
<k.gopikrishna@nic.in> 
Date: 14 June 2017 at 4:18:26 PM IST 
To: <koolagudi@nitk.ac.in>, <anilshettyk@hotmail.com> 
Subject: An intelligent medical support through speech summarization 

Dr. Konga Gopikrishna 
Scientist – ‘D’ 
Science for Equity Empowerment and Development Division 
E – Mail: k.gopikrishna@nic.in Phone: 011 – 26590298 
            
SEED/TIDE/016/2017                                                         14th June 2017 

BY SPEED POST/E-MAIL 
  

Sub:     14th Meeting of the Programme Advisory & Monitoring Committee 
(PA&MC) for ‘Technology Interventions for Disabled and Elderly’ (TIDE) 
Programme 

  

Ref:     Your project titled “An intelligent medical support through speech summarization” 

Dear Sir 

The above mentioned project proposal submitted by you to this Department 
for financial assistance under TIDE Programme will be considered by the 
PA&MC in its meeting scheduled to be held on 13th July 2017 at Indian 
National Science Academy (INSA), Bahadur Shah Zafar Marg, New Delhi – 
110 002 starting at 9:30 Hrs. The address of the venue is given below. 
Indian National Science Academy (INSA) 
 # 2, Bahadur Shah Zafar Marg, 
ITO Cross, Delhi-110002 

mailto:k.gopikrishna@nic.in
mailto:koolagudi@nitk.ac.in
mailto:anilshettyk@hotmail.com
mailto:k.gopikrishna@nic.in


www.insaindia.res.in/ 
Tele: 011 – 2322 1931 – 2322 1950 (20 lines) 
You are requested to make a presentation of the proposal before the 
Committee on 13th July 2017.  Please prepare a neat presentation using MS 
power point.  The investigators are required to present the project proposal 
in 10 minutes time using not more than 12 slides. The presentation should 
highlight the “problem identification” and the relevance of the innovation to 
the “user group”. The presentation may emphasize on innovative aspects, 
S&T component, novelty in delivery of the interventions, list of deliverables, 
etc. Kindly note that time should not be wasted on the state-of-art/ 
background of the project during presentation. The presentation should also 
accentuate on industry partnerships (Government/Private/NGO) and 
standing tie ups with end users, if any for dissemination/implementation of 
developed technologies. 
Traveling Allowance will be reimbursed by DST restricted to AC 2 tier either 
to the Investigator or the Co-Investigator on production of travel documents. 
You had to make your own arrangements for reaching the Venue of the 
meeting. 
You had to make your own arrangement for your stay during the meeting. 
Though not guaranteed, limited reimbursement towards accommodation 
charges may be considered on production of relevant bills as per extant 
norms of DST. Kindly confirm your participation to the undersigned on the 
E- Mail given above. 
Kind Regards 

                                                                                                         Yours 
Sincerely 

            (Konga Gopikrishna) 
To 
            Dr. Shashidhar G. Koolagudi 

National Institute Technology Karnataka 
Surathkal, Mangalore - 575 025 
Karnataka 

 

http://www.insaindia.res.in/
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FORMATS FOR SUBMISSION OF PROJECTS  

UNDER RADIATION HAZARDS 

(To be filled by applicant)  

1. Project Title-Cancer and proximity to mobile phone towers   

2. Broad Subject:- Life Sciences  

3. Duration in months- Twelve 

4. Total cost-6,30,540 

5. FE Component- Nil 

6. Principal Inv.-Dr Anil Shetty K 

7. Designation- Associate Professor 

8. Department-Paediatrics 

9. Institute Name-Fr Muller Medical College 

10. Address-  Department  of Paediatrics, 

Fr Muller Medical College 

Kankanady 

                         Mangalore-575002        

11. Date of Birth: Sex (M/F)   19-05-1974  Male 

12. Telephone Fax Gram e-mail  9886392043(mobile),  0824– 2238000(Landline), 0824 - 2437402 / 

2436352(Fax) anilshettyk@hotmail.com  

13. Co-Investigator  NA 

14. Designation  NA 

15. Department NA 

16. Institute Name NA 

17. AddressNA 

18. Date of Birth: Sex (M/F)  NA 

19. Telephone Fax Gram e-mail NA 



2 
 

(Repeat 13 to 19 for additional Co-Investigators, if any, as 13.1-19.1, 13.2-19.2,.) 

20. Project summary  

One of the biggest fears associated with cell phone towers is the apprehension that they cause cancer. 

This has led to many communities opposing the setting up of cell phone towers in urban residential 

localities or in the vicinity of schools. While there is no conclusive evidence implicating cell phone towers 

in the causation of cancer, the public at large remains skeptical and there are several misconceptions 

about cell phone tower radiation. Many studies have collected data and information about radiation and 

its effect   in the vicinity of towers. Our study proposes a different approach.  We use  addresses of past 

patients in our cancer center and triangulate  their location and proximity to cell phone towers using  

specially developed software and maps. This will aid us and demonstrate whether proximity and 

location of cell phone towershave any bearing on the incidence of cancer.   

21. Key wordsCancer, Cellphone Tower Proximity 

22. Technical details 

22.1. Introduction 

22.1.1. Origin of the proposal 

Teledensity in India is 79.28% (May 2012), the vast majority of these phones are cell phones, 

(930,000,000). To serve the spectrum needs of this huge number of cell phones, cell phone towers are 

also seeing an exponential growth. There has been much public debate, controversies and  in some 

cases mass hysterical reactions about the health hazards about cell phones in general and cell phone 

towers in particular. While there is no consensus in the scientific and health community about the 

effects, the biggest fear however is whether cell phones and towers have a role in the etiology of cancer. 

Most studies have focused on detecting cases of cancer in the vicinity of the tower’s . In our opinion this 

is akin to looking for a needle in a haystack and we propose to do the reverse, i.e.  use data and 

addresses of cancer patients using the facility’s in our hospital and co relate it to the proximity of  

towers to their home addresses. 

22.1.2. Definition of the problem 

Media coverage of residents and resident associations waging a campaign against cell phone tower 

installation has received wide coverage and shaped public perception. There are about 25 lakh existing 

cancer cases in India, 7 lakh new cases are added every year, every year nearly 5 lakh deaths occur due 

to cancer. In 2012 there were 7,36,654 mobile phone towers in India. Some of the statistics on cancer 

will be attributed by the public to the proliferating number of these cell phone towers. 

22.1.3. Objective  

1.Toinvestigate the risk of cancers  associated with exposure to radiofrequency  from proximity to  cell 

phone towers. 
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2.  To determine if proximity to cell phone towers increases the incidence of cancer, i.e. closer the 

tower, more the incidence. 

22.2. Review of status of Research and Development in the subject 

22.2.1. International status 

While there are a few studies that studied the effect of cell phones like the interphone study 

(http://www.iarc.fr/en/media-centre/pr/2010/pdfs/pr200_E.pdf), there are fewer studies of cancer and 

cell phone tower radiation. Elliot.P et al British Medical Journal,2010, 340, c3077 studied ‘Mobile phone 

base stations and early childhood cancers, case control study’ concluded that there was no association 

between cell phone towers and childhood cancers. 

Another study was conducted by Wood A.W. et al in the Archives of disease in childhood, vol 91, April 

2006, pp361-66 and a study by Bethele J.F. et al in the British Medical Journal 2010,340 c 3015 came to 

similar conclusions. ‘ Sciences economiques&sociales de la santé &traitment de l’informationmedicale’ a 

French journal studied the risk perception of the general public of cell phone tower radiation and cancer 

risk and revealed an increased perception of risk to 68.9% in 2010 from 48.5% in 2005. 

22.2.2. National status 

There are very few studies  if any of the effect of cell phone tower radiation in India. There is a current 

study by the W.H.O. in many countries supported by the I.T.U. There is a study by Prof Girish Kumar of 

the Electrical Engineering department of I.I.T  Bombay. A search on pubmed on ‘cell phone tower 

radiation and cancer in India’ did not reveal any results. 

22.2.3. Novelty Importance of the proposed project in the context of current status 

The Unique selling proposition of our study is that we are approaching the problem in a reverse 

direction, rather than cause-effect,  we are proceeding in the effect-cause(?) direction. Our Hospital was 

the first one in the region to be equipped with a linear accelerator and other cutting edge technology in 

the treatment of cancer. Because of these advanced facilities the number of cancer patients availing our 

services both on an outpatient and inpatient basis increased rapidly. As a result we have access to a lot 

of data including their home addresses in our Medical Records Department.  For the purpose of this 

study we propose to tie up with ‘Code Craft Technologies’ a company that develops apps, medical 

software and location software. (www.codecraft.co.in). A combination of these two valuable assets, our 

access to patient addresses, data and Codecraft’s technological expertise will help us to plot the location 

of our patients and cell phone towers and determine association if any. This study can also be treated as 

a pilot study and if successful can be replicated in multiple centers. 

22.2.4. if the project Is location specific, basis for selection of location 

Since most patients who were treated in our hospital would be from the same geographical sprawl, the 

data available would also be of the same local geographical area. This data will be matched against the 

location of cell phone towers in the vicinity of these areas and the information analyzed. 
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23. Target beneficiaries of the proposed work 

Every individual living in the vicinity of cell phone towers, and especially people apprehensive about 

these towers. 

24. Review of expertise available with the PI, the proposed investigating group/institution in the 

subject of the project 

Fr Muller Medical College was the first Hospital in the region to use a linear accelerator to treat cancer, 

Our hospital has treated a huge number of patients and has a radiotherapy, oncology and onco-surgery 

department. 

Our Technical partner ‘Codecraft’ has technical expertise in medical and location based software.  

25. Patent details (domestic and international), if applicableNA 

26. Environmental impact assessment and risk analysisNA 

27. Proposed impact assessmentNA 

28. Sustainability: Issues relating to sustainability, including stakeholder commitment, operation and 

maintenance of assets after project completion, and other related issues 

The only asset to be procured is a laptop and few other ancillaries, the location software will be 

developed independently.   

29. Work plan 

Source of Data – Patients treated for cancer at Fr Muller Medical College Hospital from 2006. 

Number- 500-1000 cases 

Inclusion criteria- Patients whose addresses are in the vicinity of Mangalore, and the surrounding towns 

and districts.Patients with a confirmed diagnosis of cancer. 

Exclusion Criteria- Patients whose address details are inadequate, or had a diagnosis ofcancer prior to 

the setting up of any cell phone tower in their neighbourhood. 

29.1. Methodology 

Data collected from patients in the last six years  in the Medical Records Department will be analyzed, 

only addresses and diagnosis of the patients will be recorded in an excel file, no other information will 

be collected. Principal Investigator and junior research assistant will go through the data and confirm 

the veracity and details such as diagnosis will be checked, data will be entered by a data entry assistant 

Our Technical partners Codecraft  have expertise in medical and location based software, they will 

export the data from the excel file and by reverse geo  coding, plot the location on map. Information on 

the location of cell phone towers, their frequency, number of antennas per tower and the date and year 
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in which they were set up will be accessed. Using Map View-with plotters the cell phone tower location 

and patient location will be plotted showing people in the zone of the cellular towers. The final report 

will be devised using line graph to display how many (if) are in close proximity for the mobile tower’s  

and people away from the towers. The type of cancer will be also plotted and information will be 

similarly compared with cell phone tower location. The data and information can also be matched 

against a similar number ofnormal controls 

29.2. Organization of work elements 

Data on addresses will be collected initially, the data will be entered into an excel file format. 

Information on  location of cell phone towers will be collected. The excel file will be used to plot 

locations on a map and cross matched against location of  cell phone towers. 

29.3. Time schedule of activities giving milestones

 

1- collection of data 

2-entry and verification 

3-data analysis and results 

29.4. Do the physical and financial targets (given in section 300-351) match with each other -yes 

29.5. Suggested plan of action for utilization of research outcomeexpected from the project. 

The plan for utilization will depend on the outcome, if the study reveals no association then it can be 

used to allay the fears of the general public. If the study reveals an association then further extensive 

0% 20% 40% 60% 80% 100%

Category 3
Series 1

Series 2

Series 3
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studies will need to be carried out. The study can also be utilized as a pilot study and as a template for 

replication on a larger scale involving multiple centers.   

30. The development "Outcomes" and "Outputs' of the project31. Economic implications of the 

proposed work, if any. 

Outcomes will depend on the results, whether any association is present or not, outcome will be 

dependent on final results. 

(32.) BUDGET ESTIMATES: SUMMARY 

 Item Budget (In Rupees) 

  One Year Duration  

A Recurring   

 1.Salaries/Wages 3,60,000 3,60,000 

 2.Consumables 15,000 15,000 

 3.Travel 40,000 40,000 

 4.Other Cost 168,540 
(Software) 

168,540 
(Software) 

B Equipment 47000 47000 

 Grand total (A+B) 6,30,540 6,30,540 

 

33. BUDGET FOR SALARIES/WAGES 

  Budget (In Rupees) 

  One year duration  

Designation & number 
of persons 

Monthly Emoluments   

Junior Research 
Assistant 

20,000 2,40,000 2,40,000 

Data Entry and 
recording 

10,000 1,20,000 1,20,000 

    

Total 30,000 3,60,000 3,60,000 

 

34. Justification for the manpower requirement.NA 

35. BUDGET FOR CONSUMABLE MATERIALS 

  Budget (In Rupees) 

Item    

Paper/ storage almirah Quantity or number 2000/1 15,000 

 Budget   

Total Budget   
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36. Justification for costly consumable (if not provided for in Section 231 i.e. Methodology)NA 

37. BUDGET FOR TRAVEL 

Budget 40,000 

Total 40,000 

38. Justification for intensive travel, if any. NA 

39. BUDGET FOR OTHER COSTS/CONTINGENCIES 

 Budget (in Rupees) 

 One year duration  

Other costs/contingency costs 40,000  

 

40. Justification for specific costs under other costs, if any.NA 

41. BUDGET FOR EQUIPMENT 

Si No Generic name of 
the equipment 
along with make 
& model 

Imported/indigenous Estimated cost Spare time for 
other users (in %) 

1 laptop indigenous 47,000  

 

42. Justification for the proposed equipment. 

Laptop for entry and record data and also for the specialized software developed by technical partners 

43. Reliability of Cost Estimates. Accurate 

44. Time Schedule of Activities through BAR Diagram 
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1- collection of data 

2-entry and verification 

3-data analysis and results 

45. List of facilities being extended by parent institution(s) for the project  

implementation. 

A) Infrastructural Facilities: 

S.No. Infrastructural Facility Yes/No/not required 

1 Workshop Facility Not Required 

2 Water & Electricity Yes 

3 Laboratory Space/Furniture No/Yes 

4 Power Generator Not Required 

5 AC Room or AC Not Required 

6 Telecommunication including e mail & fax Not Required 

7 Transportation Not Required 

8 Administrative/Secretarial support Yes 

9 Information facilities like internet/Library Yes 

10 Computational Facilities Not Required 

11 Animal/ Glass House  Not Required 

12 Any other specialty being provided  None 

 

 

 

0% 20% 40% 60% 80% 100%
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B. Equipment available with the Institute/ Group/ Department/ Other Institutes for  

the project: 

Equipment available 
with 

Generic name of the 
equipment 

Model, make & year of 
purchase 

Remarks 

PI & his group NA   

PI’s department NA   

Other Inst in the region NA   

 

46. Detailed Bio-data of the Investigator 

NameDr Anil Shetty 

DOB  19-05-1974 

Designation Associate Professor, Department of Paediatrics, Fr Muller Medical College, Mangalore 

Institution addressFr Muller’s road Kankanady. Mangalore- 575002 

Teaching Experience 10 years 

Qualification MD Paediatrics 

Undergraduate qualification MBBS, from Kasturba Medical College, Mangalore.(1999) University –

Manipal University, Manipal. 

Post Graduate qualification MD from Fr Muller Medical College, Mangalore (2003) University- Rajiv 

Gandhi University of Health Sciences, Bangalore. 

Postgraduate Thesis ‘Congenital anomalies in Olighydramnios and Polyhydramnios’, was awarded the 

best thesis in Fr Muller Medical College 2003.  

Academic accomplishments- Post Graduate Thesis  guide since 2010, Have guided 2 MD postgraduate 

thesis’s so far. 

Undergraduate MBBS Examiner since 2009, been internal examiner  toFr Muller Medical College, KVG 

Medical College Sullia, K S Hegde Medical College Mangalore (all Rajiv Gandhi University of Health 

Sciences) and External Examiner at Kasturba Medical College Mangalore (Manipal University)   

Publications 

1. Prevention of Renal Diseases in Children Karnataka Paediatric Journal –  Vol.19,  No. 2 & 3  April 

– Sept. 2005 
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2.Anil Shetty, B. SanjeevRai, Habib Khan, K. VaradarajShenoy Role  of Antenatal ultrasound in 

oligohydramnios and polyhydramnios Karnataka Paediatric Journal  - Vol. 23, No. 2 April-June 2009, 

Page 3-5 

 

3.Anil Shetty, B. SanjeevRai, K.V. Shenoy, Merlin Pinto, GeetanjaliDambalkar, DeepaRavindran, T.S. 

Ananthakrishnan, G.D. JindalAnu-Photo Rheography in NeonatesKarnataka Pediatric Journal – Vol.23, 

No.3, July-September 2009, Page No.3-5 

 

4.Sanjeev Rai B, K. VaradarajShenoy, Anil Shetty, Sushanth SPitfalls in the diagnosis of urinary tract 

infection in childrenMuller Journal of Medical Sciences & Research  Vol.1, No.1, March 2010,  Page No. : 

41-44 

5.Detection of congenital anomalies in oligohydramnios and polyhydramniosJournal of Perinatology 

6.Peter G, Manuel AL, Shetty A. Study comparing the clinical profile of complicated cases of Plasmodium 

falciparum malaria among adults and children Asian Pacific Journal of Tropical disease 2011 ; 1 : 35 – 

37 (indexed) (International) 

 

 

47. Details of Research Projects completed/ submitted by the Investigator 

Project TitleAnu Photo Rheography in neonates 

Project Status:  completed, 

period2007 to 2010 

funding agency-Board of Research in Nuclear Sciences, Bhaba Atomic Research Centre, Trombay, 

Mumbai. 

total cost 16 lakhs 

Summary of the project 

The study was done to Validate theAnu Photo Rheograph in neonates  atFrMuller Medical College, 

Mangalore in Collaboration withBARC, Mumbai. In our study the bloodflow assessment, oxygen 

saturation andphysiological variability of heart rate weredone in 250 newborns and the data 

wascompiled. The graphs for Blood flowassessment, blood flow variability and heartrate variability were 
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obtained. Theseparameters are used to plot thenormoograms for Term, pre term neonates.This 

normogram can be used as standardsfor evaluation of sick neonates. 

Major Results/ Highlights of the project including achievement (publications,  

patents etc.), for completed projects 

Anil Shetty, B. SanjeevRai, K.V. Shenoy, Merlin Pinto, GeetanjaliDambalkar, DeepaRavindran, T.S. 

Ananthakrishnan, G.D. Jindal Anu-Photo Rheography in Neonates Karnataka Pediatric Journal – 

Vol.23, No.3, July-September 2009, Page No.3-5 

48. Any other relevant matter. 

None 

 

 

 

 

 

 

 





Preliminary Proposal MHRD (IMPRINT)

Title (< 25 words): Infant cry analysis for identifying the early symptoms of dyslexia and autism

in children

Domain and theme(s) (menu driven)

Abstract (< 100 words): Lot of research has been going on since the late nineteenth century on

the utility of cry of neonates/infants for predicting morbidities and disorders. Studies have shown

that the cry of an infant can be a window into its brain, especially before it acquires social skills.

There  are  already  some well-known  syndromes  easily  identifiable  by  infant  cry,  cri-du-chat

being a case in point. Studies have shown promises that the conditions like autism, down’s

syndrome, can also be identified by analyzing an infant’s cry. More research especially in the

Indian context is required. 

Aim and objective (< 50 words): To record the cry of both healthy and suspected/verified 

unhealthy infants, track their development for 5 years (minimum) and study their vocal 

excitations during that period to identify any traits that can help provide early medical solutions. 

The methodology is non-invasive and hence has exciting prospects.

Motivation  and genesis (<  150  words):  Even  though  research  in  this  field  has  started  in

nineteenth century, very little study has been conducted in India. Local research is important

because genetic factors are relevant when it comes to healthcare. Researchers have recorded

and spectrally analyzed the cry of an infant in hunger and when experiencing pain. The results

of such analysis have shown that the acoustic features of  waveforms such as pitch, energy etc.

are different in both healthy and unhealthy infants and are easily discernable even by naked

eyes,  promising that sustained research can yield actionable outcomes. Also earlier  studies

were usually headed by pediatricians, whereas our study will be led by an engineer there by



providing more technical skills on this front. Since the methodology is non-invasive, hope is that

a solution it will be more acceptable and accessible even in rural areas.

Current status and open questions (< 200 words): This is a relatively nascent field with a lot 

of scope of study and there are no practical tools/procedures which can be used by healthcare 

professionals to accurately identify any abnormalities or deficiencies based on infant cry 

spectrograms. Studies have shown that the cry of an infant can be a window into its brain, 

especially before it acquires social skills and realizes that crying can be a tool to invite attention.

Researchers in US are in the process of developing a tool “A Flexible Analysis Tool for the 

Quantitative Acoustic Assessment of Infant Cry – Brian Reggiannini et al” which should help 

researchers and health care professionals an easy access to a tool that can analyze infant’s cry 

patterns. Even after such a tool is available, using it as a diagnostic aide is quite far away in the 

future and is the holy grail that researchers are after. 

Plan of work including proposed methodology (< 500 words): The project aims to record the

cry of healthy and sick babies. An initial infant cry database will be created with at least a few 

hundred samples. At the time of data collection other pertinent information like Age of the baby, 

its gender, whether it’s a term or pre-term baby, birth weight of the baby, weight of the baby at 

the time of recording, whether the baby is suffering from any disease, whether the baby has any

siblings, has any of the siblings died, if yes, the cause of death, educational qualification of the 

parents etc., also would be collected. Once the database is collected we intend to compare the 

cry of healthy and sick infants on acoustic characteristics for various reasons. Such as:

 to study effect of  mother tongue on the cry pattern of neonates

 identifying the difference between cry patterns of healthy and unhealthy babies

 characterizing the cry patterns for specific health issues if possible



 analyzing and generalizing this characterization for different kinds of ailments

 mapping the early cry symptoms with the health issues of grown up children (up to 6

years)

 designing  a  prediction  engine  that  predicts  possible  health  issues  like  dyslexia  and

autism during early infancy

 developing a mechanism that improves the reliability of these predictions.

Method of recording: High precision noise suppression recording devices, which can

record a frequency range beyond 20 kHz. (Sony, Ahuja.. ). Recording is done with the

sampling frequency of 16 kHz. using 16 bits' storage per sample.

Analysis : 

o A expert  would  note  a  possible  reason  for  a  cry,  while  recording  cry

samples

o Acoustic analysis of these cry patterns are conducted for various spectral

and prosodic information

o Acoustically extracted patterns are studied for different children, possibly

with the same reason of cry

o A track of a child for its cry pattern and health conditions is kept for a long

time (at least up to 6 years) to acoustically map possible health disorders

and cry patterns

Outcome : 



o identifying  cry  patterns  of  children  during  early  days  of  their  birth  for

dyslexia and autism disorders

o suggesting remedial medication

o counseling of specific parents for parenting the disabled child

Justification and novelty – 'what is new' (< 50 words): 

 No solution exists anywhere in the world

 Very little research in the Indian context

 Because of the non-invasive nature, a tool, if developed, can be easily available to the 

masses

 Research headed by an Engineer specializing in study of speech technology

Milestones and time frame (< 100 words):

Benchmark and specifications of the product (< 100 words):

Deliverables and beneficiary industry/sector (< 50 words): The ultimate aim is to develop a 

tool that can analyze infant cry and list possibilities for a healthcare professional to carry out 

further investigations or (maybe) even prescribe medications. Applications will be in the 

healthcare sector.

Industry, Institution or Agency partners (< 50 words): Hunting for partners from the pharma, 

medical industry. No partners signed up so far.



Tentative budget with year and item wise breakup (< 100 words): 

Rough estimate:

Sl.
no.

Item Quantit
y

Price Total
(In Rs.)

01 Senior  research
fellow

01 Rs  28,000  per
month for 6 years

20,16,000

02 Junior  research
fellow

02 Rs  25,000  per
month for 6 years

36,00,000

03 Equipments
High end PCs
High end laptops
Recording
devices
Printer

02
02  
03
01

40,000
70,000
40,000
40,000

80,000
1,40,000
1,20,000
40,000

04 Database
collection

01 For  six years 8,00,000

05 Contingency For  six years 9,00,000
06 Travelling Meetings,  Conference,

workshop, training
For  six years

15,00,000

07 Consumables For  six years 4,20,000
08 Training  and

expert visits
For  six years 3,00,000

09 Institutional
overhead

For  six years 10,00,000

09 Total 1,09,16,00
0



11/26/2018 CTRI

http://ctri.nic.in/Clinicaltrials/rmaindet.php?trialid=29416&EncHid=65191.75758&modid=1&compid=19 1/6

FULL DETAILS (Read-only)  -> Click Here to Create PDF for Current Dataset of Trial

CTRI No CTRI/2018/11/016419 [Registered on: 26/11/2018] Trial Registered
Prospectively

Acknowledgement
Number REF/2018/11/022336 

Last Modified On: 23/11/2018

Post Graduate
Thesis No 

Type of Trial Interventional 

Type of Study  
Vaccine

 Biological
 Preventive 

Study Design Randomized, Parallel Group, Active Controlled Trial 

Public Title of
Study  

A clinical study to assess the safety and immune response with Typhoid conjugate
vaccine of BE when compared with a licensed Typhoid conjugate vaccine. 

Scientific Title of
Study  

A multicentre single blind randomised controlled Phase-II/III study to evaluate
immunogenicity and safety of single intramuscular dose of Biological E’s Vi-capsular
Polysaccharide-CRM197 Conjugate Typhoid Vaccine in healthy infants, children and adults
in comparison with a licensed comparator. 

Trial Acronym None 

Secondary IDs if
Any  

Secondary ID Identifier 
BECT053/TCV-Phase-IIbyIII/CTP-01 Version :1.0 dated:09.07.18 Protocol Number 

 

Details of
Principal
Investigator or
overall Trial
Coordinator
(multi-center
study)  

Name Dr TSA Kishore 
Designation Associate Vice President - Clinical Development 
Affliation Biological E.Limited 

Address 

18/1&3, Azamabad, Hyderabad, Telangana,India 
 
Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216247  
Fax 04027675309  
Email kishore.turaga@biologicale.com  

 

Details Contact
Person

 Scientific Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 

Address 

Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
  

Hyderabad
 TELANGANA

 500020
 India 

Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Details Contact
Person

 Public Query  

Name Dr Subhash Thuluva 
Designation Vice President- Clinical Development 
Affliation Biological E.Limited 
Address Biological E.Limited, 18/1&3, Azamabad, Hyderabad, Telangana India
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Hyderabad

 TELANGANA
 500020

 India 
Phone 04071216000  
Fax 04027675309  
Email subhash.thuluva@biologicale.com  

 

Source of
Monetary or
Material Support  

Biological E.Limited  
 

Primary Sponsor  

Name Biological E Limited 
Address 18/1&3, Azamabad, Hyderabad-500020, Telangana, India.  
Type of Sponsor Pharmaceutical industry-Indian 

 

Details of
Secondary
Sponsor  

Name Address 
None None 

 

Countries of
Recruitment    India  

Sites of Study  No of Sites = 10  
Name of
Principal
Investigator 

Name of
Site Site Address Phone/Fax/Email 

Dr Pavan
Hegde 

Father Muller
Medical
College &
Hospital 

Department of Pediatrics,
Ist floor,Father Muller
Road, Kankanady,
Mangaluru 575002,
Karnataka, India 

 Dakshina Kannada
 KARNATAKA 

09845088116
  

pavanhegde@hotmail.com 

Dr K Siva Ram
Prasad 

Gandhi
Medical
College &
Hospital 

Department of
Pediatrics,Ist
floor,Musheerabad,
Secunderabad-500003,
Telangana, India.

 Hyderabad
 TELANGANA 

09440424545
  

ksivaramaprasad@yahoo.com 

Dr Manish
Narang 

Guru Teg
Bahadur
Hospital 

Department of Pediatrics,
3rd floor, Dilshad Garden,
Shahdara, Delhi 110095,
India

 North East
 DELHI 

09811036569
  

manish_2710@yahoo.com 

Dr Mandyam
Dhati Ravi 

J.S.S.
Hospital 

Department of
Pediatrics,Ist floor,
Mahathma Gandhi Road,
Mysuru 570004,
Karnataka, India

 Mysore
 KARNATAKA 

09880629506
  

ravimdped@gmail.com 

Dr Kapil Garg 

Jay Kay Lon
Hospital
attached to
S.M.S.
Medical
College 

Department of
Pediatrics,1st floor, JLN
Marg, Jaipur-302004,
Rajasthan, India.

 Jaipur
 RAJASTHAN 

09829182888
  

drkapilgargjkl@gmail.com 

Dr Sonali Kar Kalinga
Institute of

Department of community
Medicine, Ist floor,KIIMS

09438423273
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Medical
Sciences
(KIMS) 

Campus 5, KIIT University,
Patia,
BhubaneswarBhubaneswar
– 751024, Odisha, India.

 Khordha
 ORISSA 

sonsam72@yahoo.co.uk 

Dr P
Venugopal 

King George
Hospital 

1st Floor, Dept.of
Pediatrics, Collectorate
Junction, Maharanipeta,
Visakhapatnam 530002,
Andhra Pradesh, India.

 Visakhapatnam
 ANDHRA PRADESH 

09848027203
  

fbnc.amc@gmail.com 

Dr Madhukar
Pandey 

Oriana
Hospital 

Department of
Pediatrics,1st floor,Plot
number 6, 7, 8
Ravindrapuri Extension,
Lanka, Anandbagh,
Bhelupur, Varanasi
221001, Uttar Pradesh 

 Varanasi
 UTTAR PRADESH 

09839439464
  

pandeymadhukar@gmail.com 

Dr Savita
Verma 

PT. B D
Sharma Post
Graduate
Institute of
Medical
Sciences &
Hospital 

Department of
Pharmacology, 3rd
floor,Near Directorate
Office, Rohtak-124
001,Haryana,India

 Rohtak
 HARYANA 

09812283746
  

savita_verma@hotmail.com 

Dr Ashish
Dhongade  

Sant
Dnyaneshwar
Medical
Education
Research
Centre 

Department of Pediatrics,
Ground floor, 695/A,
Sadashiveth, 695/A,
Sadashiv Peth, Opp. Vijay
Talkies, Laxmi Road, Pune-
411030, Maharashtra,
India. 

 Pune
 MAHARASHTRA 

09011095436
  

adhongade1@gmail.com 

 

Details of Ethics
Committee 
Clarification(s) with
Reply 
Modification(s)  

No of Ethics Committees= 10  

Name of Committee Approval
Status 

Date of
Approval 

Approval
Document 

Is
IEC? 

Institutional Ethics Committee,Sant
Dnyaneshwar Medical Education
Research Centre 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Ethics Committee, SMS Medical
College and Attached Hospitals 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Guru Teg Bahadur Ethics
Committee-Guru Teg Bahadur
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Gandhi Medical College/ Gandhi
Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee, JSS
Medical College & Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics committee,
Kalinga Institute of Medical
Sciences 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

Institutional Ethics Committee,
Oriana Hospital Approved 17/11/2018 Approval

File No 

Institutional Ethics Committee, PT.
B D Sharma Post Graduate Institute
of Medical Sciences  

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 
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Institutional Ethics committee-
Father Muller Medical College 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded 

No 

Institutional Ethics Committee-
King George Hospital 

Submittted/Under
Review 

No Date
Specified 

No File
Uploaded No 

 

Regulatory
Clearance Status
from DCGI  

Status Date Aproval Document 
No Objection Certificate 01/11/2018 Approval File 

 

Health Condition /
Problems Studied 
Clarification(s) with
Reply 
Modification(s)  

Health Type Condition 
Healthy Human Volunteers Preventive protection against Typhoid fever  
Patients Z23||Encounter for immunization,  

 

Intervention /
Comparator Agent
 

Type Name Details 

Intervention 

BioE’s Typhoid
Conjugate
Vaccine(Monovalent)-
Single Human dose-
0.5mL  

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration)  

Comparator
Agent 

Typbar-TCV Single
Human dose-0.5mL 

1. Dose: 0.5 mL single dose 2. Frequency: One
dose only 3. Route of administration: intramuscular
injection 4. Total duration of therapy:42 days (post
single dose administration) 

 

Inclusion Criteria
 

Age
From 6.00 Month(s)

Age To 64.00 Year(s)
Gender Both 

Details 

1. Healthy subjects of either gender between ≥6 months to <64 years of age
at the time of vaccination 
2. Subject or Subject’s Parent(s) or LAR who after the nature of the study has
been explained to them, have given written consent according to local
regulatory requirements.

 3. Subject or Subject’s Parent(s) or LAR’s ability to understand information
relevant to participation in the study and abide with the requirements of the
subject diary and other study procedures;

 4. Individuals in good health as determined by the outcome of medical
history, physical examination based on clinical judgment of the investigator. 

 5. Negative to urine pregnancy test for female subjects of childbearing
potential. Female of childbearing potential is defined as a pre-menopausal
female capable of becoming pregnant. This does not include females who
meet any of the following conditions: (1) menopause at least 2 years earlier,
(2) tubal ligation at least 1 year earlier, or (3) total hysterectomy.

  
 

Exclusion Criteria Details 1. Individuals who have a previously ascertained or suspected disease caused
by Salmonella typhi;

 2. Individuals who have history of household contact with/and or intimate
exposure to an individual with laboratory confirmed S. typhi;

 3. Individuals who have previously received any vaccines against typhoid
fever (either oral live attenuated or injectable vaccines);

 4. Individuals with body temperature ≥100.4°F (≥38.0°C) within 3 days of
intended study immunization;

 5. Individuals with any serious chronic or progressive disease according to
judgment of the investigator (e.g., neurological, neoplasm, insulin dependent
diabetes, cardiac, renal or hepatic disease);

 6. Subject or Subject’s Parent(s) or LAR unwillingness or inability to
understand and follow required study procedures, keep appointments, or are
planning to relocate during the study period; 

 7. Individuals with history of any illness or any laboratory abnormality that, in
the opinion of the investigator, might interfere with the results of the study or

http://ctri.nic.in/Clinicaltrials//WriteReadData/dcgi/7459826031TCVPhase2by3CTNOC.PDF
javascript:newwin2('viewmod.php?trialid=29416&blid=14&EncHid=65191.75758&modid=1&compid=19','29416cla')
javascript:newwin2('viewmod.php?trialid=29416&blid=14&EncHid=65191.75758&modid=1&compid=19','29416modi')
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pose additional risk to the subjects due to participation in the study;
 8. Subject with suspected or known history of an autoimmune disorder or any

other known or suspected impairment /alteration of the immune system, or
under immunosuppressive therapy including use of systemic corticosteroids or
chronic use of inhaled high-potency corticosteroids within the previous 30
days;

 9. Subject with a known bleeding diathesis, or any condition that may be
associated with a prolonged bleeding time or history of receipt of anti-
coagulants in the past 3 weeks;

 10. History of allergy or allergic reaction to any vaccine-related component; 
 11. Individuals participating in any other clinical trial within 30 days prior to

first study visit or intent to participate in another clinical study at any time
during the conduct of this study; 

 12. Women who are pregnant or breast-feeding or of childbearing age who
have not used or do not plan to use acceptable birth control measures, for the
duration of the study. Female of childbearing potential or age is defined as a
pre-menopausal female capable of becoming pregnant. This does not include
females who meet any of the following conditions: (1) menopause at least 2
years earlier, (2) tubal ligation at least 1 year earlier, or (3) total
hysterectomy. 

 13. Any other reason that in the opinion of the investigator may interfere with
the evaluation required by the study objectives.

  
 

Method of
Generating
Random Sequence
 

Computer generated randomization 

Method of
Concealment  On-site computer system 

Blinding/Masking
 Participant Blinded 

Primary Outcome
 

Outcome TimePoints 

1.Seroconversion rate as measured by proportion of
subjects with anti-Vi IgG serum antibody concentrations
above the threshold value.

 2.Geometric mean concentrations (GMC) of anti-Vi IgG
antibodies.

 3.Fold increase in anti-Vi IgG antibody concentration.  

1.at day 0 pre vaccination
and at day 42 post
vaccination.

 2.at day 0 (pre
vaccination) and at day 42
(post vaccination)

 3.post-vaccination sample
from pre-vaccination
concentrations 

 

Secondary
Outcome  

Outcome TimePoints 

Proportion of subjects with
solicited adverse reactions  

during first 30 minutes of post vaccination observation
period and for subsequent 7 consecutive days (Day 0-
6) 

Proportion of subjects with
unsolicited adverse events
(AEs) 

during the follow up period until day 42 of post
vaccination. 

Medically attended and/or
serious adverse events (SAEs),
if any 

during the post vaccination 42 day follow up period. 

 

Target Sample
Size  

Total Sample Size="622"
 Sample Size from India="622" 

 Final Enrollment numbers achieved (Total)= "Applicable only for
Completed/Terminated trials" 

 Final Enrollment numbers achieved (India)="Applicable only for
Completed/Terminated trials" 

Phase of Trial  Phase 2/ Phase 3 

Date of First 30/11/2018 
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Enrollment
(India)  

Date of Study
Completion
(India)

Applicable only for Completed/Terminated trials 

Date of First
Enrollment
(Global) 

No Date Specified 

Date of Study
Completion
(Global)

Applicable only for Completed/Terminated trials 

Estimated
Duration of Trial  

Years="0"
 Months="6"

 Days="0" 

Recruitment
Status of Trial
(Global)  

Not Applicable 

Recruitment
Status of Trial
(India) 

Not Yet Recruiting 

Publication
Details  None 

Brief Summary  

This is a multicentre single blind randomised, comparative, phase-II/III study to demonstrate non-
inferiority in terms of seroconversion rates and safety of Biological E’s Typhoid conjugate vaccine in ≥6
months to <64 year old healthy subjects in comparison with licensed Typbar-TCV vaccine at day 42. The
total sample size to be enrolled would be 622 subjects in both groups put together based on the
screening and enrolment criteria set in the protocol.

Each subject will  receive a single 0.5 mL dose of the study vaccine intramuscularly i.e., Biological E’s
Typhoid conjugate vaccine or Typbar-TCV vaccine, based on the treatment groups to which they are
randomised for assessing the safety & Immunogenicity. Only optimal quantity of venous blood sample for
immunogenicity assessment will be drawn twice during the study period.

The study will be conducted in compliance with schedule Y, ICH and Indian good clinical practice
guidelines in force at the time of study conduct.
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PRCICEEDXNGS OF' TE{E RAJIV GAI\NDFII {JNTX/ER.STTY OF E{EAT,TFI SCEEBICES.
BAMG.ALOR.E

Sub: Financial assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affitiated institutions of RGUI{S - reg.

Reft i. University notifi.cation No: RGUHS/Adv.Research:
20 i5- 16 dated:29-04-2015

2. Approval" of the Slmdicate in its l- l6th meeting held
on 15th December 2015.

READ;

One of the main objectives of the University is to promote research activities

in the University and also affiliated colleges. In this regard University had invited

applications for financial assistance for conducting of advanced research projects

for the year 2A15-L6. University had received 366 research proposals- The

University had earmarked Rs.5.00 crores in its budget estimate for the year 2015-

16 for this purpose. In order to meet this expenditure the concerned Subject

Experts as suggested by the concerned BOS PG chairpersons and the Expert

Committee comprising of all the BOS PG chairpersons han e scrutinized the

proposals and shortiisted them based on the criteria set out by the University.

Such of the proposals which have fulfilled the norms have been recommended by

the Expert Committee for sanction of grants.

The Syndicate in its 116th meeting held on l6th December 2Ol5 has

approved to sanction the grant-in-aid as per the recommendations of Expert

Committee for 159 selected proposals in medical, dental, pharmacy, a5rurveda,

nursing, physiotherapy, allied health sciences and BNYS faculties for the year

20 15- 15.

As per the decision of the Sl.ndicate the following orders are made.

OIROER tYCI. nGU: Adv. Res.:Proposatr-M-53: 2O15-16 DATE: 05-01-2016

Pursuant to the approrral of the Syndicate, sancLion is hereby accorded for

release of grant-in-aid amounting to Rs. 4,5i,000-00 (Rupees Four lakhs si:xty one

thousand on11,) torvards research proposal "Mechanistic studies to decipher the



pathways responsibie for the skira ca-re effects of sa-nda-trwood (sa-titalurm a-xbum

;;;?:;; nxa_,'r indigeno*s ro Ka_rnataka: ce* culiuere a-red in virro srredies"
r,^ -l:^ f T,-;+)'L'LL ' c : ':vu v'! -- 

i rNrrilo,^trf .2ir"al'nicq. Solrth ,nciia Uiiit,
furnishedbyDrFrincyLPalatLy'ChairinUNtrSCCtsioethicsSouth e r^-^ -^i^-a

Ptofessor, Departmer:.t of Fharraacoiory, 
'Fathe-r Muller l\4edicai coliege' ir4angaiore

575[O2for the year 2A15-15. The Gra-trt-in-aici wiil be release<l in the name of

Direcior of Fatlrer hriuiler Med.car college' Ma-ngalore subject f'o 'ioliovu-ing ie:res ani'

conditions mentioned hereunder'

i.ThePr.incipa,lHeacofinsti.uutionshaliopenaseparatejoiniaccountio:
thefinancialgrantreleasedbSlRGUHsinthenameofFrincipa-L/F{eadoi

the Institution and the Principal Investigator'

2. Frincipal I raead of the lnstitution and the Principal lnvestigator shall be

responsiblefortheaccountsandtheproperutilizationofthefunds.The
grants released shall be used' only for research purpose'

3'5a%afthegrant.in_al'dapproved.byRGUHSshallbereleasedaSl"t
installment. 25',h ofthe grant-in-aid shall be released a-fter the utilization

Certificateforthemoneyreleasedinthel"tinstallmentisglven.Balarrceof
15%shal"lbereleasedaftertheUtilizationCertificateforthemoneyreleased

in the l.d in5l2llment is given. Remaining lo% will be released after the

submissionofFrojectReporttotheUniversity.Auditreportshallbe
submitted along with every Utilization Certifrcate'

The bifurcation of grant-in-aid as per the above criteria applicable to you is

as follows:

4. The project shall be completed within 2 years from

installment of gralt-in-aid' L{otvever' the University

extend this time frame'

tir"re of release of l't

desen ing cases may

project status rePort once in six months

the

in

5. Principal Investigator shali furnish

till the completion of the project'

6. During the research work' officials of the Expert

Subject Experts shal1 reserve the right of inspection'

Rs. 4,61,000-00
ilrant-ir-aasa.ctioned
Pirst fnstattment (50%)

rrrrrrrrrrrrrrrrJO,O0o-00
SeconaGtaUment (25oh\

Rs. 69,000-0O
Third Installment (15%)

e". +O,OOO-OOP.urtttE-tattm.nt ( 1 0%)

Comntittee along in'ith



7. h-. ',-:ie cel,a,:;s a.rjo:r r-l:e conc;c, oi;esearc:. e,-c:i.v: _y La: g w_:;- c-oc;..re,-.;s

sL:ould ire :lroperly i::arla.i:ec" by iL.e P:'::cipa1 l-:vestigator. FIe/She shculC

submit such detarls of resea:-ch to moniioring cornmittee or to tLre Universit3r

whenevei- it is called for"

8. lci\,tR aac MCI g,lideiines espec:a-ly v,r':1-, -"egarc1 :o etlulcal :ssi;es sheJ.l be

iollovreri strictly in the research activity.

9. Regarding ethica-l issues in rraf i611s faculties, the guidelines prescribed in the

ape:r bodies or any other related authorities regai:ding the conduct of study

should strictly be adhered to.

iC. Research project shall be pubiished in nationa-l/international indexed

journals after the completion of the project. During such publication it is

the duty of the Principal Investigator to acknowledge the assistance given by

the University 2s a source of funding for the research activity.

I1.In case the Principa1 Investigator discontinues the research work under

unforeseen circumstarces, the co-investigator shali continue the research

work and complete the project rvith the approval of the tJniversity. It is the

responsibiiity of the Principal/Head of the Institution to ensure, in such

circumstalces, that the research is completed with the co-investigator of the

research project.

12. It is the responsibility of the Principal/Head of the Institution and Principal

Investigator to ensure that research rvork is completed within the stipuiated

time"

13. The grants released by the University shall not be utilized for the purpose of

purchase of equipments.

14. The honorarium for the supportirre stalf, purchase of consumables, tests

carried outside the institution because of lack of infrastructural facilities in

the institution, travel grants for attending conference for presenting the

resear-ch work and for publication of papers in national I indexed journals

sha1l be met out of the grant-in-aid.

15.After the completion of the project the entire projeci report shali be

submitted to the University and rr,.ill become property of the University.

16.If any of the conditions mentioned above are not adhered to by the

Principal/ Head of the Institution and the Principal Investigator, University

reserves the right to take appropriate action.

L7.In research proposals inrrolving clinical tria-is, if any untoward incidence

occurs, it is the responsibilit5, of the Principal Inrrestigator and the

7
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into insurance schemes to meei any su-ch adverse eventr-,aiiiy as per the

decisioir of the IEC.

Further the Frincipal / Head ci ihe Institution and Principal investigatcr has to

submit a joint af{idavit duly signeri by boih of the Frrncipal I lH:ad of the

Institu-tion and Principal Investigator i,""rhich has to be natarized mentioning ail the

conditicns from 51.No.t- to 1,7 and sta:tingtYlai.'hey wili be abide by ihe cc-dilons

stipulateci i.n this ordei:.

Cnly after the receipt of Fre-receipt certihcate and the affidavit as abcve, further

process for release of research grant-in-aid will be initiated. These documents have

to be subrnitted to the Director, Advanced Research, RGUHS (superscribing the

documents as ("Advamced Researeh proglosan") either in person or by post on or

before lStt January 2016 withou.t fai.[" Soft copies of these documents sha-ll also

be sent to rzuhsresearch@,gmail.com before lBtt'January 2016.

Cheque has to be collected in persom at Advanced Research Wing of RGUHS

after the intirmatiosa froma the {.trniversity and glo regrresentatives are altrowed to

eollect t!:.e cheque"

1. Diretor, Father Muller Medica-l College, Mangalore

2. Dr Princy L Palatty, Chair in UNESCO Bioethics South India Unit, Professor,
Department of Pharmacolory, Father Mu1ler Medical College, Malgalore
575002

Copy to:

PA to Vice-Chancellor/Registrar/Finance Officer, RGUHS
Of{ice copy.

To

1.

2.

4

By order



Rajiv Gandhi university of Health sciences, Karnataka
4th T Block, Jayanagar, Bangalore _ 560 O4l

PROCEEDINGS OF THE RAJIV qlvpHr uNMRSrry oF HEALTH SCIENCES.
BANGALORE

sub: Financiar assistance for Research under RGUHS
sanction of grant-in-aid for various teaching faculties of
affiliated institutions of RGUHS _ res.

Ref: 1 . _u_niversity notifi cation No : RGUHS/A?v. Research :
20 15- 16 dated:29-O4-2Ots

2. Approval of the Syndicate in its 1 16th meeting held
on 16th December 2015.

READ:

one of the main objectives of the University is to promote research activities
in the university and also aJfiliated colleges. In this regard university had invited
applications for financial assistance for conducting of advanced research projects
for the year 201'5-16. university had received 366 research proposals. The
university had earmarked Rs.5.0o crores in its budget estimate for the year 2015-
16 for this purpose. In order to meet this expenditure the concerned subject
Experts as suggested by the concerned Bos PG chairpersons and the Expert
committee comprising of all the Bos pG chairpersons have scrutinized the
proposals and shortlisted them based on the criteria set out by the university.
such of the proposals which have fulIilled the norms have been recommended by
the Expert Committee for sanction of grants.

Ttie Syndicate in its 116th meeting held on 16th December 2ol; has
approved to sanction the grant-in-aid as per the recommendations of bxpert
committee for 159 selected proposals in medical, dental, pharmacy, a5rurved.a,
nursing, physiotherapy, allied health sciences and BNys faculties for the year
2015- 16.

As per the decision of the syndicate the following orders are made.

Pursualt to the approval of the
release of grant-in-aid amounting to
towards research proposal,.Analysis

Syndicate, sanction. is hereby accorded for
Rs. 3,00,000-00 (Rupees Three lakhs only)
of Biofilm Production and Detection of

1



tY of Human Bod/'furnished
Associated Genes in Anaerobic Microbial communr

byDrBeenaAntony,ProfessorofMicrobiolory,Fr.MullerMedica]Col1ege,
Kankanady,Mangalore,Karnataka-S75002fortheyear2015-16.TheGrant-in-aid

will be released in the narne of Director of the Fr. Muller Medical Coilege'

Kankanady,Mangaloresubjecttofollowingtermsandconditionsmentioned
hereunder.

l.ThePrincipal/Headoflnstitutionsha]lopenaseparatejointaccountfor
thefinancialgrantreleasedbyRGUHsinthenarneofPrincipal/Headof
the Institution and the Principal Investigator'

2.Principallllead,ofthelnstitutionandthePrincipallnvestigatorsha]lbe
responsiblefortheaccountsandtheproperutilizationofthefunds,The
grants released shall be used only for research purpose'

3.50%ofthegrant-in-aidapprovedbyRGUHSshallbereleasedasl",
installment.29ohofthegrant-in-aidshallbereleasedaftertheUtilization
Certificateforthemoneyreleasedinthel"tinstallmentisglven.Balanceof
15% shall be released after the Utilization certificate for the money released

inthe2.ainstallmentisgiven.RemainingLo%willbereleasedafterthe
submission of project Report to the university. Audit report shall be

submitted along with every Utilization Certificate'

Thebifurcationofgrarrt-in-aidaspertheabovecriteriaapplicabletoyouis

Theprojectshatlbecompletedwithin2yearsfromthetimeofreleaseofl"t
installmentofgrant-in-aid.However,theUniversityindeservingcasesmay
extend this time frame'

Principallnvestigatorshallfurnishprojectstatusreportonceinsixmonths
till the completion of the project'

6'Duringtheresearchwork,officialsoftheExpertCommitteealongwith
Subject Experts shall reserve the right of inspection'

4.

5.

R"3,00,000-00fficuonetiTotal grant-in-aro

Ftrst Installment (50%)
Rt Z5,OOO-OO

Seco-Instilment (25%)
Rs- +5,OOO-OO

trrir-arn*trtlment(15%)

F"uffiInstiliilent (10%)



7. All the details about the conduct of research activity along with documents
should be properly'maintained by the Principal Investigator. He/She should
submit such details of research to monitoring committee or to the University
whenever it is called for.

8. ICMR and MCI guidelines especially with regard to ethical issues shall be

followed strictly in the research activity.
9. Regarding ethical issues in various faculties, the guidelines prescribed in the

apex bodies or any other related authorities regarding the conduct of study
should strictly be adhered to.

lO.Research project shal1 be published in national/international indexed
journals after the completion of the project. During such publication it is
the duty of the Principal Investigator to acknowledge the assistance given by
the university as a source of funding for the research activity.

11.In case the Principal Investigator discontinues the research work under
unforeseen circumstances, the co-investigator shall continue the research
work and complete the project with the approval of the University. It is the
responsibility of the Principal/Head of the Institution to ensure, in such
circumstances, that the research is completed with the co-investigator of the
research project.

12. lt is tl.e responsibility of the Principal/Head of the Institutidn and principal

Investigator to ensure that research work is completed within the st.ipulated
time.

13. The grants released by'the University shall not be utilized for the purpose of
purchase of equipments.

14. The honorarium for the supportive staff, purchase of consumables, tests
carried outside the institution because of lack of infrastructural facilities in
the institution, travel grants for attending conference for presenting the
research work and for publication of papers in national / indexed journals
sha-llbe met out of the grant-in-aid.

15.After the completion of the project the entire project report shall be

submitted to the University and will become property of the University.
16.If any of the conditions mentioned above are not adhered to by the

Principal/ Head of the Institution and the Principal Investigator, University
reserves the right to take appropriate action.

17.In research proposals involving clinical trials, if any untoward incidence
occurs, it is the responsibility of the Principal Investigator and the



(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady, Manqalore - 575 002, INDIA

Phone : 0824-2238000
E-mail: mullerhospital@gmail.com
Website: www.fathermuller.com

Oate :
Date: 22.10.2015

Fax: 0824 - 2436661
2437402

Ref. No : .
ESTD 1880

To,

The Chairman

Father Muller Institutional Ethics Committee

Father Muller Medical College Hospital

Father Muller Road, Kankanady

Mangalore=- 575002, Karnataka, India

Subject: Documents for Ethics Committee submission & approval

Study No : 175-14

Study title: A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, THREE-ARM, PARALLEL
GROUP, MULTI-CENTRIC, CLINICAL STUDY TO EvALUATE THE THERAPEUTIC BIO-EQUIV ALENCE
OF TWO TACROLIMUS 0.1% TOPICAL OINTMENT FORMULATIONS IN ADULT PATIENTS WITH
MODERA TE TO SEVERE ATOPIC DERMATITIS,

Dear Sir,
...•

With reference to the above mentioned study, hereby we are submitting the Final version-03
Patient Diary Card in English and it's, vernacular with back translations and, certificates for
submission in upcoming ethics committee review and approval.

-'

Thanking you,

YOillSS;/
Dr. Ramesh Bhat M

Principal Investigator

I acknowledge the receipt and notification of above' study document to Father Muller
Institutional Ethics Committee - Fr. Muller Medical College

~

Secretary .
father-Muller In~!i~':\ir;:v~:~'hic~Comttllttee

h M' ,,, .."'" \ college. ---.filt e\ LOlL, ,H .,."SIgnature. .:.,...,...... Mang<l(ol'c-:>i:Ju02 Date : .4J. /~ .~/c?-.olS·

Chairman! Member Secretary - Father Muller Institutional Ethics Committee - Father Muller
Medical College



~ FATHERF~!r~~:~2=~~:!~~5;~~E
~ Karnataka, India

Tel: 2238399
e-mail: frmulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 001
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsl1@gmail.com

Ref No: "'FNHv[C1FMIECj2652/2015 Date: .
15.12.2015

To,

Dr. Ramesh Bhat M

Prof & HOD, Dept of Dermatology

Father Muller Medical College Hospital

Mangalore - 575002, Karnataka, India

Study No: 175-14

Study title: /I A randomized, double-blind, placebo-controlled, three-arm, parallel group,

multi-centric, clinical study to evaluate the therapeutic bio-equivalence of two tacrolimus

0.1 % topical ointment formulations in adult patients with moderate to severe atopic

dermatitis"

Subject: Ethics Committee approval of Patient Dairy Card (Version 03) for above

mentioned clinical trial.

Dear Sir,

The Father Muller Institutional Ethics Committee, Father Muller Medical College

reviewed and approved patient diary card; version 03 dated 26-Aug-2015 in the meeting

held on 14th November 2015 at 3:00pm in the Seminar Hall.

y ours sincerely,

M.n;t-ef~
!'iltho;-(Muller Institutional Ethics Committee

Secretary
F4thcr Muller Institutional Ethics Committee

/



FATHER MULLER' MEDICAL COLLEGE HOSPITAL
(Unit of Father Muller Charitable Institutions)

Father Muller Road, Kankanady, Mangalore - 575 002, INDIA

Phone : 0824-2238000
E-mail: mullerhospital@gmail.com

.Website: www.fathermuller.com

Date

Fax: 08'24 - 2436661
2437402

Ref. No

To, ESTD 1880

The Chairman

Father Muller Institutional Ethics Committee

Father Muller Medical College Hospital

Father Muller Road, Kankanady

Mangalore - 575002, Kamataka, India

Subject': Documents for Ethics Committee submission

Study No : 175-14

Study title: A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, THREE-ARM, PARALLEL
GROUP, MOL TI-CENTRIC, CLINICAL STUDY TO EVALUATE THE THERAPEUTIC BIO-EQUIV ALENCE
OF TWO TACROLIMUS 0,1% TOPICAL OINTMENT FORMULATIONS IN ADULT PATIENTS WITH
MODERATE TO SEVERE ATOPIC DERMATITIS

"Dear Sir,

With reference to the above mentioned study, we are submitting 14 copies of following
documents to ethics committee for review and approval.

Sr. Document Version No. &
No. Date

01 StudyProtocol 02 dated 18 Sep
2014

02 Informed consent document in English 01 Dated 06 Oct
2014

Informed consent documents in Regional languages
3.1 Informed consent documents in Kannada translated on 17-Jun- 01 Dated 06 Oct03 15 20143.2 Informed consent documents in Malayalam translated on 10-
Jun-IS
Back translations of Informed consent documents
4.1 Back translation of Informed consent documents in English from 01 Dated 06 Oct04 Kannada on 17-Jun-IS 20144.2 Back translation of Informed consent documents in English from
Malavalam on 17-Jun-If

OS Patient Diary Card in English 02 Dated 18 Sep
2014

Patient Diary Card in Regional Languages ,

06 6.1 Patient Diary Card in Kannada translated on IS-Jun-IS 02 Dated 18 Sep

6.2 Patient Diary Card in Malayalam translated on IS-Jun-IS 2014

Back translations of Patient Diary Card
7.1 Back translation of Patient Diary Card in English from Kannada on

02 Dated 18 Sep07 IS-Jun-IS
7.2 Back translation of Patient Diary Card in English from Malayalam 2014

on IS-Jun-IS .. -



~fATHERM(JLLER .MEDICAL COLLEGE HOSPITAL
(Unit of Father Muller Charitable Institutions)

Father Muller Road, Kankanady, Mangalore - 575 002, INDIA

Ref. No : . Date

Phone : 0824-2238000 Fax: 0824 - 2436661
E-mail: mullerhospital@gmail.com 2437402
Website: www.fathermuller.com

Sr. I::~ 1U -ItltIU Version No. &
No. Document

Date
Back translation of patient Instruction card
10.1 Back translation of patient Instruction card in English from

01 Dated 02 Jun10 Kannada on 15-Jun-15
201510.2 Back translation of patient Instruction card in English from

Malayalamon 13-Jun-15

11 Draft e-Case Record Form 00 Dated 19-
Jul-14

12 Principal investigators Current Curriculum Vitae -

13 Investigator Brochure 02 dated 18 Sep
2014

14 Insurance Certificate ----

IS Drugs Controller General (India) [DCG(I)] clearance Dated 25-June-
2015

16 Investigator's agreement with sponsor -

17 Investigator's undertaking to DCG(I) -

18 CTRI Reference Number
..• -

Thanking you,

D;~.RAMES:"; al-l/i.T M.
. ~\fI/tC ::<~g.h'{.·,2l,,:t61

:~;..:rr:'t~~jjrl~'ir;,~cil',"a; i'jlJtr.r.~ ;"",,~.~. I
••.• •••• •••.•••. ••••.••• '" , ••• I. ~ • 1.0 ',' ~ ,;,.:.

t· '~I--:~I~~': ~~s-*'="'7,:::- : ':!Dr. Ramesh Bhat M

Principal Investigator

I acknowledge the receipt and notification of above study document to Father Muller'
Institutional Ethics Committee - Fr. Muller Medical College

Signature .. ~........ Date: .P.J)~.f./~1S.

- .",r..h~lrm~n/l1\$l~'irJflr~ehCjretary -; Father Muller Institutional Ethics Committee - Father Muller
nmn"~1lfm1 h'S1ltUfJOna 'Et lCSCommlttei
MdCiittalr(M)ldI¢@eMedicalCull eg e .

Mangalote-S 750Ul .
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FATHER MULLER INSTITUTIONAL ETmCS COMMITTEE
Father Muller Road, Kankanady, Mangalore - 575 002

Karnataka, India
Tel: 2238399
e-mail: ·fnnulleriec@gmail.com

CHAIRPERSON
Dr. Arun Rao
Prof. of Obstetrics & Gynaecology
Kasturba Medical College
Mangalore - 575 00 I
Phone : 9845677507

SECRETARY
Dr. B. Sanjeev Rai
Chief of Medical Services,
Father Muller Charitable Institutions,
Kankanady, Mangalore - 575 002
Phone : 9448133494
e-mail: raibsll@gmail.com

Ref No : ...f..MM.C/.f..MlE.C/2413j2015 Date : 0.9..0.9..20.15 .

To,

Dr. Ramesh Bhat M

Principal Investigator

Prof and HOD, Department Of Dermatology
Father Muller Meducal College Hospital
(Unit of Father Muller Charitable Institutions)
Father Muller Road, Kankanady,
Mangalore - 575002, India.

Study Protocol No: 175-14
Protocol Title: "A RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED, THREE-ARM,
PARALLEL GROUP, MULTI-CENTRIC, CLINICAL STUDY TO EVALUATE THE THERAPEUTIC
BIO-EQUIVALENCE OF TWO TACROLIMUS 0.1% TOPICAL OINTMENT FORMULATIONS IN
ADULT PATIENTS WITH MODERATE TO SEVERE ATOPIC DERMATITIS"

Subject: Ethics Committee Approval of the Essential documents for the above mentioned
Clinical trial.

/Dear Dr. Ramesh ~at,

The Father Mul fr Institutional Ethics Committee, Father Muller Medical College reviewed
and discusse your application to conduct the clinical trial 175-14
entitled" RANDOMIZED, DOUBLE-BUND, PLACEBO-CONTROLLED, THREE-ARM,
PARALl,EL GROUP, MULTI··CENTl~IC, CLINICAL STUDY TO EVALUATE THE THERAPEUTIC
BIO-EQUIVALENCE OF TWO TACROLIMUS 0.1% TOPICAL OINTMENT FORMULATIONS IN
ADULT PATIENTS WITH MODERATE TO SEVERE ATOPIC DERMATITIS" on 08.08.2015.



The following documents are:

Sr.
I

Document Version No. & I

No. Date !
i

01 Study Protocol
02 dated 18 Sep ,

2014

02 Informed consent document in English
01 Dated 06 Oct

2014
Informed consent documents in Regional languages
3.1 Informed consent documents in Kannada translated on 01 Dated 06 Oct !03 . 17-Jun-1S 2014
3.2 Informed consent documents in Malayalam translated
on 10-Jun-1S
Back translations of Informed consent documents I

4.1 Back translation of Informed consent documents in ;
I

04 English from Kannada on 17-Jun-1S 01 Dated 06 Oct I

2014 ,
4.2 Back translation of Informed consent documents in ,

English from Malayalam on 17-Jun-1S

OS Patient Diary Card in English 02 Dated 18 Sep
2014 :

Patient Diary Card in Regional Languages ,

06 6.1 Patient Diary Card in Kannada translated on 1S-Jun-1S 02 Dated 18 Sep :
6.2 Patient Diary Card in Malayalam translated on 1S-Jun-1S 2014

,
i
:

-~ Back translations of Patient Diary Card
7.1 Back translation of Patient.Diary Card in English from

07 Kannada on 1S-Jun-15 02 Dated 18 Sep
7.2 Back translation of Patient Diary Card in English from 2014 !
Malayalam on 1S-Jun-1S i

I

08 Patient Instruction card in English 01 Dated 02 Jun i

2015 !,
Patient Instruction card in Regional Languages
9.1 Patient Instruction Card in English from Kannada Translated I

I

09 on 1S-Jun-1S 01 Dated 02 Jun i
9.2 Patient Instruction Card in English from Malayalam 2015
Translated on 13-Jun-1S

I
i

Back translation of patient Instruction card
i
I

I

10.1 Back translation of patient Instruction card in English from
I

I

10 Kannada on 1S-Jun-1S 01 Dated 02 Jun I

10.2 Back translation of patient Instruction card in English from 2015 i
;

Malayalam on 13-Jun-1S i

,
:

11 Draft e-Case Record Form 00 Dated 19- I

Jul-14

12 Principal investigators Current Curriculum Vitae -
i

02 dated 18 Sep I

13 Investigator Brochure 2014



Sr. Document .Version No. &
No. Date

14 Insurance Certificate ----

15 Drugs Controller General (India) [DCG(I)] clearance Dated 25-June-
2015

I
16 Investigator's agreement with sponsor -

17 Investigator's undertaking to DCG(I) -

18 CTRI Reference Number -

The following members of the Ethics Committee were present at the meeting held on 8th
August 2015 at 3:00pm in the Seminar Hall.

51 Name Qualification Designation! Title Affiliations
No. as to the

Institution
1. Dr. Arun Rao MD, DGO Chairperson No

,~ (Clinician)
2, Dr. B. Sanjeev Rai MD, DCH, MBA Secretary (Clinician) Yes
3. Dr. Shiva Shanker Ph.D Joint Secretary Yes

(Scientist)
4. Mr. Eric Sequeira BABL Vice Chairperson No

(Advocate)
5, Rev. Dr. Leo D'Souza M. Sc, Ph.D Member(Theologian) No

6. Dr. John Mathai MD Member (Clinician) Yes

7. Dr. Ashok Shenoy MD Member No
(Pharmacologist)

8. Dr. Shivaprasad MD Member Yes
(Homeopathy)

9. Ms. Bindiya Shetty MSW Member (Counsellor) No

10. Mr. Nikesh Shetty BABL Member (Advocate) No



The following are the members who could not present for the EC meeting due to
unavoidable circumstances are:

51 Name Qualification Designation! Title Affiliations
No as to the

Institution
1I. Dr. Varadaraj MD, DCH Member (Pediatrician) Yes

Shenoy
12. Dr. Jayaram Shetty BVSc,MVSc Member (Veterinion) No

13. Prof. Irene T.R. M.Sc Member (Nursing) Yes
Alvares

14. Mrs. Rameela MSW, M. Phil, Member (Sociology) No
Shekar (PSW),PGDHRM,

Ph.D
15. Mrs. Veena Manoj MA, B.Ed Member (Layperson) No
16. Mrs. Kavitha Vishal MPT Member Yes

(Physiotherapist)

We approve the trial to be conducted in its presented form

Father Muller Institutional Ethics Committee, Father Muller Medical College expects to be
informed about the progress of the study on a quarterly basis, any SAE occurring in the
course of the study, any changes in the protocol and patient information/ informed consent
and asks to be provided a copy ofthe final report.

We hereby confirm that the Father Muller Institutional Ethics Committee, Father Muller
Medical College is organized and operates as per GCP and applicable regulations.

Yours Sincerely,

~.
Dr B. Sanjeev Rai
Member Secretary/Chairman,
Father Muller Institutional Ethics Committee,
Father Muller Medical College Hospital,
Kankanady, Mangalore - 575002,
Karnataka, India.

Secretary
Father Muller Institutional Ethics Committee

Father Muller Medical College
Mangalore-575002
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#SVTRhJAAT$-,}T *F HARf{AT*KA

Vision &r*up *n .$eien*e nnd Technolagy
Deporfment of rnf,orrnstfiom Te*hnol*Ey, siafechmorogy oni"s.lno*e & rechnologyKarnstsks Government Secratarist, Nc.rCI?, r'iFiu*., +tt stogJ. l,n. i a*,i*,rrg, Dr. Ambedkor veec,*i,

rn Website: www.vgsf .in. 
ltJo /V*STr,fi-IU} 6"

23-01-201q
T0.

'fhe Prin*ipal.
Fati:r. r" l;{iii i er. iv leci ciil {--rl ir, g*, Ki:nka naC i,.
&,Isngal*rc - 575 *{}2" ,

Jllrr 1rr,

subject: - Approval fbr rhe submissirrn of PAR1.- A, fbr purchase the €quipmenr. ciRD 6511.

-, ,\]""lj::]':i::" 
the approval or'cRI-.r-6-s0" rrulrerllu,.o, couege. Ka,rkrnrtlr.\ransarore pr(,p*L,l

DY r"'r' seerlil 'Ar:ton3" Llepiutment af &{{ex"c} Ei*iog3," under the scherne K-rIST(L2; the proiect titied"Fil*n*ffpic and Gen*ffpic characterisa*ion qif,a*aerobic Microtrial c*mmunifv {sol*ted f.rom Hunl;rfr:fe*:fi*ms ire the suhurhan Fopui:etion *f c*astai Karnatakilo' was releaseci the grant of Rs.2t).0r1 lakh:f'*r lorinsialment in the FY: 2017-18 {cheque n*: 38487013g4g71 Dt :10-09-20lgl.

As sr"rbmitted t]:e PART - A. of {}RI}- ii5il, by the crantee institution i'eouesting lor the i-.i:r,:l:rsec1'rrquip*ent iar the Fi$r-{nger}g€&{ rhr: details are as trilar,vs.

I st instalment - I'ion-Recurring Eudgei Estimate under E-Tendering pr.ocess (ET.p) forthe F-Y:2017-tB.

H+'j'T''i ?"99-1 
Er 

$_g h{gEl rgdering Frocess for rhe Fy: 2017-18.

Sutomitted 6 pa
(ETP) Eudget Estim*te$3. Crantee Insfitution

Dc'n \&rhitley Anaerobic, tiiuir,t .,

Arnount

{}i"s)

!: fr ) ll\\ liilr- rv&rvJJ,\7Lr

Don Whitley COz
4,35"000.00

17,97,S55.90

5I"

;{s
Submitte* in FAR?:A *o-@

(ivf'I'F,i Budgei Estir*afe Lrv Grantec fnsfifmri*n
,{m*unt

(Rg
1 Otrympus Binocular

Colony Counter

TOTAL _

75,000.00
2

70,000.00

1,45,S00"ss



h:stalment

'Ihe subrnitted Financiai status Ferf,**tra {FSP) and PAR'| * A clocr-rment details are as ibll*u's
firurnt Amcunt lor the FY: 3Al{:^17 20,00,000 00

T*TAX, 2{},00,000.00

N*Iq-g{trcuRR"ING (,{}

E-Lend*ring {ETP) 17"97"055.00

&44*ual T"endering (MTPI i,,15.000.00

'{'{}3'A{, 
{A) tr9,42,055.S{}

{-o::surlables and L-'cntinsene v 2,00.000.00

'8"*l'A[, iA] + (B) 21,4?,055.0S

i\pproval bv \/CST {PART - A s*bn:ritt*d

b"v OI / PC)

"Ar:suflt sponsored by the Man*g*;rae*r

?s,{t0,0(}i}.0t}
:

:

-'.-,-...]

1,42,055.t)0 i

in this t,ierv. as mentioned in i]:* procurenlent document (PART-A), ,vou ma,v purchase tir;
rqLrip:ne nt tlirough E-Tendering and !{anual Tendeling. Please do not <i*,iale rhe pr-rrchase proceilure l*r
ile procurement of, eqr"tipment. Flease sr-rbt:il tire PAR'f-B ;Lnd PART-C (dorvnloails in VGST lvebsirc;
to tir* VGST oifice afler con:pleticr: of th* process . This is ibr your kind inttrrmation.

lVith thantris and regarcls,

I i il.lIi Slfi Cu, r-l-\,,
i:.

.; i,r"i' i, ."1'''..,,.__.,.

;

i

(llr. S. G. Sreekanteshwara S*,amy)

Consultant
-- i. t

' , i, "11,r,r: r.{"i ' ; \
i) ?.\)'5t i.''

st lnstalment - Recurrrng Sudset $stimate for the FY: 20 7-18

st.
rufi

Submitterl in FAI{T'- A *mder ltecurring
Bcdget }lstimate foy ilr*rr:tee trxstitutinn

AMOU}JT

{Rs}

1 Cher:icals

1,20.000.00
Glass Ware

3 Plastis Ware
.! Iliolagical Specirl*n
t: l:lectrical and Electrotiic Spare Parts 15.il{j0.0.J
6 Lrlechanical Spare I]afis 1,5,000.00
7 Contingency 40.000.00
B Eooks and.Iaunal 10,000.00

TotsaE 2,00,0s0.0*

*r. Beena Antony. Department clhlicro Rioiog.v" l!4uller &{eclicai College, Kankanady"

RtrC[rH.r$NG {B}
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