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& Jp to 250 words): A structured summary should contain the following subheadings: Rationale/ gaps in existing knowledge, Novelty, Objectives, Methods, and Expected outcome
“=zn the adolescents are equipped with the practical skills and included in the decision process of food selection in the family, they tend to make more

-2 23ting behaviors we aspire to make enable them to make informed food choices. Objective - 1. To compare dietary intake of school going children using

- rzcall method and food frequency questionnaire using interview method and food diaries in village and town area schools before and after intervention.
.~ #ms at implementing strategies to inculcate practical cognitive culinary skills to the adolescents so as to enable them to prepare healthy meals for
:~Z their families. Novelty - It will be tailored and context specific for each school based on their dietary intake data collected. Expected Outcome -On
with Dieticians to suggest tailor made interventions for them with an eye on continuing sustainable healthy eating patterns throughout their growing

: =20 adulthoed.

~. sr23/Priority Area diseases Reproductive, Maternal and Child Health, Nutrition / Adolescent health

1% I . xeywords separated by comma which best describe your Skills, nutrition, dietary intake, Intervention, education, adolescents, Kerala

+ zrovided.

=.".27/¢NS Only standard abbreviations should be used in the text, List Govt - Government , CBSE - Central Board of Secondary Education , hr - hour

:~: maximum of ten may be given as a list.



stement (up to 500 words): State the currently available information to present the problem adequately.

:ered as Goc < cwn country, with highest health indices and literacy rate, is unambiguously placed at the highest epidemiologic transitions zane which had
<ic effects o~ 1nz morbidity and mortality tables of the state. The rampant urbanization and modernization which had infiltrated even to the grass root
: state, irrespzzt 2 of the region and economic strata, influenced lifestyle of the population making the state fertile for non-Communicable diseases to
= mortality arc moroidity due to lifestyle diseases soon began to surpass those due to communicable diseases RCH issues combined. The available studies
‘ce of these dizzzszs indicate high trends of NCD placing the state in the top spot of prevalence chart. The study conducted by Achutha Menon Centre for
“ce Studies in 7 was a shocking revelation into precarious the position of the state with findings pointing thal one in five of the pepulation being
: one in threz czing hypertensive. This along with the poor control rates and high out of pocket expenditure for the managernent of this diseases made
-.b of Non-Cemmunicable Diseases in the country. The unhealthy dietary practices and lack of physical exercise in all sections of the population irrespective
:7d economic stz1us has contributed to the rise in lifestyle diseases with the statistics pointing that 52% of the total death in the age productive age group
- ind 70 being .= to one or other cause of NCD. Of 217 students in the age group of 15-17 years studied in a rural school in Thiruvananthapuram district

- ‘ound in 2.8% =f students, 45.6% falls under normal category and the rest 51.6% were in the underweight category. The prevalence of hypertension and
==sion in males zrz 8.4% and 30.8% respectively, whereas none of the females are hypertensive and 18.2% are in pre hypertensive group. The food choice
“:include bioloz zz! determinants, economic elements, structural determinants and social characteristics, The individual's personal system based on these

:luding a value negotiation process and a set of strategies will finaily lead to food choices. The biological mechanisms thal regulate food choice do not
:~te against the current food supply system that provides low-cost palatable energy dense foods with high reward potential and limited nutritional value.
:ustry is to be blamed for creating sweet, salty and high fat foods with the intent of capitalizing on innate biological predispositions, On top of that, limited
= nutritious focds in schools and food outlets just add fuel to the fire. Even where healthy food is available and affordable, adolescent choices can be

-:nced by commercial influences. These include advertising and marketing factors (e.g., clarity of labelling, supermarket placement, and social media
:; well as convenience.

: the study (up to 250 words) Mention how the research question addresses the critical barrier(s) in scientific knowledge, technical capability, and/or programmatic/ clinical/lab practice
.2 to local, nationzl a~d international context with relevant bibliography.

.: provides an excellent opportunity to correct nutritional deficiencies that may have occurred in early life and to catch-up on growth, and to establish good

“:viors that will In the help in combating both undernutrition and overnutrition and thereby pave way for a healthier Kerala and healthier India. When the

- ire equipped with the practical skills and included in the decision process of food selection in the family, they tend to make more responsible choices. By

- 2 behaviour change communication session based on their food choices and targeting their value negotiation process involving the eating behaviors we
:ke enable them to make informed food choices. Our reseaich aims at implementing strategies to inculcate practical cognitive culinary skills to the

_ 50 as to enable them to prepare healthy meals for themselves and their families. It will be tailored and context specific for each school based on their

“:12 data collected, The skills focussed education interventions targeting the adolescents will include meal planning, reading food labels, role of food lists in
- 22 procurement and making informed food selection

s:/ Research question (up to 100 words) : Will the strategy of nutrition skills educational intervention among school going adolescents of Thrissur district
-z 1 diet quality



Methodology

Include objective-wise work plan under the following sub-headings:

Study Objective No. 1 v G

Study Objective : To determine the physical and physiological status using anthropometry, physical activity and sleep pattern, blood pressure measu
hemoglobin level and random blood glucose

Study Design : School based cross sectional design

Study Area : Government, Government Aided and CBSE upper primary and high schools in Thrissur district

Sample Size : Multistage random sampling would be used for this study. In the first stage, the list of Government upper primary and high schools, Governmer™ "t 7F
upper primary and high schools and CBSE upper primary and high schools in rural as well as urban area would be prepared. From this list, 2 schools in village ¢ )
2 schools in town area from each Govt, Govt Aided and CBSE schools category would be selected randomly by lottery method. From each selected sche
students would be selected. So a total of 600 students from each area would be selected. In the second stage, from each standard (8,9,10,11,12) one division w ™
randomly selected and from each division 20 students would be included in the study such that 10 would be girls and 10 would be boys. So the total sam
would be 1200 students. e

e LS

Project implementation Plan : After obtaining Institutional Research and Ethics Committee clearance , the permission from Heads of the institutions will be
Following which consent from parents and assent from children will be sought through PTA meetings and social media messaging apps.
ke e
Design of Statistical analysis : Categorical variables will be analyzed and expressed in percentage and frequency . Continuous variables will be expressed i
and standard deviation .Association will be checked using Chi square where needed. Correlation will be checked for continuous variables where suitable. EE—

Study Objective No. 2

Study Objective : To compare dietary intake of school going children using 3-day 24 hr recall method and food frequency questionnaire using interview metf’
food diaries in village and town area schools before and after intervention

Study Design : School based cross sectional study design
Study Area : community

Sample Size : Multistage random sampling would be used for this study. In the first stage, the list of Government upper primary and high schools, Governmen
upper primary and high schools and CBSE upper primary and high schools in rural as well as urban area would be prepared. From this list, 2 schools in village ar
2 schools in town area from each Gowt, Govt Aided and CBSE schools category would be selected randomly by lottery method. From each selected sche
students would be selected. So a total of 600 students from each area would be selected. In the second stage, from each standard (8,3,10,11,12) one division w¢ ~
randomly selected and from each division 20 students would be included in the study such that 10 would be girls and 10 would be boys. So the total samyp
would be 1200 students.

Project Implementation Plan : After getting permission from Heads of the Institution , sensitization of the study is done to the teachers as well as parents t

meztgs and messaging apps. Importance of the study and its relevance in todays world is emphasized. Through PTA meetings it shall be conveyed also. \*
tzken from parents by sending the forms through students school diary. Ensuring it is signed and duly returned the next day. School going children st*

n 5tk ath 7th 8th,9th 10th standard in Government ,Government Aided and CBSE schools in Thrissur district . A printed booklet will be handed over to the st

sz taking daven their first 24 hour recall method and food frequency by a trained interviewer so as to complete their second and third 24 hour dietary recall.

Design of Statistical analysis : Data coded and entered into excel worksheet and analysis will be performed using SPSS 23. Result on continuous measureme’

~tz omomean /- 5D and result on categorical measurements presented in number (%). Significance assessed at 5% level. Normality of data tested using Ss= = = =
e t=st Faormal correlation between nutrient deficiency and variables analyzed by Pearson correlation coefficient , if not normal Spearman rank correlation. T«
ot rmzimotenon was analyzed by linear and logistic regression.

el

Study Objective No. 3 - e

Study Objective - 7 implement 2 behavioral change communication session based on the Skills-focussed nutrition education interventions among the school

zomizimerts of Theoor dictr

Study Design : Quasi expermental study
Study Area : Goveinment upper primary and high schools, Government Aided upper primary and high schools and CBSE upper primary and high schools in Tt
district 2INTEVA

Sample Size : Twelve schools selected as per the above objectives will be chosen for conducting health communication on the skills- focused nutrition edu
session. S WY



Methodology

Include objective-wise work plan under the following sub-headings:

~=tememtation Plan : Two sessions will be conducted in each of the selected schools. Pre and post test scores will be analyzed to check for the effectiveness

Zzmimunication session. Periodic reminders, pamphlets will be circulated in regular intervals so as to reinforce the message. After

= ~:.rdietary recall as well as food frequency questionnaire will be employed to check for the effectiveness of the intervention.
pressure measu

a gap of two months,

tztistical analysis : Paired t test scores will be analyzed to check for the difference in the knawledge , attitude and practice of the adolescents.

izcome/ Deliverables aligned with research question (up to 100 wards): Improved diet quality of adolescents in line with reduced consumption of
“+::21 foods after the behavioral change communication session.

1ols, Governmer® Xt steps following the end of the project(up to 100 words): Presentation in conference proceedings to bring about radical changes in the school
100l in village SS0Tr as well as inclusion of nutrition education in academic curriculum.
h selected sch

) one division w>™* siudy is going to generate new intellectual property: ves

o the total sam

== achievable targets

itutions will be Proposal Details (PART-B)

r. wark done by the Pl including the source of funding (up to 250 words): nil
be exoressed i

,Uitabi{.-:_‘ srzzrience of the research team (Highlight only salient points (along with § relevant publications) that provides confidence to reviewers that team can implement the project witn

=zl investigator Dr Sandra Paulson has conducted research among adolescents namely : 1) Thilak SA , Sandra Paulson , Sarada AK . Academic stress

:~ Zznool Students in Thalassery educational block , Kerala : A cross sectional study .National Journal of Research in Community Medicine , Vol 6 Supp Issue
© I CZeorge J, Paulson S. Recent Status of Covid-19 Pandemic: A Perspective to Global and Indian Scenario . RDOMMR-V15 Internet. 20271 Nov. 23 cited 2023
2vailable from: https://stm.bookpi.org/RDMMR-V15/article/view/5006 Pl - Dr SRUTHI MV - 1) Sunil V, Valsan SM. A study on risk factors of abortipn in a
-z:pital in Thrissur District, Kerala. Int J ReprodContraceptObstetGynecol 20209:4118-22. 14. Kumar SS, Kamaladevi LV, Valsan SM. Utilization of diabetic
:rz2ning among diabetic patients at a tertiary care hospital in Kerala, India. Int J Community Med Public Health 20218:4938-43 15. Teenu S R, Sruthi M V,
s znammed Rafi The Role of Health Education on Larval Indices and Fever Cases from Rural Area of Thrissure District, Kerala: A Quasi Randamized Control
: “ledicine And Health Research Journal, Vol. 2 No. 2 (2022), 28 March 2022 , Page 87-91https://cmhrj.com/index.php/cmhrj/article/view/38 16. Nithya M
. C R Saju, Mohammed Rafi. A Study on Mosquito Density and Trend of Larval Indices from a Hospital Campus of Rural Area, Thrissur District Kerala.
.zurnal of Multidisciplinary research and analysis 202205(7): 1620- 1625. 17. Jose NK, Sruthi MV, Rachel J, Jerome K, Vaz C, Saju CR. Barriers and
noncommunicable disease (NCD) prevention in Kerala: A qualitative study. | Family Med Prim Care. 2022 Jun11(6):3109-3114. doi:

— 22 impc147121. Epub 2022 Jun 30. PMID: 36119306 PMCID: PM(9480671. DR CR SAJU - He He associated with different projects in various capacities a)

Interview meth ~

ols, Governmeni -2+ . AMALA-UNICEF Project on “Facts for Life”, b) Research associate-“Evaluation of Pulse Polio Program” conducted by IndiaCLEN. ¢)
dols in village ar- -2, zluation of Family Health Awareness Campaign” conducted by IndiaCLEN. d) Project coordinator-WHO project on Hospital Waste Management at the
1 selected scho:- '/z:zrnal and Child Health, Govt. Medical College Calicut. ) UNICEF project on timely achievement of targets related to MDGs and f) UNICEF Project on
one division we -..z-zness among adolescence. Publications 1. A study on the awareness and practice of medical education technologies among medical college teachers.
1 the total samp | -zznt, VM Joshy International Journal of Research in Medical Sciences 8 (1), 330 2. Assessing risk factors of Non-Communicable Diseases using STEPS

.-zl area of Thrissur District, Kerala. Saju CR, Catherin Nisha, Jerry Rachel, Kerline Jerome, Subin Koshy, Vidhu J, International Journal of Medical Science
*zsearch 2(40, 241 3. A study on selected behavioral factors of mothers influencing acute diarrhoea in under-five children in a rural part of Kerala, India. S

ell ac~arents 1l -2 - CJ Navya, VM Joshy, MP Jini, MV Radhamani International Journal of Community Medicine and Public Health 3 (8), 2211 4. An assessment of the
onve also. v - :ius of underfive children in a rural area of Thrissur district, Kerala, India. R Priyanka, V Vincent, MP Jini, CR Saju Int J Community Med Public Health 3 (12),
sing children st © ‘sutritional status and cognitive impairment in elderly population in a rural area of Thrissur district, Kerala. R Ramachandran, JM Mundodan, CR Saju, VM

1 over to the st. - :mmunity Med Public Health 5 (3), 1218-1223
dietary recall.

w2 Support/ Facilities: Institutional Research Committee, Institutional Ethics Committee , Several interdepartmental projects have been carried out
s measuremet

1 tested using S« + facilities (in-vitro/ in-silico) Institutional resources such as instruments/ equinment and other physical resources available for use in the project propased animal house etc

1k correlation. Ti-=_ ACCREDITED LABORATORY PRESENT
11 Interest declaration (if any) The authors declare no conflicts of interests.
{in Months) 24 Months
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Investigator Details

Name Institute Designation Email
Prof Saju Amala Institute of Medical Sciences Professor drsajucr@gmail.com
Cherumadathil

Documents consideration
Document Name Is Applicable?

Declaration & Attestation Form(duly signed by Head of Department/ Director) Yes

Additional supplementary information including figures tables flow diagrams etc can be shared as PDF Yes
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Amala Institute of
fedical Sciences
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Medical Sciences

Total in (Rs.):

# Budget
Year
1 Year: 1

Budget
Year
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Amala Institute of
Medical Sciences

Justification :DATA ENTRY OPERATOR

2 Year: 1
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3 «Year: 1

Justification :CO PRINCIPA] INVESTIGATOR

4 Year: 1

Amala Institute of
Medical Sciences

Amala Institute of
Medical Sciences

Amala Institute of
Medical Sciences

Justification :PRINCIPAL INVESTIGATOR

5 Year: 1

Amala Institute of
Medical Sciences

Justification :SUPERVISING AND EXPERT OPINION

6 Year: 2

Amala Institute of
Medical Sciences

Justification :DATA ENTRY OPERATOR

Total Cost (Rs.)

including overhead

Manpower Budget Contingency  Consumables  Equipment  Travel

(Rs.)

3172000.00 0 61645.00 *1399.00 72000.00

3474000.00 467000.00 53745.00 0 132000.00

6646000 467000 115390 1399 204000

Budget Breakup Details (Staff/Marpower)

Designation No. of Require Cost Per
Person(nos) Month(nos) Person(Rs.)

Project Technical 1 2 18,000

Support - |

Project Nurse - Il 1 5 20,000

Project Research 1 12 80,000

Scientist - || (Medical)

Project Research 1 12 80,000

Scientist - Il (Medical)

Project Research 1 12 93,000

Scientist - [Il (Medical)

Project Technical 1 2 18,000

Support - |

Contact No.

9495315986

Role in 27 2

Proposz

Co-PI

Uploaded Document R

<

Overhead
0
o]
0

Overhead(Rs.)

0.00

0.00

0.00

0.00

0.00

0.00

Total{c

33076

412671

100

960

LI

r
&t

960,

B

36,0

6,646,0(. .-



Budget Breakup Detaiis (Statf/Manpower)

Rolein 27 2 “mala Institute of Project Reseach Scientist 1 6 67,000 0.00 402,000.00
No. Propos: "{zdical Sciences - Il (Non Medical)
9186 Co-p| ¥ - i 12N -PLANNING AND DELIVERING BCC SESSIONS "
s I amala Institute of Project Research 1 12 80,000 0.00 960,000.00
‘4edical Sciences Scientist - || {(Medical)
== 21 32 'CIPAI INVESTIGATOR
Jocument |
= “mala Institute of Project Research 1 12 93,000 0.00 1,116,000.00
"dedical Sciences Scientist - Il (Medical)
== 2. 1% /ISING AND EXPERT OPINION
- =mala Institute of Project Research 1 12 80,000 0.00 $60,000.00
*dedical Sciences Scientist - Il (Medical)
iead Totaliz= ¢ .2 AL INVESTIGATOR
3 6,646,000.00
~3307(--..
41267 Contingency budget breakup details
coe tear Institute Overhead Charges (Rs.) Total Cost(Rs.)
7,433 '
== 1 Amala Institute of Medical Sciences 0.00 167,000.00
re= . e imiscelianeous
) = o --z-znce presentation
Ce
g Z Amala Institute of Medical Sciences 0.00 300,000.00
0 3
res =g tArticle publishing charges
e~ - -.nlishing the research in a peer-reviewed journal with high impact factor
L TP 467,000.00
Consumables Budget Breakup Details
960
I8t Institute Consumables Name Overhead Total
; Cost(Rs.)
var 1 Amala Institute of refreshments 0.00 5,000.00
960, Medical Sciences .
= :zn:itization and training of staff involved regarding research purpose along with
1z o Amala Institute of dry cotton, wet cotton , 2 cc syringe , wound plaster , EDTA tube , Clot tube 0.00 7,900.00
1,116, Medical Sciences
*zr plood sampie collection Hb and RBS
LS | Amala Institute of printer black ink 0.00 745.00
36,0 Medical Sciences
z-  “zr printing questionnaire
35.) 115,390.00

5,646,00 -..-




Consumables Budget Breakup Details

4 Year: 1 Amala Institute of 1) printed consent papers , sociodemographic data, 3 day 24 hour dietary recall 0.00
Medical Sciences booklet with food frequency questionnaire

Justification : for data collection

5 Year: 2 Amala Institute of refreshments 0.00
Medical Sciences

lustification : sensitization and training of staff involved regarding research purpose

6 Year: 2 Amala Institute of printed sociodemographic data , 3 day 24 hour dietary recall booklet with food 0.00
Medical Sciences frequency questionnaire, post test and pre test questionnaire

Justification : for data collection

7 Year: 2 Amala Institute of printer black ink 0.00
Medical Sciences

Justification : for printing data collection tool and pre test and post test questionnaire

Total Cost (Rs.)

ng overhead
Equipment Budget Breakup Details
# Budget Institute Equipment Name Equipment Equipment Equipment
Yeay Model Manufacturer Type

1 Year: 1 Amala Institute of Medical small adult blood MEDTECH Domestic
Sciences pressure cuffs

Justification :for taking automatic digital 8P

Mode of Proposed disposal :Far further use again

Total (Rs.):

Travel Justification

1 Year Amount(Rs.)

1 Year: 1 72000.00

Justification :travelling to the twelve schools for permission and consent , collecting data prior to intervention - total of 24 visits to school in first year

2 Year: 2 60000.00

Justification :for meetings related to project, travelling to ICMR

Year: 2 72000.00
Justificaticon :=ez71" ecucation sessions and collecting data after intervention,- total of 24 visits to schools
Tots 204,000.00
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Short resume PI/Co-PI
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Short resume Pl/Co-PI

! Number of articles in Roleil
Name of PI/Co-Pi DOB Domain Expertise Pub Med (Past 10 years) h-index Fellow of Academics Propo
! Dr SANDRA PAULSON 1988-09- nutrition , adolescence 0 nil nil Pi
; 06
Maximum of 10 primary research publications related to the proposal
i
Impact Author type (first, Name of policy/programme/ protocol
i . factor of corresponding. document or patent/commercializatior
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School Students in Thalassery educational block , Kerala : A cross sectional
study .Nationai journal of Research in Community Medicine , Voi 6 Supp
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Role it
Prope

B SKILLS-FOCUSSED NUTRITION EDUCATION INTERVENTIONS FOR SCHOOL

- INGADOLESCENTS IN THRISSUR DISTRICT, KERALA- AN IMPLEMENTATION
-~ :~EARCH

protocol
ializatior Kerala considered as God’s own country, with highest health indices and literacy rate,
-nambiguously placed at the highest epidemiologic transitions zone which had exerted
--=:1c effects on the morbidity and mortality tables of the state. The rampant urbanization
-~ - modernization which had infiltrated even to the grass root levels of the state, irrespective
-~z region and economic strata, influenced lifestyle of the population making the state

-~ .z for non-Communicable diseases to flourish. The mortality and morbidity due to

“=:7vle diseases soon began to surpass those due to communicable diseases & RCH issues
oined.

The available studies on prevalence of these diseases indicate high trends of NCD
- _..ng the state in the top spot of prevalence chart. The study conducted by Achutha Menon

-~ :r2 for Health Science Studies in 2017 was a shocking revelation into precarious the

nderstz

-oran. - 00 of the state with findings pointing that one in five of the population being diabetic
.~ - one in three being hypertensive. This along with the poor control rates and high out of
‘;f;’nrj? ~.~=1 expenditure for the management of this diseases made Kerala the hub of Non-
lagia: - municable Diseases in the country. The unhealthy dietary practices and lack of physical
wlyw - --ise in all sections of the population irrespective of the age and economic status has
.- ~ributed to the rise in lifestyle diseases with the statistics pointing that 52% of the total
__z:7n in the age productive age group between 30 and 70 being due to one or other cause of

~ D Of 217 students in the age group of 15-17 years studied in a rural school in

- ruvananthapuram district obesity was found in 2.8% of students, 45.6% falls under normal
_=-zgory and the rest 51.6% were in the underweight category. The prevalence of

_<rtension and pre hypertension in males are 8.4% and 30.8% respectively, whereas none

- ne females are hypertensive and 18.2% are in pre hypertensive group.

The food choice determinants include biological determinants, economic elements,
--~uctural determinants and social characteristics. The individual’s personal system based on
--=s¢ influences including a value negotiation process and a set of strategies will finally lead
.- tood choices. The biological mechanisms that regulate food choice do not stand a chance
- zainst the current food supply system that provides low-cost palatable energy dense foods

~ith high reward potential and limited nutritional value. The food industry is to be blamed for




creating sweet, salty and high fat foods with the intent of capitalizing on innate biological
predispositions. On top of that, limited availability of nutritious foods in schools and food .- - .zv
outlets just add fuel to the fire. Even where healthy food 1s available and affordable,

adolescent choices can be heavily influenced by commercial influences. These include

advertising and marketing factors (e.g., clarity of labelling, supermarket placement, and ~ *= ~77 1=

social media influences) as well as convenience.
Rationale

Adolescence provides an excellent opportunity to correct nutritional deficiencies that s
may have occurred in early life and to catch-up on growth, and to establish good dietary
behaviours that will in the help in combating both undernutrition and overnutrition and wafins |

" thereby pave way for a healthier Kerala and healthier India. When the adolescents are €
equipped with the practical skills and included 1n the decision process of food selection in the
family, they tend to make more responsible choices. By introducing a behaviour change
communication session based on their food choices and targeting their value negotiation
process involving the eating behaviours we aspire to make enable them to make informed
food choices. Our research aims at implementing strategies to inculcate practical cognitive

.

culinary skills to the adolescents so as to enable them to prepare healthy meals for themselves .
and their families. It will be tailored and context specific for each school based on their

dietary intake data collected. The skills focussed education interventions targeting the
adolescents will include meal planning, reading food labels, role of food lists in guiding food

procurement and making informed food selection
Aim

To implement a strategy to impart a Skills-focussed nutrition education interventions for

school going adolescents in Thrissur district, Kerala
Objectives

l. To compare dietary intake ot school going children using 3-day 24 hr recall method
and food frequency questionnaire using interview method and food diaries in village
and town area schools before and after intervention
"o implement a behavioural change communication session based on the Skills
tocussed nutrition education interventions among the school going adolescents of

Fhrissur district



¢ biological

)Is and food

cthodology
able, . :
—— udy design- Quasi experimental study design
1ent, and udy Setting — Government upper primary and high schools, Government Aided upper

_nary and high schools and CBSE upper primary and high schools inrural as well as urban

S aS.

udy Population: The study population include school going adolescents from classes 8",

ciencies that
* 10", 11™ and 12" standard.

dietary

>n and ampling Technique:

S ar [uitistage random sampling would be used for this study. In the first stage, the list of
ection in the ~wernment upper primary and high schools, Government Aided upper primary and high

‘hange ‘nools and CBSE upper primary and high schools in rural as well as urban areawould be
tiation ~zpared. From this list, 2schools in village area and 2 schools in town area from each Govt,
e -vt Aided and CBSE schoolscategory would be selected randomly by lottery method. From
oguitive :ch selected school, 100 students would be selected. So a total of 600 students from each
themselves za would be selected.In the second stage, from each standard (8,9,10,11,12) one division
Fibt ould be randomly selected and from each division 20 students would be included in the
he ~dy such that 10 would be girls and 10 would be boys.So the total sample size would be
ding food 200 students.

aclusion criteria

znhool going children studying in.8",9% 10" 11" and 12"standard
 for

vclusion criteria
nose children who do not consent.

ethod tudy tool

llage 1) Dietary evaluation by Three-day 24 hr recall method and food frequency
questionnaire,

3 2) Sociodemographic data

of

3) BMI,BP,Haemoglobin status, RBS




Data Analysis

Data would be entered in Microsott excel. Data will be analysed using SPSS version 23.
Descriptive analysis like mean, standard deviation, median and proportions will be used.

Appropriate statistical measures would be used for analysis.

Ethical clearance: Institutional Research Committee and Ethical committee clearance would
be obtained. Informed consent from parents and will be taken from each subject. Detailed
subject information would be provided to the subjects to read before taking consent. There

are no risks involved in the study. Confidentiality of the subjects would be maintained.
Implementation strategy: a) Baseline dietary data collection I,

From each school, selected number of adolescents would be asked to about their 24-hr dietary =
recall of two weekdays by interview method and a weekend day by questionnaire method. ==~
The portion sizes will be given as references. Food frequency questionnaire will also be .

employed to collect data so as to tailor make the suggestions =
b) Health Education =

We are planning to conduct Behaviour change communication sessions in all Government,
Aided and CBSE schools in Thrissur districts. These sessions include meal planning, reading .
food labels, role of food lists in guiding food procurement and making informed food
selection. The awareness classes would be held by expert faculty from Community medicine -

and Nutrition department.
¢) After intervention dietary data collection c T

From each school, selected number of adolescents would be asked to about their 24-hr dietary F i
recall of two weekdays by interview method and a weekend day by questionnaire method. . |
Food frequency questionnaire will also be employed to collect data so as to tailor make the = ,ﬁ___l_
suggestions and these data will be compared with the baseline data to evaluate the 7 |

|
- - . - - . |
effectiveness of the intervention. -2 i

Expected Outcome L AE

=25 at
Highlyv processed foods are bad for people and the planet: reducing consumption will be e E——
beneticial for both human and planetary health. Advocacy for healthy adolescent nutrition af 'T’:;J'ee
needs to address commercial, structural. and ecological drivers of food choice, and use the k 1

-agency of voung people to bring about transformative change.



uture Plans

+2 hope these steps will help pave for a effective school canteen policy with emphasis on

ion 23, o ) ) ) )
’ zalthy food and nutrition literacy will be integrated into the academic curriculum of Indian
e used.
“.dents throughout.
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w i i
food trequency ' L | i
questionnaire
Interim .
reportwriting i | :
Conferenceprese 3 | =
ntationandPublic | | | E i i |
ation with final ; ; | || | |
report | L1 | | S |
Budget g
[ SL Particulars Quantity Rate per unit Per Total Justif
i No. year
1. Human 1 Project Research Rs. 80,000 Full For guidanc
Resource* Scientist 11 Time 80000 X24= | conduction of
‘ (Medical) Rs.1,920,000 achieving - -
1 objectives,d:
i 1 Project Research Rs. 67,000 Full 67,000 X 24= | monitoring th:  ~
I Scientist 1T (Non- Time Rs 1,608,000 for aig e
, medical) :
[ 1 Project Research | Rs 67,000/ head | 1 year | 67,000 X 12= For Training —-. °
' Scientist 1 i Rs 80.4000 "
(Medical) -
1 Project Technical For taking bloc
Support — 11 laborator, ..,
2 Project Technical | Rs 30,000/head | 1 years | 60,000 X 12= | For counsellin, * ==
Support — 11 2 7,20,000 serv
Dietician -
1 Project Technical | Rs 18,000 2 years | 18,000 X 24= Data
? Support - 1 Rs 4,32.000
2. Dietary data Printout of Rs 100/ Initial | 100 x 4800=
questionnaires ; : d 2 year Rs 480,000 -
Consumables quesuonnaltres an
(recurring food diary -
expenses)
| - ]
3. IEC and 12 schools Rs.2000 3 Rs.36000 For dissem
conventional months information, a
health education druga
materials &
organizing
interactive
activity in
L schools
L4 Travel Grant Field Work Rs. 3000 3 3000 X 20 School Visits
i months | visits =
L 60,000
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: of the project:

HKills Focussed Nubyition Cducasion Trikevventions foy School w
T . dols ts in Thyicur dictict -An Zm emezg.
Dr Sandva Taulson A2eeCents ! n gl o seavch
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Declaration & Auestation

-sreby certify that:

Justif

For guidanc:
conduction of
achieving
objectives,dz
monitoring the
for an

For Training:

For taking bloc
laboratory

For counselling
Servi

Datat

For dissemi
nformation, a\
drug at

school Visits {

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.

T'he equipment(s) that is being requested as part of this project is/are not available in the Institute/Department
‘or these are available and are being used at full capacity (Strike off the inappropriate one)

The equipment(s) requested as part of this project have not been purchased earlier from the funds provided by
ICMR for previous project(s) in the Inslitute.

No utilization certificate (UC)/ statement of expenditure (SoE) final report is pending for earlier ICMR
project(s) under the P1 and the final report(s) for earlier projects have been submitted.

The project has not been submitted to any funding agency or institution other than the ICMR.
The PI does not have more than 5 (five) ICMR projects at present as a Principal Investigator

We understand that ICMR shall only fund for the project positions, as enumerated in the critena for
engagement of Non-Institutional Project Human Resource Positions, purely on temporary contractual basis.
ICMR has apprised us of this rule and we have carefully noted it.

The PI and Co-investigator(s) hereby submit the ICMR Declaration of Interest form in prescribed format.
The name of the Statutory Audit Authority of our Institute is as follows:

[Please attach a copy of the resolution if a private firm is engaged]

Registration/Unique ID no. assigned by NITI Ayog, Gol (on DARPAN Portal) (applicable only for NGOs)

CV of the investigator and Co-Investigators is/are attached in prescribed format.

Name Signature Date
Principal Investigator Dy Sandya Pawlsn @ 0903|2024
Co-Investigator(s) D9 SR o1 He - My o 09/o3] 2024
Head of the Department _§ ~ ! B S(39/207 b
> i J%’J— f:\ i ]X‘ G ’{‘ 'Sﬂdbk

r¢ of the Head of the Institution with seal
CMI

alious Arakkal

Chirector
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indian Council of Medical Research

(ICMR)

Deptartment of Health Research

(Ministry of Health and Family Welfare)

Investigator-Initiated Research Proposals

bisission: 14-Mar-2024 02:01:35 P3

~::z3sal Title: Single fraction versus multi fraction hemostatic radiotherapy in pelvic malignancies — a randomized controlled trial

::-:znal details of Principle Investigator (PI)

+:=zof Pl (IN BLOCK LETTERS),
1=: 3nation, Email, Contact No., Gender, DOB,

1:': of Superannuation

:-.re of Employment

~tute

i : ,ou currently under regular employment in
=z cal Institutes, Research Institutes,

- ,zrsities, Colleges, recognized Research &
= :zlopment laboratories, Government and

= — -government organizations, and NGOs?

«z.zrtisement

DR FEBIN ANTONY,

Assistant Professor, febinanthony@gmail.com, 9498347880, Male, 07-04-1990,
23-07-2051

Permanent

Amala Institute of Medical Sciences , Private academic institutions with valid
UGC/AICTE/PCI or NMC approved Medical colleges , UNDERPROCESS

Proposal Details PART-A

Yes

Call for Investigator-Initiated Research Proposals for small extramural grants -
2024 ' '

..—mary (up to 250 words): A structured summary should contain the following subheadings: Rationale/ gaps in existing knowledge, Novelty, Objectives
- =3, and Expected outcome.

-~ale: Literature is scant regarding the exact dose and fractionation of radiotherapy (RT) needed for hemostasis in pelvic malignancies

- zingle institution study is designed to compare the outcomes and toxicity profile of two different hypo fractionated RT regimens.
=ty: This is the first phase Il randomized study in the field of hemostatic RT. This trial has the potential to reduce the cost of
-static RT. Objectives: Primary objective is to determine if single fraction RT regimen is non inferior to multi fraction RT regimen for

- zsing hemostasis in pelvic malignancies. Secondary objective is to compare the acute toxicities in the two arms. Methodology: Eligible
- :nts are 18-80 years of age with a WHO performance score of 0-3, diagnosed with metastatic anorectal or utero-cervical carcinoma
grade 2 (CTCAE v5.0) rectal or vaginal bleeding and ors= grade 1(CTCAE 5.0) anemia. Patients will be randomly assigned (1:1) to

= -z ;2 8Gy in single fraction RT or 20Gy in five fractions RT. Patients who received 8Gy in single fraction will be reassessed after 10 days
= fany episode of bleeding, they will receive one more fraction of RT (8Gy). Acute toxicities are recorded as per RTOG scoring criteria.
::2ing response (BR) is assessed at 1 month from the initiation of RT and is classified to complete, partial, no response based on quantity
- zeding and hemoglobin levels. Expected outcome: BR in single fraction RT arm to be non-inferior to multi-fraction RT arm with a

- —narable/favorable acute toxicity profile.
- zrity AreafPriority Area diseases

= words Six ke_ywords separated by comma which best

Non-Communicable Diseases | Cancer - breast, cervix, oral

Bleeding, anemia, uterocervical carcinoma, anorectal carcinoma, radiotherapy,




2 Jr project may be provided. hemostasis.
o

ations Only standard abbreviations should be used BR Bleeding response CRU Clinical Research Unit CTCAE Common Terminology

_ist of abbreviations maximum of ten may be given Criteria for Adverse Events CTRI Clinical Trials Registry India EQD2 Equivalent
total doses in 2-Gy fractions IEC Independent Ethics Committee IRB Institution
Review Board NABH National Accreditation Board for Hospitals Healthcare
Providers NABL National Accreditation Board for Testing and Calibration
Laborateries Pl Principal Investigator RT Radiotherapy RTOG Radiation Therapy
Oncology Group WHO World Health Organization

¢

=i Statement (up to 500 words): State the currently available information to present the problem adequately.
- vaginal bleeding associated with locally advanced or metastatic cancer is an oncological emergency treated with RT. Published
‘acusing on RT dose and fractionation for hemostasis are rare. Though different fractionation regimens (8Gy in single fraction,
- tive fractions, 30Gy in ten fractions) have been tested, till date there are no phase 3 studies comparing the efficacy of these If
‘23 of single fraction RT in terms of hemostasis and toxicity profile are non-inferior to multi-fractionated regimens, this can be
znted as the standard of care, which helps in reducing the number of RT related hospital visits and thus limit the financial toxicity for
- ¢ and health system. This project aims to determine whether RT with 8Gy in single fraction is non inferior to 20Gy in five fractions
=/ing hemostasis in these patients with a comparable/favorable acute toxicity profile.

z'e of the study (up to 250 words) Mention how the resbarch question addresses the critical barrier(s) in scientific knowledge, technical capability,
: zrammatic/ clinicalflab practice and its relevance to local, national and international context with relevant bibliography.

- 5is a phase lll randemized clinical trial, the results of this research project can address the unanswered question of exact dose and
- - ztion that provides hemostasis in bleeding pelvic malignancies. Technical capability: This single institution phase 3 clinical trial is
s:nducted in a well reputed private medical college with a 50 years of experience in the field of Oncology particularly in Radiation
z3y. The entire clinical trial team is well experienced and have already completed and published their research works in reputed
:, Moreover, the institution research and ethics board make sure that entire patient procedure including the randomization and
- zn of funds are done in the highest ethical standards. The ethics committee has a separate adverse event monitcring committee,
:~sure the safety of participants and menitor any adverse event. We also have a clinical. research unit (CRU) with an expert, bio-
-'an and health analyst, a team that helps in assessing and comparing the data. Relevance to local, national and international context
zvant bibliography: About 6-14% of patients with advanced cancers can develop tumor bleeding(1). Tumor angiogenesis, local
2ssel infiltration, or tumoer regression as a result of anti-neoplastic therapy can result in tumor bleeding (2). Palliative RT for
19 hemostasis is required when the conservative measures fail(3).Radiation causes increase in release of von Willebrand factor

- turn leads to enhanced platelet adhesion to the extracellular matrix of endothelial cells. It also causes vascular fibrosis and tumour
::'an, thereby achieving haemostasis (4,5). Different hypo fractionated palliative RT dose schedules were described in literature,
1cludes 306Gy in 10 fractions,20Gy in 5 fractions or 5-10Gy in single fraction (6). There is scarcity of evidence in the optimal
- .z radiation regimen for haemostatic RT for pelvic malignancies. There are no randomised trials which have compared the efficacy of
=-1 fractionation schedules. Moreaver, if a single fraction regimen could achieve an optimal haemostasis with acceptable toxicity, it
- z 3 cost-effective regimen both for the patient, family and the health care system. Being a tertiary cancer centre, our institution on an
.22 sees approximately 3000 newly diagnosed cancer cdses per annum. Based on the above-mentioned studies, approximately 10%
-f the patients will require haemostatic RT. At our institution, single fraction RT costs around Rs. 9,000/- and 5 fraction RT costs
-z Rs, 28,000/-. If 300 patients receive 5 fraction RT for haemostasis, then the cost will be around Rs. 84,00,000/-. However, if these
z1ients receive single fraction RT, then the cost will be around Rs. 27,00,000/-. A noticeable difference of Rs. 57,00,000/- is observed
= - zomparing the cost of above fractionations. Moreover, a single visit to hospital by a patient family can result in approximately Rs.
_ - (travel expenditure and loss of daily wages), which can be around Rs. 15,000/~ if the same patient family attends hospital for 5 days

~ Therefore, if single fraction RT has comparable outcomes with multi fraction RT, this can also translate into better health economics.

i

2thesis/ Research question (up to 100 words) : Single fraction radiotherapy has comparable results in terms of bleeding response
-zxicities to multi-fraction radiotherapy in patients with pelvic malignancies.




d

Methodology

Include objective-wise work plan under the following sub-headings:
Study Objective No. 1

Objective : Primary objective: To compare the efficacy of single fraction radiotherapy (RT) to multi fraction RT by comparing the
-z response (BR) between two arms at one month after the intervention. chondary objective: To compare the acute toxicities
=7 two arms using RTOG scoring criteria.

Design : Non-inferiority open labelled randomized controlled trial.
‘rea: Single institution (Hospital), Amala Institute of Medical Sciences, Thrissur, Kerala.

1 = Size : In this study, we consider a 60% partial or complete response in the single fraction arm and an 80% partial or complete
-z2 in the multiple fraction arm as clinically significant. Therefore, when we calculate sample size using n.for.2p from the epiDisplay
: 2= of R software with alpha as 0.05 and power of 80%, we get a value of 81 patients per arm accounting to a total of 182 patients.

: 2t Implementation Plan : The project will be ongoing for 3 years. The first 3-6 months will be utilized for setting up the team, getting
= z:stration (CTRI), laying down the working SOPs, procuring relevant regulatory approvals (IRB/IEC), and training the team. The next 6-
. ~ths will be utilized for patient recruitment and data collection. The last 6 months will be utilized for data analysis.

=1 of Statistical analysis : Demographic and baseline variables will be analyzed using descriptive statistics. Continuous variables will
::zssed for normality and summarized as mean (+SD). Bleeding response comparing both the two different arms will be assessed by
- ~.-squared test. Toxicity comparison will be compared between the 2 groups using non-parametric test Wilcoxon test.

¢ * *

zzted outcome/ Deliverables aligned with research question (up to 100 words): Bleeding response in single fraction radiotherapy
-2 be non-inferior to multi-fraction radiotherapy arm with a comparable/favorable acute toxicity profile. Thus, it can be considered as
-z standard of care in radiotherapy for hemostasis.

- zdiate next steps following the end of the project(up to 100 words): The results of the research will be presented in a national and
:*~ational conference and eventually be published as an original article in an international peer reviewed journal.

:zther the study is going to generate new intellectual property: Apart from shortening the radiotherapy treatment duration to one
‘his study won't generate any new intellectual property.

—=zlines with achievable targets Dg

Proposal Details (PART-B)

‘zliminary work done by the Pl including the source of funding {up to 250 words): Research team did a retrospective study among
= patients who had received multi fraction radiotherapy for hemostasis and had observed a near complete to complete response in

= ority of the patients. Our team also did a retrospective pilot study on the efficacy of single fraction radiotherapy in patients with poor




-2 status and near complete or partial response was observed. Being a tertiary care hospital with a dedicated oncology and
zre wing, our previous data showed that we will get enough number of patients that meet the the inclusion criteria of the_trial.
=h team also did a cost comparison among the twoAifferent treatment regimens based on time-drive activity-based costing and
<1e noticeable difference of Rs. 57,00,000/-, benefit that can happen to the health care system if treating approximately 300

<h single fraction RT.

sxperience of the research team (Highlight only salient points (along with 5 relevant publications) that provides confidence to reviewers that team
=nt the project with quality.) : Pl of the research project has got additional training in research activities (participated in 5th Tata
-statistics and clinical research methodology course) and has successfully completed and published the previous works in the
=-vical cancer, rectal cancer and hemostatic radiotherapy. Pl has completed an international fellowship and had completed a

" & research Work. preclinical Tesearch work af Canada which wae presen' 20 1n Internafional conference and published. T
-zve a good track record of research activities and one of the co-Pls is a Pl of an ICMR project. Antony F, Dubey A, Skrabek P,
_ambert P, Bybel B, Ahmed N. Hypofractionated Radiotherapy for Hematologic Malignancies during the COVID-19 Pandemic and
Zurr Oncol. 2024 Jan 1031(1):383-393. Antony F, Chalissery JR, Varghese KM, Gopu GP, Boban M. Relationship of irradiated bone
-lume and neutropenia in patients undergoing concurrent chemoradiation therapy for cervical cancer. J Cancer Res Ther. 2022
"3(6):1498-1503. Febin Antony, Anuraag Shrivastav, Arbind Dubey, Nawaid Usmani, Aldrich Ong, Rashmi Koul, Harvey Quon,
Sivananthan, William Hunter, Don Yee, Lindsay Rowe, Brita Danielson, Andrew Plesniarski, Ruey-Chyi Su, Julian O. Kim Abstract
“zct of mTOR activity in peripheral blood mononuclear cells with metformin in high-risk prostate cancer patients receiving external
:ziotherapy and androgen deprivation therapy. Cancer Res 1 April 2023 83 (7Supplement): 4858. Antony, F Chalissery, Jomon
Zilvaz, Sareenal. Radiotherapy for successful symptom control in recurrent refractory endometriosis: A case report. Journal of
Fzsearch and Therapeutics.iApril 30, 2023, it fRbkanibannsis s B R R BN T Y BRI B s i

< snal Support/ Facilities: Institution is 2 1000 bedded NABH accredited hospital and a medical college. Cancer care was initiated in
:-7 is one among the best cancer hospitals of the state. For RT treatment, we have the state of art facilities (linear accelerator). We

,= an NABL accredited biochemistry and hematology laboratory. CRU of the hospital helps in the smooth running of the trial anclIRB

. monitors the ethical part of the trial. Statistical support will be provided by the Centre for Research Promotion.
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Professor
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Budget Breakup Details (Staft/Manpower)

iget Institute Designation No. of Require Cost Per  Overhead(Rs.) Total
:r Person(nos) Month(nos) Person(Rs.) Cost(Rs.)
zzri 1 Amala Project Research 1 12 772,720 27,979.00 932,640.00
Institute of Scientist - |
Medical (Medical)
Sciences

it.an :For research

zzr: 1 Amala Project Nurse - Il 1 12 23,200 8,352.00 278,400.00
Institute of i

Medical
Sciences

:2'on :Data collection

20! Amala Project Research 1 12 77720 27,979.00 932,640.00
Institute of Scientist - |
Medical (Medical) i
Sciences

iztion :For research

tzar: Amala Project Nurse - Il 1 12 23,200 8,352.00 278,400.00
] Institute of

Medical

Sciences
:ztion :Data collection g
::t (Rs.) 2,494,742.00
s.#'head

Contingency budget breakup details

:_dget Year Institute . Overhead Charges (Rs.) Total Cost(Rs.)
rzan 1 Amala Institute of Medical Sciences 750.00 25,000.00
zzncy Name :Contingency .

zztion :Any treatment related extra cost
vear: 1 Amala Institute of Medical Sciences 50,790.00 1,693,000.00
izency Name :Radiation treatment cost 7

cation :Out of 91 patients enrolled in year 1, 45 patients will be into Arm A (single fraction RT) costing Rs. 9000/- and 46 patients in
3 fraction RT) costing Rs. 28000/- (45 x 9000 and 46 x 28000)




ari1 Amala Institute of Medical Sciences

—_—
1,980.00 66,000.00

“cy Name :Blood test

on :Approximately Rs. 750/- per patient for testing Hemoglobin levels twice (Rs. 750 x 91 patients enrolled in year 1)
¥

1ir; 2 Amala Institute of Medical Sciences

750.00 25,000.00

acy Name :Contingency

sion :Any treatment related extra cost

23r: 2 Amala Institute of Medical Sciences

1,500.00 50,000.00
z1cy Name :Publication charges

:tion :To publish the article into an International peer reviewed journal
tzan 2 Amala Institute of Medical Sciences 1,500.00 50,000.00
zzncy Name :Article processing fee and conducting seminars

::tion :To submit the article into an International peer fl?lviewed journal

rzar 2 Amala Institute of Medical Sciences 50,220.00 1,674,000.00

.zzncy Name :Radiation treatment cost

-stion :0ut of 91 patients enrolled in year 2, 46 patients will be into Arm A (single fraction RT) costing Rs. 9000/- and 45 patients in
: fraction RT) costing Rs. 28000/- (46 x 9000 and 45 x 28000)

rzart 2 Amala Institute of Medical Sciences 1,980.00 66,000.00
- zzncy Name :Blood tests
- :ation :Approximately Rs. 750/- per patient for testing Hemoglobin levels twice (Rs. 750 x 91 patients enrolled in year 2)

3,758,470.00
23t (Rs.)
: z.2rhead




Consumables Budget Breakup Details

et Year Institute

Wi
wr

Amala Institute of Medical Sciences

= an : For data collection

Amala Institute of Medical Sciences

:2.2n; For data collection

i1 (Rs.)
s ~ead =

Equipment Budget Breakup Details

zget Institute Equipment
2ir Name
21 Amala Institute of Medical Printer

Sciences

=zt on :For research

Zroposed disposal :Labelled and retained by institution

czzri Amala Institute of Medical
Sciences

sz1on :For research

Consumables Name

Office static‘nery

Office stationery

Equipment

Model

Laptop/Desktop

>roposed disposal :Labelled and retained by institution

Travel Justification

Amount(Rs.)

::z10n :Attending seminar for interim data presentation

i
W
=
[N]

on :Attending seminar for final data presentation

40000.00

40000.00

¥
80,000.00

Total Cost(Rs.)

Overhead
750.00 25,000.00
750.00 25,000.00
51,500.00
Equipment Equipment Total
Manufacturer Type Cost(Rs.)
Domestic 15,000.00
Domestic 75,000.00
Total (Rs.):  90,000.00




Short resume Pl/Co-PI

Domain Expertise

¥

Research Methodology, Health Policy
and Public Health Ethics, Data
Analysis and Statistics, Epidemiology

Number of

articles in Pub

Med (Past 10 h-
years) index
55 45

Fellow of Academics

NIL

Maximum of 10 primary research publications related to the proposal

Author type (first,

corresponding, coauthor)

Name of policy/programme/ protocol document or
patent/commercialization of products where cited.

Experience as Investigator

Funding Agency

Amount of Funding

Ongoing research projects (funded by ICMR)

Grant Amount

Domain Expertise

Head and neck malignancies, CNS,
gynaecological malignancies

Start Date
Number of
articles in Pub
Med (Past 10 h-
years) index
6 2

Reference of main publications

End Date

Fellow of Academics

Faculty training
Fellowship in Radiation
Oncology at
Washington University

Maximum of 10 primary research publications related to the proposal

DOB
1953-
12-21
- details Impact factor
2 of journal
‘= project Role
Title
: DOB
| 1975-
=8 03-31
1ZRY
=* zn details Impact factor
syle of journal
~e project Role
3 Title
of
-2 DOB
tiinew 1976-

Author type (first,

corresponding, coauthor)

Name of policy/programme/ protocol document or
patent/commercialization of products where cited

Experience as Investigator

Funding Agency 4

Amount of Funding

Ongoing research projects (funded by ICMR)

Grant Amount

Domain Expertise

Gynaecological malignancies,

Start Date
Number of
articles in Pub,
Med (Past 10 h-
years) index
6 2
¥ P—

Reference of main publications

End Date

Fellow of Academics

NIL

Role in
Proposal

Co-PI

Role in
Proposal

Co-PI

Role in
Proposal

Co-PI

|

!




03-15 brachytherapy

Maximum of 10 primary research publications related to the proposal

zz1ails Impact factor Author type (first, Name of policy/programme/ protocol document or
: of journal corresponding, coauthor) patent/commercialization of products where cited.

Experience as Investigator

: Zroject Role Funding Agency Amount of Funding Reference of main publications

Ongoing research projects (funded by ICMR)

Title Grant Amount Start Date End Date
¥
Number of
articles in Pub
Med (Past 10 h- Role in
DOB Domain Expertise years) index  Fellow of Academics Proposal |
|
1985- Haematological, rectal, breast 3 2 NIL Co-PI {
3 03- malignancies ‘
02 {
5 |
Maximum of 10 primary research publications related to the proposal %
- details Impact factor Author type (first, Name of policy/programme/ protocol document or
2 of journal corresponding, coauthor) patent/commercialization of products where cited.
Experience as Investigator
: oroject Role Funding Agency Amount of Funding Reference of main publications i
Ongoing researéh projects (funded by ICMR)
Title Grant Amount Start Date End Date
Number of j
articles in Pub |
= Med (Past 10 h- Role in
= DOB Domain Expertise years) ‘ index  Fellow of Academics Proposal
F
= 1982- Data analysis, epidemiology 0 0 NIL Co-Pl
03-16
Maximum of 10 primary research publications related to the proposal
:- 2n details Impact factor Auther type (first, Name of policy/programme/ protocol document or
- ziyle of journal corresponding, coauthor) patent/commercialization of products where cited.

?

Experience as Investigator




s sject Role Funding Agency Amount of Funding Reference of main publications
Ongoing research projects (funded by ICMR)
Title Grant Amount Start Date End Date
Number of
d articles in Pub
Med (Past 10 h- Role in
DOB Domain Expertise years) index  Fellow of Academics Proposal
1976- Bone Marrow Transplantation, 25 9 Fellowship in Bone Co-PI
06-10 Gynaecological malignancies marrow transplantation
Maximum of 10 primary research publications related to the proposal
1 .
- zz1ails Impact factor Author type (first, Name of policy/programme/ protocol document or
: of journal carresponding, coauthor) patent/commercialization of products where cited.
Experience as Investigator
= z-3ject Role Funding Agency Amount of Funding Reference of main publications
Ongoing research projects (funded by ICMR)
¥
Grant Start End
Title Amount Date Date
.-:-0001870 An open-labelled multi-centric non-inferiority randomized 11900000.00 2024- 2026-
controlled trial to compare sublingual Buprenorphine versus oral 01-12 01-1
Tramadol for cancer pain
-1 27/11/Budget/2022 Hospital Based Cancer Registry in India 1500000.00 2022- 2027-
‘ 01-04  03-31
Number of
articles in Pub
Med (Past 10 h- Role in
DOB Domain Expertise years) index  Fellow of Academics Proposal
4 1988- Gynaecological brachytherapy and 0 0 NIL Co-PI
11-02 head and neck cangers
" s
Maximum of 10 primary research publications related to the proposal
- 2z2tails Impact factor Author type (first, Name of policy/programme/ protocol document or
E of journal corresponding, coauthor) patent/commercialization of products where cited.
Experience as Investigator
5 Amount Reference
Funding  of of main




:.2ct 4 Role  Agency Funding  publications
.= ONCOLOGICAL OUTCOMES IN LOCALLY ADVANCED RECTAL CARCINOMA Co- NIL 0.00 NIL
- ZZEIVING NEOADJUVANT CHEMORADIATION THERAPY AND ADJUVANT Bl
-ITApPY
Ongoing research projects (funded by ICMR)
Title Grant Amount Start Date End Date
Number of
articles in Pub
Med (Past 10 h- Role in
DOB Domain Expertise years) index  Fellow of Academics Proposal
1990- Rectal, Gynaecological and 5 3 Fellowship in Advanced Pl
04- Hepatobiliary malignancies Radiation Oncology
07
¥

Maximum of 10 primary research publications related to the proposal

Impact
factor
of

- =tails in AMA style journal

- Z_pey A, Skrabek P, et al. Hypofractionated Radiotherapy for 26

.-z Malignancies during the COVID-12 Pandemic and Beyond. Curr
_12431(1):383-393. Published 2024 Jan 10.
=7 curroncol31010025

Experience as Investigator

Author type
(first,
corresponding,

coauthor)

First author

Name of policy/programme/
protocol document or
patent/commercialization of
products where cited.

: croject

i

: OF ONCOLOGICAL OUTCOMES IN LOCALLY ADVANCED RECTAL CARCINOMA PI
RECEIVING NEOADJUVANT CHEMORADIATION THERAPY AND ADJUVANT

- T-ZRAPY

Ongoing research projects (funded by ICMR)

Grant Amount Start Date
i

Title

QLMD O 24 fuiewy

NIL
Amount Reference
Funding of of main
Role  Agency Funding  publications
NIL 0.00 NIL
End Date



Declaration

-2 that the entries in this form and the additional particulars, if any, furnished herewith are true to the best of my knowledge
.- derstand that in the event of my information being found false or incorrect at any stage, my project/proposal shall be liable to
2rmination without notice or any compensation in lieu thereof.

that the research proposal | have submitted to ICMR, New Delhi, for potential funding is entirely my original idea and has not
.- replicated from any other source. Furthermore, | confirm that this proposal has undergone scrutiny using a standard
-=:zction tool, verifying its originality and confirming that its contents have not been directly taken from any other sources.
declare that there have been no established or pending plagiarism charges against me in the last five years.
-at the funding agency identifies any form of plagiarism or inconsistencies in the aforementioned proposal, | acknowledge and
zly with any actions deemed necessary by ICMR. | take full responsibility for any such discrepancies and will adhere to the
© .22 as required.

Ingdian Council of Medical
dsjon. All righis re




Annexure-V
_:!l for Application: Intermediate Extramural Grants 202

ect: Utilization of Digital Technologies for Non Communicable Diseases Risk Factor
zmong Young Adults - a Multi-Centric Study

= “: Dr. C R Saju

_astitute: Amala Institute of Medical Sciences, Thrissur, Kerala

Declaration & Attestation

¢ czrtify that:

» = nave read the terms and conditions for ICMR Research Grant. All necessary Institutional facilities
i~ beprovided if the research project is approved for financial assistance

: equipment(s) that is being requested as part of this project is/are not available in the
~=utute/Department

hese are available and are being used at full capacity (Strike off the inappropriate one)

= equipment(s) requested as part of this project have not been purchased earlier from the funds
-->vided byICMR for previous project(s) in the Institute

utilization certificate (UC)/ statement of expenditure (SoE) final report is pending for earlier
“MRproject(s) under the PI and the final report(s) for earlier projects have been submitted.
Tne project has not been submitted to any funding agency or institution other than the ICMR..
“he PI does not have more than 5 (five) ICMR projects at presént as a Principal Investigator. ’
e understand that ICMR shall only fund for the project positions, as enumerated in the criteria for

:ngagement of Non-Institutional Project Human Resource Positions, purely on temporary contractual
-asis. ICMR has apprised us of this rule and we have carefully noted it

he PI and Co-investigator(s) hereby submit the ICMR Declaration of Interest form in prescribed format
The name of the Statutory Audit Authority of our Institute is as follows

[Please attach a copy of the resolution if a private firm is engaged]

Registration/Unique ID no. assigned by NITI Ayog, Gol (on DARPAN Portal) (applicable only for
NGOs):

CV of the investigator and Co-Investigators is/are attached in prescribed format

Name Signature Date
Principal Investigator Dr C R Saju
Co-Investigator(s) Dr Priya Chandran

> 90-23Y4 -
Dr Sruthi C M /@‘& _ -
Dr Sachin Chandramohan ﬁ &0\03\3\&\
Dr Steffi Francis

P52 -3 M
Dr Fathimathul Salma O
:)y Head of the Department Dr C R Saju Dr.C.R. SA
| A JU.

B }?)ﬁr Professor of Comm ﬁy:;g’dm

IR e Amala Institute of Medical Sciences
o | hnssur-680555 Keralg
mature of the Head of the Institution with seal

Director

e T h*i:m_“ .3 T £y \
"e’Q,F [05 /Qér 2> AL !&La- _CMI \H.N




1 LA : Yo S
Deotartment of Health Reszarch

{Miristry of Health and Family Welfare)

investigator-initiated Research Proposals

=yzugia i Draft Stage

Proposal Id: Not Generated Yet
Proposal Title: STUDY ON EPIDEMIOLOGY, ANTIMICROBIAL RESISTANCE AND MOLECULAR CHARACTERISATION INCLUDING SEQUENCING WITH
DETECTION OF MACRGLIDE RESISTANCE GENES OF CAMPYLOBACTER SPECIES

Personal details of Principle Investigator (PI}

Name of PI (IN BLOCK LETTERS), DR SUSEELA KUNDOLY VELAYUDHAN,
Designation, Email, Contact No., Gender, DOB, Date of Professor, suseelasubru@yahoo.com, 9847985710, Female, 19-02-1961, 18-02-2031
Superannuation

Mature of Employment Permanent

Institute Amala Institute of Medical Sciences, Private academic institutions with valid
UGC/AICTE/PCI or NMC approved Medical colieges , YES (01-Jan-1970)

Proposal Datails PART-A

Are you currently under regular employment in Yes

Medical Institutes, Research Institutes, Universities,

Colleges, recognized Research & Development

laborateries, Government and semi-government

organizations, and NGOs? ( C /



"853y3 |8 Builoauuod uil 4l BUILLIBISP O 8|2e1SA0 U S| S31P|0S| |BIUSLULIOIAUS
pue [BwiUe ‘UBWINY Ul SDUElSISal [eigosdiwiiue uo sbpapmous Jo ydeq siowes eyl ssoide erep buisAjeue pue sjewtiue pue pooy ‘suewny woly ssjdes
Bundsljod ‘uieys pooj syl ut susboyled jo sdueisisss |eigomiiUe JO SduejisAINs patesbaiul syl buinowold S OHM 19K J81IBW SIYL UO PSINPLOD Usaq
ey SaIpNIs 2AREI0GR||0D ON "UOBI3JUL JO uleyd 3y} yeaiq 0} PAIPNIS 8 PINOYS UOISSILSURL BU} Ul PBA[OAUI SPOO) 8U} UOIIIBJUI DIJ0U0OZ € SI ) SY "358asIp
a3y 40 uaping 10exa ayl 40 Apnis 1dwoid spasu 11 SSBUBIEME 218312 O) "S[enpiAIpul pauilel) A||gidads se (jam e SJUBLINIISUI PSDURADE 810W PUBLIBP SPOYIauL
asay} INg "SPOYISW [RUONIPEJ) Y} O} PaJeduwliod S)Nsas SARISUSS 240w pue ajeindde ‘pides Jayo senbiuydal asay) useqojAdwe) Jo uonedynuspl pue
uoI3813p 3y} 40 3jqejiene Ajjesawiwod ale sanbiuydal sejnds|jow pue [eaibojounwiw [esenas Apnis [edibojoiwspida soy pasinbai si sajdwes uewny wouy
'ds Jseqgojkdwe) 1o uonedyiuapl 18100 sqej paddinbes 01 Aseyduad wouy seidwes sy 1odsues: O Jsmod Uel JO PSsU aY) JO SSNeIBy UISdUoD SELALI
1 pue ydwoid pue sjqenns aq pjnoys ucnenodsuel) “wsiuebio sy} ajpuey ued ssuoieloge| paddinbs Ajzeudoidde AuO Aefep noyum ge| sy o} payoea:
8q pinoys sajdwes ay1 wsiuebio snoipnse; st 1 SY 11 JO SSRUSAIIDEAN [BIWBYD0Iq MO| Bul Ag palsdusey m_nmvtm.ﬁ Si [2A2] sedads sy} o1 uolenRUIAUIP
12100 Ing ‘s160j0IqoIoI [ediuiD Byl Joi dsey aunnocs e s wsiebioonius syl Jo uonediuap; sereqojidwed jo Buiiodas u so Buniodas sspun
3yl ul synsal ‘'saisusdxe st 1 se Lolegnoul ZOD jo Alljigejieae UON “awosiaguind Adodseaoiu Ag Bulusains sy axewl 2dodsosdiw iseinuod aseyd jo Aujige)ene
uou pue Buiuies wels ui wsiuebio syl bukjusp; ui esitisdxs 10 3de| Jo asnedsq pausioded Apuino. 10u st sejduwes [00s jo Buiuiels wels sy ‘sanijepows
sgsoubeip sjeudosddeur eyl O} Snp Passiw USHO SIE SIYL JO UOREIIUSP! pue uone|ost suinos syl ‘wsiueblo syt Ag pasod swajgoid yyeay Jngnd
a1 sydssg "uossiusues j0 spow Arewiid Sy} sulewss: iSlem pue Poo} pareuiwislu0d 1o uonsabu “ejisbey sejod yim wsiuebio oyiydoiseoniu Buiusos
-ziodsuou ‘sansbau-weib sjpow padeys-,s, ‘|[eiids/paaind 4spusis e si _&umgo_EEmJ ‘aseastp |emoq dwonyd Bunsixe a1d yum Auenonsed uonesoisd
jEUISSIU| O} Pe3| UBD UOINDILU! [eu2)deq siyj "2nusdindes se 55essip Salsesul 2SMED OSE uBd i2)deqojAdwe]) "%/ PUE %E usemiaq AljeLious mmg 1 'sgo
0 1uawabeuril 8183 BN UL U SSOUBADE Syl S1IdS2Q "3 SAisusIul _u,,mco_oﬁ bupinba. asinod (edwud paledidulos e aAgy SES YlMm sjuaied 1O 940
1NOgY JSIDRgojAdWE) Ylim UOIDIUI IS4 S382M § 01 T S4MD20 3 'Sg9 dojanap [im Jaideqoifcue) yum peisajut 3jdoad (0T Atans ui T Ajstewixocsddy 'Sgs
:m 10 940¢ soaoud lunfel Apeinoiied UeyoegojAduier 1eus paieuwiiss St 1 Aepoy "sienpiatpul pessesddnsounuwiwt pue ‘Apapie ‘uaipliyd BunocA Aian mz_oEn

gje} aq ued Ing 'piiw m__.&mcwm ale suoidalul sspegojAdwe) ueak Aisas uaipiiys sieeh g Jepun 000°00E AMesu JO ylesp eyl ol 9jqisuodsal S pue ‘%sT

r) r\|

.

O piy( 11 SIPBYLIRID 'RIDUT U SPIMDIIOM SSBUI [B2aL 7 10 sasned vowiwos 10 3UO I J21egoiAdiue
Aot | I T TR T TN E R I IR TR R LR K] Il Vo \ "i o ay [ Vi

JO 218 AiEliow B yuiv ‘ALI[ELIOUS JO 25ned Lot

SRV RE FECY EL




.\\\.l./

~L/

Apnis ay1 Jog paydses ease [eajydebosb sy3 ul 121em pue 10s JO uoneUILBILOD

4O 3ysu st ausy) i suasb Jejndiied Aq pejeipaw si pue juassasd S| 8duR)SISal [BIGOISIWINUY "€ PaAjoAul saicads sofew syl st iunfel -y pue sionlasas ae Sjewiuy
z uoneindod Apnis 8yl ul eayulelp said3jul Jo ssned juedylubis e s uondsul spegoifdwe) T ¢ (spdom 0T o3 dn) uonsanbk youessay /siseipodAy

souesisas sepijoldew Jo Apnis pue uoneaynuapt seads soy Bunsa) Jejndsjow

uone|osi 0} paydefgns pue pamdoid ag jm sjewiue syl wouy sajdwies syl eyl os 2eis)y UnNssuyL AYInuuepy ‘s3dUSDS fewiluy pue Aleuuaisp 1o a63)j0))
‘Uileay d1gnd AieulialsA Jo jusuniedsg ayl yIm UOIRIOQR|OD Ul PaieinwiIoy I ApNis siyj auning ul uoneu ul AGaJayl pUe S1eIS SU} Ul SSO| JUOUGDR
pue Aypiqiow o usping ay1 Jamo| AjRjuysp |im ssauaieme dijgnd Aq aseasip pue UORBUILEIUOD POO) JO Uieud 8yl Bupieaig uonduwnsuod yjiw mei Jlo}
splezey noge sbuiwiem yiesy dijgnd pue Js1em Jo uoidsjuIsip ‘sonpold jeaw Jayio pue Aijnod payood-jiem ‘ucneiues bumoidwi Aq pajusasid aq Aew
iunfaf o uoissiwsuen sy “uoieindod sy ul suopedldwod syl anpaJ o3 djay |jim sisousioeqojidwes jo sisoubeip Alses pue usdoid sy 1oy wswysigelss
SUL "32UBISIS3L SIPIOIIBL Ui PSAJOAL| SaUSD pue sulells syl ysiigeise 01 bubusnbas o1 paralgns s jjim Jstdeqojkdwe) o saiejosi auy “uonezusieeYD
Jejndgjow pue Ayjiqrdadsns jeiqoniwinue Jo Apnis pue ainynd yum uoneuuuod Aq pamojjoy Adessyi jeiqeusiwiue aleniur o Adodsomniul 15enuod aseyd
Aq suondajul [eayLieIp amnde ||2 jo Buusains ayy ssodoid em ‘suonedndwod Jo uonuaraid Ui sdjay uonipuod sIyl 1o sisoubeip 1dwoid pue Apes suy sy
"UMOUWD| JOU S| 3SeaSIP B3 JO UspIng 1exs syl uonejndod siyy ul pariodal ale uondsul Syl Jo Sa5ED M3 YBNOYL USAT "8181S 3L Ul 3|Ge|IeAR 10U SI UBWNY
ut sisouseqojAdwed jo Abojotwapide uo Apmg ejesay woiy Annod pue sjeuiue Buowe ssuaeaaid 1a1eqojAduz) uo s3ipns awos ase a1y Aj1ea uanib
31 suonedijduiod pue SSaUljl SAISBAUL JO UOREIND BUE USLIOYS LD Sau0jouNbOoIoN|) PUe SOPIODELW SL N5 SIR0IGHUY "Sg9) patenosse-unfal - ul paasesqo
ale abewep |eucxe Jarealb pue SsUOdsal SUNLUWIOING BIBASS SIOW Y "UONIBJul 191DBGOjAdLLR) LM Pale0ssE panodar aie siipreduad pue si iHpsedoAus

SHUULIe 8ARDES) 'SED Sl suonedldwod snoiswnN ‘satbsiens |cauod eseesip Buidofeasp ajiym 1uN0ddR OUI UEL 39 OS[e PINCYS SUCHEUIURILOD UIRUD
poQ} 0 se2unos pue Jspeqojidwe) jo saxads auy) “Bulppays jewiue YUm UORRUILEIUOD-SSCL PO} PUE JSLeM UM PRIBID0SSE AUCUIUOD sie SyEaIqIne
9yl "pasnba! S| sauNsesW [OIILOD B{qISsOd L0 JUSLLISSISSE DU ‘SJURISISSI [RIGOIDILLIUE 1O @duefisAINs ‘Judwsbeusty pue JUBUISSSSSe YSu “UCINgIIIE S24N0S
ing asessip ay3 jo Buuoyuow ssdosd Buipnpul yoeoidde snewsisAs v jou0d asessip pue sisouberp ‘sssusiene dignd Joi pasnbar s & 2imonuisel

d wim uogs edbojopoyiaw v osuoRds segojAdute) Jo joUod 2yl ul ebusyeud e st unfal ) E:.@ 1speqgojfdwe) ‘senads
uf dUeISIS3L DROIGHUY Y1eap ui ynse: Aew pue ‘wsnbayy aie siead omy jo abe syl sopun USIP|IYS Ul SUORD3LUI JB1IeqOAduWe) ‘S8LIUNcs
_oﬂ:; AuBiy 1t exew 'suonedydwiod pue voneinp s ‘esyuelp 1seqoikduwer o sxuapnul yby sy
b ‘Audelbongiq WeAs|2l Yiim HS1UoD mmco_umc._m.wcw ] isuoneu '{eD0| 01 22UBAS|S! S1I DUE 2D1perd gey/|eoap

 SRi | '
4 ’ I w._ v g o dng Kpege FHLR 161 o T

LOWIWICY 1SOW 8yl
Buidojeasp u Um” Jad DIWOUDIB-01I0S B UICIL JUEL

f])




sieak ¢ pouad ApniS suiydew ¥Od S0P {99 UOREIIIIUSD] JBjND3|OW IC) SiSWild 18uIGes Yz ssejd 7sa bunsal 1oy Jsip
A3ipgindadsns dnoginuy Buissy sisAjaipdy sjeunddiy pue ssepixc ‘asejeied Joj siesiway) Buuiels weis 4oy suiels wnipaw Aduwe) jojegnaur 2pIXolp uogses
2dods0IW 1SRIIU0D BSeyqd $1001 ApniS "aA0qge se paIpnis g |jm saieios) sapegojfdwier aamisod ayl |y 'suonipuod dijydosseoiu ispun palegnoul
uayl aqg jim 3 (€00 G4) wswseddns saRd3jasg uxAwAod pue A juswsiddns g&umo_o_\acc_m.u Juawsiddns aaidsles 1y yum peluaws|ddns ygodw 0luc
bunejd aadsies Aq pamo||ol y g 10§ D,Zi 1B SUOILIPUO) JIjIydoisecnilw JSpuUn SUGP |jim UCHEQNOU] 1uswsiddns sAI123|3s YaDD Yim pajuswalddns yioig
(31B10Y2AX0aQ 2u0zesad04E) [e0dieyD PalIPOWI) @DDW Ul JUSWydUUR 0} Paiejndoul 3q jjim sajdues Jalem DBupjuup pue [10s 1espy "passadold pue payde)|od
aq [jim Luley UKD pue S|1IBD O1 Jesu B3R Yyl WO JS1eM DU [10S WO} sejdiues [BlUSWIUOIIAUS PU 1eal USDIYD JS|I0iG Pue 183w S[11ed i SpaIg pue
sjewnuz woly sajdwes 3y "sapijoldew Jo) saush SDUBISISa) JII0IGIUE S {|aM SB UONedIIILSP! LIS 104 suop 3q |im bupusnbss ausb Apnis Aujigndsosns
onoiguue eyl Buimolo4 upexopoidn pue pioe diuejnAepP-uljRxowe ‘upAuwolyiize suiede sosip buisn Bupsay Aupgurdadsns opoigiue o0y papalgns
2q | sa1ejost paunuept 3yt (dq zoy) susb gnad duidsds ij0d "D pue (dgq 6gs) susb ydew dupads wnfel -) siswud syi buisn Aq uonedynuapt saneds
Aq pamoyjo} aq Jm I 4ped ausb sduajnuia pue snusb ssideqojfdwer Joy duidads ausb YNNI SOT 4O UOIISSP pue uondeal uieyd asesswAjod xsjdinnw
Aq pawiyuod aq [m sa1e|os] 's1s3] sIsAfospAy sjeinddiy pue asepixo ‘asejeied ‘Buiuiels wesn o} paldaslgns ag [IIm ussys d1jjeIswWw INOYIM 1O yiim ‘peaids
0} Aouapua) e Buiaey sdeuns pausisiow pue piodnw ‘Aulys ‘edAy Buipesids 1ej ‘ysiAaib onsuseleyd yum salejd ygidw uo $aiuojod) Y 8¢ I0) DOZY 18
SUOIIIPUO) J1jiydosa20IdIW 13pUN palegniul pue (Y1oig D) Y1oiq ss1eqojAduse) ssi4-poojg ui wswyduus pue sebe (gHow) srejoydAxosp auozesedoye
jeO2IBYD PIRIPOIA UO S:N1ND 1D34Ip Jo) passadoud 3q |im sajdwes ayl ||y uareqoikdwe) 10 sanssbbns Abojoydiow yim eusideq jo adussaid ayl 8as 0
Adooscuaiw 1ses1uod aseyd Aq psusasds aq [jim s3jdwes "poojq 40 snd ‘Snionw o sdussad 'AOUsISISUOD BU} SSBSSE 01 SUOP 3¢ [{IM UolleuiExa Jd0IsoIew
¥ peldsliod aq |m sjendsoy syl ur penwpe sjuaned eayueip aaidsiul jje woly sajdwes j00ls aunpadosd Apnis o uelg uonejuswidwy 3dsfoig

¥Zz U 8zis sjdwes wnWwIuiN 96'T %5
[ona] @auedubISD (9 OE 4O %02) UoIsdEId Ane[EIP %56 T-dD (%0€) J0 edusjenaid d Zp Od 0-T 2Z N S3|duwes [2USLUOIIAUS pue B3y $0ST U 8215 ajduses
WNWIUIN 96'T %S 19A9] 95UEdIIUBISD (7T £'G J0 %07} uoisidald sanersIp %56 T-db (%9) jo sdusiensid d zp Dd 0-T 2Z N (0015 :3zis sjduwes : szi§ sjckueg

BIpU] ‘EjRUS) UNSSUY | AYInuUB 'SSUBIDS [BLUILY pue
Kieunsiap Jo aD3)|0D ‘Yiieay d1jand AJeuisia JO 102Q eipuf ‘Bjeis) Unssuyl ‘SedusidS [edIpa 1O 21nIsyl ejewy ‘ABojoIqoisi 1o Juawnedaq : ealy Aprnis

Apmis sanduosaeq : ubisag Apnig

JICAIS5SS PUE 83uNn0s 3yl ALausn

Ol ‘g 2dueIsISRL Dnoiglue L paajoau ssusb ‘wesboiqiiue syl 19338 O 7 "UOIBLUIUCD JB|ndsiow ‘sepads usreqoiidwe siejos o) T : 2apselag Dug

T "ON srizeigqo Apnis

sburppay-gns buwoyof sy sapun upyd YoM asim-ani1algo epnjauy

o ABoiopoyssial \J.\




I4-0D 089£0065¢, , HITHH0N ,

SEILIB0G Uy I
d GTLG36L e 10 ool ragnyeiasns JO0S53502 Ie3Ipain] 3O S3NLISU] BieLuy Aopun)) eessns i1g 1
{esodoay OpN a0y BEeLs3 Eomwmﬁ@mmmﬁ SENR}IIsU] SLLIBRj &
Doy
speag s03ebiisaaug
(g-LuYd) sjielad 8soudld
BEGURSH siafiie) sjgeasiyde ylim sauijew ]

"UOBUILIRILOD POOJ BIA $3B3:gIN0 01 bujpes) anuew jewiue ybnosyy peaids
UBD JUBWUOIIAUS Ul SUles)s @say | suiesls 2jqidaosns syl adejdal pue eusideq Siyl Ul 82Uelsisal [eIgoldius 1IUe JO 1uaLdO[3ASP 10 8dUBYD I 3JBUL 'SIIOAISSEl
asayl 01 sasodind 1uataylp 4Oy SdROIqRUe luaseulp bunslsiuiwpe UC ‘elo PazIUOjOD  SE Spuig pue sjewsue 4o Inb syl ul uiewal ued Japdeqojkdwies
sy “wsuebio sy} AQ UOIBUIWEIUOD [BJUSLUUOIIALD 8y} |0/3U0D O} SPOyIaws Jusisylp suyi (O Aupuegsny jeusiug ul sOOIQIUR JO 3sn SnopIpnful Jo 3jo!
3y (q wsiuebio sy ul edueisissl Jo Juawdojeasp o) buipes| Joidey syl (e asue [jIm suiadued Buimoj|o sy3 ‘Bduelsisal [e1gOIW ue Jo adussaid syl pue
uonejndod Apnis ayl ul ssaujj [eayaeip ut ssveqojAduied jo ajcs syl bumouws ug Musdod enissyeiul mou sjessust o) Buiod si Apnls sy sSYISYRR

: ‘panels

2q jim wsiuebio ayl JO UOIR|OSE JO) SPOYIBW SAIIIRYS 1SCD 30w uO Apnis sYy| ‘paleniul 2q [m sluated ayi ui sonoignrue jo asn wnwido pue ssdosd
10} sssuaieme Buneasn Joj sdals ||y siepjoy xels jje o} parebedoid aq |(im UONBUILEIUCY [RIUSUILUONAUS JO UonUsAa:d (0 sdueuodwi syl Aseydusd
ul sbumas aied yy(esy syl 03 papueixs aq jm wsiuebio siyy sos bunss Aujiqidadsns dpoiguue pue UOREDYNIUSP! JRINJS|OW ‘SININD 10} LOEIS||0d ajdwies
2y} "pAANPUCY 2q | sejdues [001S [eaYLRID B JO DuiLeaids suancy (spiosm GOT @3 dnjpsicsd oyl to pue syl Buimoljoy sdels U SIeIpoLuLy

paleans! aq [jim wsiuebio sl Ag LONBUILWBIUC) [BIUSLLUCIIAUS

SSsUSIEMY UMOUX 3¢ (s SDURISISSS

i3 uebio siui 1238p o) Bunssr ssow 12Ul 0S suepisAud sy Buowse psiesn 3q

0 [BA3] 2yl "Peleiiiul o
souspiut lenoe pue Bieg-3di Jo din sy Bunusssids

ue
Snup 101 sjoisucdsat mcem 3Ul pue psajoaul sapads Jofews ayi DeEsAS! BC ||IM 2SEISID ST IO

(_LT
e uoneg|ndod sy Ui sisoueeqojAdwies Jo s3sed paliodal ”mmEQﬂ 00T o1 dn) ucussnb ydsessas Y peubie ssjgelealeqg /2weine popedxy

'sbuippay-gns buimoijof ay1 sepun upjd yiom asim-aa3231go apmdYl

AR ( A) mmam@ﬁa@ﬁmmf N4

e Five wi




0vs81ce

99°LZSEVIE

(s¥}ierol

006¢

00¢

pesyiang

i

uoIN|osaL

pue uonesepap buipecidn

SHIBRLISY

0 0 0 0
0C'00sz8 0 00°00SL09 00'0000€T
0 0 0 0
00°005¢3 99'£20T8LT 00005209 0000001
jereiL usudinbg SIGRLLNSLSD) fousbunuc)
sjie1aq 1sbpng pesodoid

1 SSA

IUSLUNDOG isjaedddy

pepecitn 3}

UCHIBIBPISUCT SJUSWINGOT

00 0F96eT

00°00Zc9tt

{*sy) 126png

Jsamodueiag

. Aginuuep

'$33UBIDS |BLUY pue
z Aieuiizisp 10 2630

S3IUSIS [BIPSIA
z O SUNLSUL BlRWY

Ayinuuepy
'SeoUBDS [ewiuy pue
1 Aieunisp 10 sbajj0n

$32UBIDS [eIIPaN
1 10 SYNISUT Bjewly

FEETY

126png 2iniEsu]

4Qd se paleys ag ued dje swesbeip
S3A Moyl ssjgey sainbu buipn|our uoiewsciul Alejusws|ddns [euonIppyY ¢

4

(Jopsiia

/iusudiiedad 1o peaH AG psubis AnpjLutod uoieIssily 1§ UOREIe|DSd i

SUISR JUSWINICG 2




peayisno Buipnpul

(-su) 1G] [EICL

.

WO'LSS'E
SeUBIDS
[ - yoddng |EDIPRBN O
008'08¢ 000 00%'€C T T jeiuydal 123l0id SINMISU] elewy Z Jieap €
“YORBSLZIRIBYD JB[NJB|OW 'UOREdHITUSP Kdoasoiiw op 0} ~ A101ei0ge| Sy} Ul 'U0RII||03 BIep SOk uoiediIsny
(je2ipain $3UBIDG [
UON) TII - 3SHUSDS [e2IP3IA 4O ,m
0'00Z'826 000 0Z8'C6 01 T ydeasay 1alold 21MNsuj Blewy 1 tdeai 7
,,

_mcmmmu,b___n_ﬁwugm_m_nob_EmEm _
'yoneniodsuesy ‘uonds||0d Sdwes: UORBIBBSH] _
|

r

|

io} uonesedasd * 8nNLND ‘uoneedaid sesws se SRIOM (B3I} ‘Bunios ojduses -Aioclelogej Syr U
.

| i

f

$9IUBIDS
1 - woddng [edIpan Jo . _
00'000'7€Z 000 00%'€C 0t 1 jeoiuyday wafoid  SHRASUL BRWY PR T !
) _
{(*syujisoly {"su)uosisd {soulfIUCKHE {soujuosied BI-CT8
=ale] ] ('sy)pesyisny  43d 150D sunbay 10 "Of uoneudissg SYFIASLE iabpng #
(amodue/uels) SjIBIq Grjessg izbpng

|
582USDS [EJPBA ‘

001#SZC 006¢ 0000002t G 000000001 000000t 00'00Z00CT 2 10 Symnasy ejeudy

{'sy) 1=bpng i,
{ou )20 DRSLISAD WASLL yusudink STIGELUNSUCT fouebunuc) iemmodueiA whpng SIMYEISUT
&

£



peayisA0 Bupnpu

- {"sy) 1503 B30

OO.OOO‘OM.“” 00°006'€ S3JUSIDS |22IPeN 10 2INliisuU] ejewly Z AETh Z
ssa.id apisino ul paiuiid 8q 0} SeY a1BUUONS3N]): UOCIREDL1ISNS
ss31d apIsIno ! pajuud 2g 01 sey aneuuonssn): swen Ausbunuoy
0000001 0000¢ SS2USIDS [BDIPSIA 1O S1NMISU] EjeWY E=C) T
{"suj3s0D |e3oL (-s¥) seburey) peayseng 3ymsuf ses, 10bpng #
sjieiop dmjeauq 1@bpnq Husbuguo)
UON) IIT - 3Spua1dS {B3Ip3N 10
00°007'8Z6 000 07876 Ot T yoieasay waloig SINIASUL ejewly £ iesy 9
bunios e1ep: uoEdBHISHE
’ S9JUBIDS
I - uoddng [E2IPaN 1O
000002, 000 00081 7 T [esiuys) 1afoid SISyl elewy g Es) g
uoiesUSDBIEYD JB|Nd3jout ‘uonedynuept ‘AdoDSoIDil Op ©F — AJCIBICGE] BUL Ul ‘UCLISIOD BIED 0L UOIIEI ISR
(jeo1psin SEOUSIDS
LUON) T - Isausios 122IDSiN 10
0008 ETTT 000 0c8'zs ZT T uosessey 1efold SHOASUS gy A =5 v
Sunsay Ayigrdaasns [Rrgoniizue
1cp uonesedaid ¢ ainyno ‘uonesedaid Jesws se Syiom iedwyssy ‘Bunuos sidwes -AiClei0TR| Byl Ui ‘yoneliodsuel ‘UOIDS|os sjduies: UOMREIIISHE
\ o4 )x,_

A ; 4



000°s1Z'Z

0'00S'£09

00005209

("s¥)1s0D
2oL

-/000'0y - E3eP 40 sishjeue 10} sebieyd 'seriin sjsndwic) -/000°07 Anus erep oy sddy 1O wuswobeuetl €1ep o siematos buiedsid

00000 0ET

saBieyo LoR2INANG PUE LBIDISHESS JO JUSWAIOAUL 'pabebus 2q pINOYs speuoisssyoid 1T eiep 30 sishjeue Jo; 53

. peatpano Buipnpul

{*sy) 150D jeI0L

Jeak puz Buunp sajdwes Ul szAjeue pue ssa20id 01 suswaninbey : uoHEedYISR{

-/000'0z'c — sainads pue snuab y1oqg

sjouwitid -/000'ST ~ 10y UonRORIX3 vNQ -/005'L -53sip 20IgHUY *-/000'0Z -S2YstP Sa2UBIDS
wed sjqesodsia’ -/000'05'T - Selpaw aInHND Adwe? -/005'Z -Swabes! Buuels [EJIPRN JO
000 -/0000L sdijs 19A0D ~/00SC ~ sapifs ssejo -/ 000'0T —Siauielod ajdues |00IS a1njisu] eleuly 7 SIESA €

1kt Bupnp sajduwes S azhjeue pue ssan0id 01 Suswiaiinbay * uoELISHY

-/000'0C'E — saipads pue snuab yioq

siaWitid '-/000'ST — I uonoeixs VNG "-/00S'L ~S25IP JnoIgiuy '-/000'0T -S_USIP S2DUBIS
i1ad ajqesodsia’ -/000/06'T - SeIpau INYAD Adwe -/005'Z -swuabeai puiuiels [IPaN JO
000 -/000'0L — sdijs J2A0D - /00SZ — S9pils sse|o -/000'0T —Sj2U1e1U02 s|dwes |0CIS S1NMISU] BlewWY 1 Iesi 1
JeDH
pesyssAd SUiEN Se|gRLunsUc) 23N3AsUT yebpng u

speieq dmie.g 10Bpng SS|GEWINSUCD

-/000'0S :sebieyd uoneiqnd
- swen A>usbunucd
00006 $30UBIDS |EDIPRIA O SHRSHL ey

(=24 e

¢ JESA ¢

Breud ‘silljiln JSINCWOD: LOBEESHY

( -/000'0s 52beys yoRedHaNd

- e I3AWOD -/000 QP Aus E1ep iC§ <ddy 10 wawsbeus € iRL SIEMLICS B

pizloIBE
e

Lo

uedaigs SRR fausBunucy




1d-CD JIN q 8 siesh G 60-¥0-ZL6T ATIOf Vd33a 4a

jesodoud SHLIBpedY xopui-y  (s1eeh o1 1sed) POl Gnd ssisadxy uewioq 400 1d-03/1d J© SwenN
Ul 3j0Y jo mojied Ui S2DIIIE JO JSGUINN

I4-073/1d SLUnsSss MoYS
00°000°58Z el
uoneuasaid jaded lwonniisul Bunesoge|jod yum Bunssin: uoReIRRsHl
00'0000CT ‘ £ HES) 3
uonniisut buieloge|od yiim Bunoaiy sejdwes Jo uoneyiodsues|: LeIeISERsHy

00°005Z8 2 HESA <

uonnnsyl BuleIOgR||od LM sBunaa ssiduues O voieIIodsuRl): UOHREI

Eid




\“’I

[}
) @

Moximum of 10 primary research publications related to the proposal

Publication details in AMA style

Deepa, J,, Sunil, B., Latha, C, Vrinda, K. M., Mini, M. and Aravindakshan,
T. V. 2022. Prevalence of Campylobacter spp. in marine fishes,
crustaceans and moiluscs in Kozhikode district, Kerala. J. Vet. Anim.
Sci. 53(1): 32-38

Pravitha,C.P, Jolly Deepa, Laths,C,, Sunil,B. and Ambily,R. 2022.
Occurrence of Campylobacter spp. in orgénised layer farms and
associated environmental samples of Central Kerala. J. Vet. Anim. Sci.
53(4): 682-687

Deepa Jolly. B. Sunil, C. Latha, K. Vrinda Menon., Mini M. and
Aravindalshan T. V. 2021. Antibacterial effect of aqueous cold leaf
extract of Eichhorniacrassipes on Campylobacter jejuni NCTC 11168.
The Pharma Innovation 10(5): 1338-1343,

Impact

facior of

u

journal

0.81

0.81

2.38

Author type (first,
corresponding,

coauthor)

rirst

coauthor

First

Experience as Investigator

Title of the project Role Funding Agency

Amount of Funding

Ongoing research projects (funded by ICMR]

Project Id Title Grant Amount

Name of PI/Co-Pi ) OB Domain Expertise

Start Date

Number of articles in
Pub Med (Past 10 years)

Name of policy/programme/ protocol
document or patent/commercialization ¢
oroducts where cited.

Nil

Nil

nil

Reference of main publications

End Date

Fellow of Rolz in

fi-index Acadernics Proposal



indian Council of Medical Research
(ICMR) (1)
Deptartment of Health Research

{Ministry of Health and Family Welfare)

investigator-initiated Research Propesals

Fropcsalin Draft Sia

ra

fl

Proposal Id: Not Generated Yet

Proposal Title: STUDY ON EPIDEMIOLOGY, ANTIMICROBIAL RESISTANCE AND MOLECULAR CHA

RACTERISATION INCLUDING SEQUENCING WITH
DETECTION OF MACROLIDE RESISTANCE GENES OF CAMPYLOBACTER SPECIES

Personal details of Principle Investigator (PI)

Name of PI (IN BLOCK LETTERS),

DR SUSEELA KUNDOLY VELAYUDHAN,
Designation, Email, Contact No., Gender, DOB, Date of

Professor, susee!asubru@yahoo.com,9347985710, Fernale, 19-02-1961, 18-02-2031
Superannuation

Nature of Employment Permanent

Institute

Amala Institute of Medical Sciences , Private academic institutions with valid
UGC/AICTE/PCT or NMC approved Medical colleges , YES (01-Jan-1970)
Proposal Details pArRT-A

Are you currently under regular employment in
Medical Institutes, Research Institutes, Universities,
Colleges, recognized Research & Development

laboratories, Government and semi-govern:!
argantzations asvel MGO-

Yes

5
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Annexure-V

Ref. ICMR-Call for Application: 2024(88)

Title of the project: STUDY ON EPIDEMIOLOGY. ANTIMICROBIAL RESISTANCE AND MOLECULAR

CHARACTERISATION INCLUDING SEQUENCING WITH DETECTION OF MACROLIDE RESISTANCE GENES OF
CAMPYLOBACTER SPECIES

Name of the PI: Dr Suseela Kundoly Velayudhan

Name of the Institute: Amala Institute of Medical Science,
AmalaCancer Hospital Society, Amalanagar, Thrissur - 680 555,

Kerala

Declaration & Attestation

We hereby certify that

i

v

vi

vil.

vill.

X1

b)

c)

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.

The equipment(s) that is being requested as part of this project is/are not available in the Institute/Department
a. /or these-are-available and are being used-at full capacity (Strike off the inappropriate one)

The equipment(s) requested as part of this project have not been purchased earlier from the funds provided by
ICMR for previous project(s) in the Institute.

No utilization certificate (UC)/ statement of expenditure (SoE) final report is pending for earlier I[CMR
project(s) under the PI and the final report(s) for earlier projects have been submitted.

The project has not been submitted to any funding agency or institution other than the ICMR.
The PI does not have more than 5 (five) ICMR projects at present as a Principal Investigator.

We understand that ICMR shall only fund for the project positions, as enumerated in the criteria for
engagement of Non-[nstitutional Project Human Resource Positions, purely on temporary contractual basis.
ICMR has apprised us of this rule and we have carefully noted it.

The PI and Co-investigator(s) hereby submit the ICMR Declaration of Interest form_in prescribed format.

The name of the Statutory Audit Authority of our Institute is as follows: M/s. p V Chacko & Co, Chartered
Accountant (Firm registration No.0005435), Palackal Court, M.G.Road, Cochin, Kerala

Registration/Unique 1D no. assigned by NITI Ayog, Gol (on DARPAN Portal) (applicable only for NGOs):
KL/2016/0108115

CV of'the investigator and Co-Investigators ts/are attached in prescribed format.

Name Signature Date

; . : )[ U Vv I’y i |y o
Principal Investigator  Dr Suseela Kundoly Velayudhan b l:f/ 24 {0 Z , 202 4-
Co-Investigator(s) Dr Iswarya Babu P Tuo@ggﬁfg- D4 fosfrony

Dr Deepa Jolly L@ff@!_{y/ 24loaf20sy
Head of the Department Dr Reena John G : afon] 0Ly
o} b Lo T
{ ’r' } g /f j\‘;’
o e Hep AR ‘\*-—‘;{-%\i )

ignature of the Head of the Institution with seal

ate: 24/2/2024
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n Council of Medical Research (ICMR)

Signed. Lopy\"P)

Deptartment of Health Research
(Ministry of Health and Family Welfare)

Investigator-Initiated Research Proposals

Proposal Id: Not Generated Yet

Proposal in Draft Stage

Proposal Title: Feasibility of high fibre diet intervention in newly diagnosed multiple myeloma patietns and its effect on gut microbiome and myeloma control

Personal details of Principle Investigator (Pl)

Name of PI (IN BLOCK LETTERS),
Designation, Email, Contact No., Gender, DOB, Date of
Superannuation

Nature of Employment

Institute

Are you currently under regular employment in Medical
Institutes, Research Institutes, Universities, Colleges,
recognized Research & Development laboratories,
Government and semi-government organizations, and
NGOs?

Advertisement

DR SREERAJ V,
Assistant Professor, sreerajfleming@gmail.com,8826752985, Other, 28-01-1984, 31-01-2046

Permanent

Amala Cancer Research Centre, Private academic institutions with valid UGC/AICTE/PCl or NMC
approved Medical colleges , UNDERPROCESS

Proposal Details PART-A

Yes

Call for Investigator-Initiated Research Propaosals for small extramural grants - 2024
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R e tollovuneg subhieadimgs. Kationaeie/ gaps i exsting k& ng MNovelty, Objectives, Methods, and Expected outcome

_wvncropiome and role of dietary flbre in modification of gut microbiome have a role in cancer prevention,contro.Recommended dietary allowance o
fibre is 30 to 40 gram per day But average dietary fibre consumption is very low .Indian patients are keen on dietary modifications to be followed once diagnosed witt
major iliness like cancer because of the influence of ayurveda. Multiple myeloma(MM) is a common cancer in india. The incidence of cosntipation in MM is 23%.Afte
MM diagnosis the fibre intake reduces for varying reason contributing ta constipation. Recently Urvi sha etal showed high fibre plant based diet has better disease
control in MM patient in maintence chemotherapy. Novelty :No indian study perfomed high fibre diet intervention in induction therapy in MM or any active cancer.|
feasible need randomised control trial to assess impact. Additional role of dietary intervention will be of great impact. Objective:Our study proposes for a feasibilt
study of high fibre diet during intial induction treatment of multiple myeloma and look in the tolerability,safety,quality of life with high fibre dietary interventior
(40gram/day) during induction chemotherapy to MM and exploratory outcome is to look in to the gut microbiome change and correlation with diease response
Outcome:Tolerability and feasibility of high fibre diet,Change in gut microbiome and SCFA from baseline,correlation between SCFA change,Gut microbiome change

and disease response.

Priority Area/Priority Area diseases

Keywords Six keywords separated by comma which best describe your
project may be provided.

Abbrevations Only standard abbreviations should be used in the text. List

of abbreviations maximum of ten may be given as a list.

Non-Communicable Diseases / NCD risk factors — diet,activity, alcohol, tobacco etc

Multiple myeloma,High fibre diet,Gut microbiome,Short chain fatty acids,butyrate,remission

MM-Multiple myeloma RDA-Recommended dietary aliowance SCFA-Short chain fatty acids VLD
Bortezomib,Lenalidomide Dexamethasone Dsat-45-45 item diet satisfaction gquetionnaire GSRS:
Gastro intestinal symptoms rating scale CTCAE-Common terminology criteria for adverse event:

EORTC QLQ 30-tEuropean organisation for research and treatment of cancer quality of life
guetionnaire 30 PRO-Patient reported outcome
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Methodology

Include objective-wise work plan under the following sub-headings:

Study Objective No. 1

Study Objective : 170 establish feasibility and tolerability of high fibre diet
baseline after introduction of high fibre diet to but
response

(40gram per day)

in multile myeloma patients 2.To assess changes in Gut microbiome fronr
yrate producing stool microbiome in M

M patients recieving induction chemotherapy and correlate with disease

Study Design : Feasibility /Phase | study

Study Area : Tertiary cancer hospital

)She

ith renal failure.Once recruited participant will be teached for 40 gram fibre pel
day .Diet diary maintence will be daily basis.Participants baseline stool sample will be freezed in -80degree for gut microbiome.Stool and serum sapmle will be

processed for SCFA by Liquid chromatography/mass spectroscopy.Participants will be weekly reviewed by study dietician for veryfying diet diary,estimating previous *
week average daily fibre intake, participants will be asked to answer patient related outcome questionnaire GSRS,EORTC QoQ 30 weekly and Dsat45 Questionniare

will be noted on weekly review.Patients wil
ease response testing will be done.Along with that stool sample will be taken anc

is assessed as relative abundance of each species.The levels and relative
.compared with baseline using wilcoxon signed rank test.SCFA |
eviation,compared with baseline by paired t test.The association between
and changes will be explored using spearman correlation coeeficient.A two tailed p value less than 0.05 will be taken as sta

used.The association between Microbiome levels and changes and disease response using spearman’s correlation coefficient

evels and changes
gut microbiome changes and SCEA levels
tistical significance SPSS version 29 will be

N



Expected outcome/ Deliverables aligned Wiue -

assessed by 1)Percentage of days of diet recommendations followed. 2)reret ==

3)Percentage of patients with tolerability pased on DSat-45 quetionna'nre monthly. A)Average daily Tore v

microbiome alpha deveristy from paseline. 2)Percentage of patients with relative apundance of butyrat oroducers at 4 montns ¢

Liver » =

serum/stool SCFA after 4 months of intervention Exploratory outcome: ‘1)Corre\a‘tion petween disease response 10 changes in SCFA levels and

Changes i v
microbiome after 4 manths of induction

jmmediate next steps following the end of the project(up to 100 words): Once feasible and found to have correlation with MM outcome will proceed with
phase ji/Phase 1l randomised contro trial 10 estblish treatment effect

Whether the study is going t© generate new intellectual property: No

Timelines with achievable targets pDownload

[RASAKAR Sy

Proposal Details (PART-B)

preliminary work done by the Pl including the source of funding (UP to 250 words): No

skill and experience of the research team (Highlight onty saliert points (alond with 5 relevant publications) that provides confidence t0 reviewers that team can implement the project with

quality) * Co P Dr.Sunu Cyric heads the clinical research unit funded by BIRAC conducting phase 4 clinical trials. Co P Dr.Manu Aryan heads the translational
immunology lab in cancer research with interest in stem cell biology,cancer immunology,Gl cancer and editor in various ]ourna\s.He heads the gut mic
in our centre.

robiome lab

Institutional support/ Facilities: We have BIRAC funded clinical research unit which conduct phase IV clinical trials and other trials in our institute.Co P! Dr.Sunu
heads the CRU. We have gut microbiome research lab in our centre.Dr.Many Aryan heads the gut microbiome lab

4 animal house etc.
Our centre have Gut microbiome centre with Oxford nanopore facilty Our biochemistry department will be able 10 process stool and serum sample for SCF

testing We will partner with neibhouring Kerala Veteniary science university (within 20 km) for Liquid chromatography and mass spectroscopy We have -80 degr
freezer for cample storgae

Laboratory facilities (in-vitml in-silico) |nstitutional resources such as instruments/ equipment and other physical resources available for use in the project propose

conflict of interest declaration (if any) nil

Duratiot (in months) : 18 Months
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#

!nvestigator Detais

;

Role jn
Name Institute Designation Emaij Contact No. Propasg,)
1 Dr Sreeraj v Amala Cancer Research Centre Assistant sreerajﬂeming@gmail.com 8826752985 ]
Professor
2 DrSuny Lazar Cyriac Amala Instityte of Medica| Associate drsunucyriac@gmaii.com 9567602426 Co-py
Sciences Professor
3 Dr Many Kanjoormana Amala Cancer Research Centre Assistant manu.aryan@ama!aims.org 7356410639 Co-pj
Aryan ' Professor
4 Dr Reena K Chittilappi"y Amala Institute of Medical Manager reenadiet@gmai!.com 9633681802 Co-py
Sciences
B Dr Sreejith ) Kishore Amala instityte of Medica| Assistant sjkofﬁcia!&g@gmail.com 9447308523 Co-pj
Sciences Professor
Documents Consideratiop
Is Uploaded
#  Document Name Applicabje? Document Remarks
1 Declaration & Attestation Form(duty signed by Heaq of Yes View Certicate issued by director,ama!a cancer hospijt
Department/ Director) society
2 Additiong| supplementaay information including figures tables Yes
flow diagrams etc can be shared as ppE
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Manpower Budget

Contingency Lutiow-

109200.00

institute Budget
Year (Rs.)
Amala Cancer Research 1 0 0 0 0
Centre
Amala Institute of Medical 1 14971 20.00 445000.00 35000.00
Sciences
Amala Cancer Research 2 0 0 0 0
Centre
Amala Institute of Medical 2 1120480.00 £55000.00 35000.00
Sciences
Total in (Rs.): 2617600 1100000 70000
Budget Breakup Details (Statf/Manpower)
# Budget fnstitute Designation No. of Require
Year ‘Person(nos) Month(nos)
1 Year: 1 Amala Institute of Data Entry Operator 1 12
Medical Sciences

Justification -for data collection

Total Cost {Rs.)

including overhead

0 0
40000.00 0 2126320
0 0 0
40000.00 0 1850480
80000 0 3,976,800.
Cost Per Overhead(Rs.)
Person(Rs.) Cos'
20,200 0.00 350,
2,61
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2 Year: 1

Justification :for performing microbiome and SCFA at lab with transportation

3 Year: 1

Amala Institute of
Medical Sciences

Amala Institute of
Medical Sciences

AN

W

Budget Brealup Details (Staff/Manpower)

Project Technical 1

Support - Il

Justification :For project management and team cordination

4 Year: 1

Justification :for preparation of diet menu,follow up, counselling,Monitoring

5 Year: 2

Amala Institute of
Medical Sciences

Amala Institute of
Medical Sciences

Justification :for data collection

6 Year: 2

Justification :for performing microbiome and SCFA at lab with transportation

7 Year: 2

Amala Institute of
Medical Sciences

Amala Institute of
Medical Sciences

Senior Project 1
Assistant
Project Technical 1

Support - i

Data Entry Operator 1

Project Technical 1

Support - 1lI

Senior Project
Assistant

Justification :For project management and team cordination

Total Cost (Rs.)

including overhead

12

12

12

12

-

32,480

30,600

32,480

29,200

32,480

30,600

0.00

0.00

0.00

0.00

0.00

0.00

389,760.00

367,200.00

389,760.00

233,600.00

259,840.00

367,200.00

2,617,600.00
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i Budget Breakup Details (Staff/Manpowe e
8 Year: 2 Amala Institute of Project Technical 1 8 32,480
Medical Sciences Support - Hi
Justification :for preparation of diet menu,follow up, counselling,Monitoring
Total Cost (Rs.)
including overheac
Contingency budget breakup details
# Budget Year Institute Overhead Charges (Rs.)
1 Year: 1 Amala Institute of Medical Scieﬁces 0.00
Contingency Name :Stool Microbiome
Justification :Stool microbiome testing at base line and end of 4 months for 20 patients in first year
2 Year: 1 Amala Institute of Medical Sciences 0.00
Contingency Name :contigency fund
Justification :contigency fund for first year
3 Year: 1 Amala Institute of Medical Sciences 0.00

Contingency Name :Printing questionnaire

Total Cost (Rs.)

including overhead

0.00 259,840.00

2,617,600.00

Total Cost(Rs.)

320,000.00

25,000.0

100,000

1,100,00(



- . —=uycuoreakup details w

Justification :4 quetioonaire per patient per week for

0 patients
4 Year: 2 Amala Institute of Medical Sciences 0.00 320,000.00
Contingency Name :Stool microbiome testing
Justification :stool microbiome testing at baseline and end of 4 months for 20 patients
5 Year: 2 Amala Institute of Medical Sciences 0.00 50,000.00
Contingency Name :Publishing fees
Justification :Article publishing fees
6 Year: 2 Amala Institute of Medical Sciences 0.00 100,000.00
Contingency Name :Article processing fees
Justification :Article processing fees
7 Year: 2 Amala Institute of Medical Sciences 0.00 25,000.00
Contingency Name :contigency fund for second year
Justification :contigency fund for second year
8 Year: 2 Amala Institute of Medical Sciences 0.00 160,000.00
Total Cost (Rs) 1.100,000.00
including overhead

Advertisement



0 Contingency budget breakup details 7

Contingency Name :Stool and serum SCFA mesurement

Justification :Per person 4 times testing of SCFA serum and stool based on liquid chromatography/mass spectroscopy.approximately 20 patient recruitemnt in second

year

Total Cost (Rs.) 1,100,000.00
including overhead
Consumables Budget Breakup Details
# Budget Year Institute Consumables Name Overhead Total Cost(Rs.)
1 Year: 1 Amala Institute of Medical Sciences Dry ice for transportation 0.00 10,000.00
Justification : dry ice for sample transportation
2 Year: 1 Amala Institute of Medical Sciences office stationary 0.00 25,000.00
Justification : office stationary
3 Year: 2 Amala Institute of Medical Sciences Dry ice for sample transportation 0.00 10,000.00
Justification : dry ice purchase
4 Year: 2 Amala institute of Medical Sciences office stationary 0.00 25,000.00
Justification : office stationary
70,000.00

Total Cost {Rs.)

including overhead



# Budget

Year

Year: 1

Justification :for office

a '
Ly

Institute Equipment Name

Amala Institute of

Printer
Medical Sciences

purpose

Mode of Proposed disposal :As per electronic waste disposal policy of hospital

2 Year: 1
M

Amala Institute of

Laptop/Desktop
edical Sciences .

Justification :For Data collection

Mode of Proposed disposal

Year: 1

Amala Institute of
Medical Sciences

:As per electronic waste disposal policy of hospital

Deep frezer stool sample
container

Justification :100 rupees per unit x 160 units

Mode of Proposed disposal :as per hospital waste disposal policy

4 Year: 1

Medic

Justification :20 rs per vial x

Advertisement

Amala Institute of

Blood and stool sample container

al Sciences for SCFA estimation

160 sample

tquipment Budget Breakup Details

Equipment Model

Serum sample
container for

i

W
Equipment Equipment Total
Manufacturer Type Cost(Rs.)
Domestic 15,000.00
Dell Domestic 75,000.00
Domestic 16,000.00
Domestic 3,200.00
Total (Rs.): 109,200.00



er hospital waste disposal policy
109,200.00

Mode of proposed disposal :as P
Total (Rs.):
Travel Justification
# Year Amount(Rs.)
1 Year: 1 40000.00
Justification 1000 rs per travel for 2 times for each patient for 20 participants
2 Year: 2 40000.00
Justification -1000 rs per travel for 2 times for each study participant .20 participants in second year
Total: 80,000.00
‘; Short resume PI/Co-Pi
"i.
! Number of articles
in Pub Med (Past h- Role in
Name of PI/Co-Pi DOB Domain Expertise 10 years) index Fellow of Academics proposal
Dr Sreejith J 1989- biochemistry 0 0 society of clinical biochemitry Co-Pl
06-09

Kishore
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Experience as jnvestigator

Funding Amount of Reference of main
. Title of the project _ Role  Agency Funding publications
i Randomised control trial of effectiveness of pain control with sublingual P icmr 11600000.00 Ongoing

buprenorphine versus oral tramadol
Ongoing research projects (funded by ICMR)

Project Id Title Grant Amount Start Date End Date

Number of articles

| in Pub Med (Past h- Role in

“:‘7 Name of P1/Co-Pi DOB Domain Expertise 10 years) index Feliow of Academics Proposal
¥

5 Dr Manu 1980- cancer immunology.cancer 13 24 Indian association of cancer Co-Pl

' Kanjoormana 12-11 stem cells research,American association of cancer

y Aryan research,European association of cancer

TE research

|

.

] Maximum of 10 primary research publications related to the proposal

publication details in impact factor of Author type (first corresponding, Name of policy/programme/ protocol document or patent/commercia!izat‘uon
AMA style journal coauthar) products where cited.
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Publication details in

AMA style

- -vaume P Co-Pj g
Maximum of 19 primary research Publications related g the proposal

Impact factor of Author type (first, corresponding, Name of policy/programme/ protocol document or patent/commercialfzation of

Journal coauthar) products where cited.

Title of the project

Project Id

Name of Pl/Co-Pij DOB

Dr Sunu Lazar
Cyriac

Publication details in |

AMA style

Experience as Investigator
Role Funding Agency Amount of Funding Reference of main publications
Ongoing research Projects (funded by ICMR)

Title Grant Amount Start Date End Date

Number of articles
in Pub Med (Past h-

Role in
Domain Expertise 10 years) index Fellow of Academics Proposal
1976- cell therapy,stem cell 13 9 ASCO,ESMO, ASH Co-Pl
06-10 transplantation, leukemia
Maximum of 10 Primary research Ppublications related tq the proposal
mpact factor of Author type (first, corresponding, Name of policy/programme/ protocol document or patent/commercialization of
Journal coauthor) products where cited.

Advertisement

Call tor INvesuydiur =t muurew -



i_) Short resume Pi/Co-pj )

Experience as Investigator

Amount of
Title of the project Role Funding Agency Fundi'ng Reference of main publications
Effect of v NO on inhibition of inﬂammatory Pl Target institute of 1000000.00 Prabha.S,Virgf'n coconut alleviate dextran sulphate induced
. bowel disease jn Mmice Mmedical education r'nflammatory bowel disease and Mmodulate r'nﬂammation
, and research and immune response in mice,) Am Nutr Asso,2023,0ct
f 31,1-11
f study the rofe of APT2 Mediated SCRyp PI DST-SERB 2900000.00 Ongoing

f Canhcer
f Ongoing research Projecis (funded p y ICMR)
E’ Project 14 Title Grant Amount Start Date End Date
'p'
I
!
Number of articles
! in Pub Meq (Past h- Role in
|
| Name of Pl/Co-pj Dog Domain Expertise 10 Years) index Fellow of Academics Proposaj
Drsreeraj v 1984. Hematology,Acute 0 0 Member of Indian Society of hematoiogy and Pi
01-28 leukemia,MyeIoma blocd transfusion
Maximum of 10 primary research Publications related to ¢ho Proposg|
Publication details in Impact factor of Author type (first, corresponding, Name of policy/prdgramme/ protoco| document of patenr/commercialization of
AMA style Jjournal ) coauthor) Products where Cited.

I Advertisement

s

i e
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i Experience as Investigator

Title of the project Role Funding Agency Amount of Funding Reference of main publications
Ongoing research projects (funded by ICMR)

Project Id Title Grant Amount Start Date End Date

Declaration

& | hereby declare that the entries in this form and the additional particulars, if any, furnished herewith are true to the best of my knowledge and belief. | understand
that in the event of my information being found false or incorrect at any stage, my project/proposal shall be liable to cancellation / termination without notice or any
compensation in lieu thereof.

€ | hereby certify that the research proposal | have submitted to ICMR, New Delhi, for potential funding is entirely my original idea and has not been copied or
replicated from any other source. Furthermore, | confirm that this proposal has undergone scrutiny using a standard plagiarism detection tool, verifying its originality
and confirming that its contents have not been directly taken from any other sources. Additionally, | declare that there have been no established or pending plagiarism
charges against me in the last five years.

In the event that the funding agency identifies any form of plagiarism or inconsistencies in the aforementioned proposal, | acknowledge and agree to comply with any
actions deemed necessary by ICMR. | take full responsibility for any such discrepancies and will adhere to the conseguences as required.

Printed on: Tue Mar 12 2024 at 8:33:35 PM



Annexure V

Ref. ICMR-Call for Application: CALL FOR INVESTIGATOR-INITIATED RESEARCH PROTOCOL

FOR SMALL EXTRAMURAL GRANTS

Title of the project: EEASIBILITY OF HIGH FIBRE DIETARY INTERVENTION IN NEWLY

DIAGNOSED MULTIPLE MYELOMA PATIENTS AND ITS EFFECT ON
GUT MICROBIOME AND DISEASE REMISSION

Name of the PI: DR. SREERAI YV
Name of the Institute: AMALA INSTITUTE OF MEDICAL SCTENCES, THRISSUR

Declaration & Attestation

We hereby certily that:

We have read the terms and conditions for ICMR Rescarch Grant® All necessary Institutional facilitics

will be provided 1I the rescarch project 1s approved [or financial assistance.

Signalure of the Head of the Institution with seal

Date: /4 -2 - '-'!9!""!'7‘

ii.  The equipment(s) that is being requested as part of this project isfare not available in the
Institute/Department/ or these are available and are being used at full capacity (Strike off the appropriate
one)

i, The equipment(s) requested as part of this project have not been purchased earlier from the funds
provided by ICMR for the previous project(s) in the Institute.

iv.  No utilization certificate (UC)/ statement of expenditure (SoE) [inal report is pending for carlier ICMR
project(s) under the P and the final report(s) for earlier projects have heen submitted.

V. The project has not been submitted to anv funding agency or institution other than the ICMR.

vi.  The Pldoes not have more than 5 (five) ICMR projects at present as a Principal Investigator.

Vil We understand that ICMR shall only fund for the project positions. as enumerated in the criteria for
engagement of Non-Institutional Project Human Resource Positions. purely on temporary contractual
basis. ICMR has appraised us of this rule and we have carefully noted it.

Viil. The PIand Co-investigator(s) hereby submit the ICMR Declaration of Inierest form in prescribed format.

ix The name of the Statutory Audit Authority of our Institute is as follows:

PV CHACKO & CO, CHARTERED ACCOUNTANTS. PALACKAL COURT. M.G. ROAD. EKM.,
PIN 682035

X. Registration/Unique ID no. assigned by NITI Ayog. Gol {on DARPAN Portal} (applicable only for
NGOs): K’C/dotg‘/a (R3SSR~AMBCA ¢ OCER HOSPITALC SOCTETH

Xi. CV of the investigator and Co-Investigators is/are attached in_prescribed format.

Name Signature Date
) Principal Investigator I SAEE A Sv {/91/./ il \3 |
) by Co-Investigator(s) h- dvno _ T A $ \.\\"‘\ T ,HH.LQ-].[‘W* R \ 2924

| &) Tlead of the Department O AN 38 AT [R)2 /__3 /0024

s L o P

r. Julious Arakkal CMI

Dircetor




E-mail: amalamchwamalaims.org Phone @+ 9] 487 2304000
Web . www.amalaims.org FAX =G ART 2307020

AMALA CANCER HOSPITAL SOCIETY

(Registered as a Society by SL No. 51/1978)
Amala Cancer Hospital Complex
Amalanagar, Thrissur - 680 5§55, Kerala

No. ACHS/ADM(a)/391/2024 21.02.2024

COPY OF RESOLUTION FOR REAPPOINTMENT OF THE STATUTORY AUDITORS

This is to certify that the following resolution is passed at the Administrative Committee of the
Society Held on 21.02.2024 and has been duly recorded in the minute book of the Society.

E ]
“Resolved that the Auditors M/s. P V Chacko & Co, Chartered Accountants (Firm registration
No0.000543S), Palackal Court, M.G.Road, Cochin, Kerala is reappointed as the Statutory Auditors
of Amala Cancer Hospital Society for the next financial year.”
/1
‘__M_"J p W
,f‘é:...I%L-—*;)f‘*‘y?’ —«—,%L?
Fr. Julious Arakkal J. CMI
Director 1=/ 13
‘:‘!‘H i\ .v .:\ _Ii ,I,"
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indian Council of Medical Research

Y 00

(ICMR)

Deptartment of Health Research
(Ministry of Health and Family Welfare)

Investigator-Initiated Research Proposals

Proposal Id: IRPSG-2024-01-02276, Version Id: F1,

Date cf submission; 07

sion: 07-Mar-2024 11:19:58 PM

Proposal Title: A Comprehensive Approach to Detect and Combat Substance Abuse among School Going Children in Thrissur District, Kerala.

Personal details of Principle Investigator (PI)

Name of Pl (IN BLOCK LETTERS),

Designation, Email, Contact No., Gender, DOB, Date of
Superannuation

Nature of Employment

institute

Are you currently under regular employment in Medical
Institutes, Research Institutes, Universities, Colleges,
recognized Research & Development laboratories,

Government and semi-government organizations, and
NGOs? ’

Advertisement

DR SRUTHI MV,

Associate Professor, sruhar086@gmail.com,9495966828, Female, 04-1 1-1986, 09-12-2057

Permanent

Amala Institute of Medical Sciences , Private academic institutions with valid UGC/AICTE/PCI
or NMC approved Medical colleges , YES (01-Jan-1970)

Proposal Details pART-A

Yes

Call for Investigator-initiated Re oo by b
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Summary (up to 250 words): A stuctured summary should contain the following subheadings: Rationale/ gaps in existing knowledge, Novelly, Objectives, Methods, and Expected
outcome.
Drug abuse is a complex phenomenon, which has various social, cultural, biological, geographical, historical and economic impact on human life. Today,
there is no part of the world that is free from the curse of drug trafficking and drug addiction. Millions of drug addicts, all over the world, are leading
miserable lives, between life and death. There are paucity in research on early screening of drug usage among adolescents. Most of the previous research
were looking on self-reported usage of substance abuse, where most of the data would be under reporting. Increasing the awareness on substance abuse
were the only means to tackle this problem in younger generation. A comprehensive approach which include preventive, promotive, curative and
rehabilitative service is novel approach in order to compact against this drug menace. The target population in this comprehensive approach is not only the
school going adolescents but it include their parents, and school teachers. The laboratory detection of drug among adolescents is also another novel
method which can be incorporated in school screening programme that can tackle the substance abuse. Hence this proposal is undertaken with a goal to
make Thrissur district in Kerala drug free by adopting this comprehensive strateqy. We expect through this comprehensive approach would help us to
identify the real problem of drug abuse among adolescents. With the help of teachers and parents we can save the future generation from restrain from
drugs.

Priority Area/Priority Area diseases Reproductive, Maternal and Child Health, Nutrition / Adolescent health

Keywords Six keywords separated by comma which best describe your Drugabuse, Adolescent, Kerala, , Anti-drug Task force

project may be provided.

Abbrevations Only standard abbreviations should be used in the text. WHO- World Health Organization , DAST- A- Drug Abuse Screening Test - Adolescent
List of abbreviations maximum of ten may be given as a list. version. UNODC - United nations office on drugs and crime



Problem Statement (up to 500 words): State U T’r/rently available information vt the problem -idcqualel)"b
Drugs and substance abuse has become a worldwide public health crisis. The abuse of drug is an international problem, which affects almost every country
in the world. The World Health Organization defines drug as any substance which introduced into the living organism, can modify one or more of its
functions. Drug use is defined as consumption of drug that does not negatively impact health. Drug consumption becomes abusive at the appearance of
dependence, which is defined as the set of physiological, behavioural and cognitive manifestations in which the use of a drug is a priority for the individual.
(1) The WHO's ICD defined substance abuse as a blanket term to include 10 separate classes of drugs, including alcohol, caffeine, cannabis, hallucinogens,
inhalants, opioids, sedatives, hypnotics, and anxiolytics, stimulants, tobacco, and other substances.(2) it include both licit and illicit drugs. The licit drugs are
those drugs which are within the law or anything that is legal. Eg: Tobacco, alcohol, caffeine and prescription medication. The illicit drugs are those drugs
that are illegal or forbidden. Eg cannabis, heroin, opioids, cocaine, ecstasy. Drug addiction causes immense human distress and the illegal production and
distribution of drugs have spawned crime and violence worldwide. According to world Drug Report 2022 by UNODC in 2022 about 284 million people aged
18-64 years are using illicit drugs. The usage of drugs showed an increasing trend of 26% over the past decade, with more users belonging to younger
generate. Globally 8.7 million death is caused by tobacco use, 2.4 million deaths were due to alcohol use and 0.5 million deaths were due to illicit drug use.
The Cannabis remains the world's most used drug. An estimated 209 million people used cannabis, 61 million people used opioids. Opioids remain the
most lethal group of drugs, accounting for two thirds of deaths related directly to drugs, mostly due to over dosage. An estimated 21.5 million people used
cocaine opioids, sedatives, and tranquilizers, ('3) India too is caught in this vicious circle of drug abuse, and the number of drug addicts are increasing day by
day. Tobacco use is a major preventable cause of premature death and disease worldwide. Nearly 1.35 million people die in India every year due to tobacco
use.(4) . According to NFHS 5(2019-21) 38% of men were using any kind of tobacco Prevalence of alcohol consumption among men in India is 29.2%.(5).
Cannabis, heroin, and Indian-produced pharmaceutical drugs are the most frequently abused drugs in India. A survey done in India by UNDOC showed that
36% were using heroin, 22% were using cannabis, 29% were using other opiates.(6) According to national crime record bureau report, Punjab ranks first in
reporting maximum number of cases of drug trafficking .India witness 10 suicides every day related to drug abuse and one of them is from Punjab. The
states of Maharastra, Madhya Pradesh, Tamil Nadu, and Kerala are at the top of the table of drug related suicide. (7)
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Methodology

Include objective-wise work plan under the following sub-headings:

Project Implementation Plan : Implementation strategy a) Screening strategy From each school, selected number of adolescent would be screened
symptomatically for assessing the drug usage. Drug abuse screening test — Adolescent version(DAST- A) self-administered questionnaire is used for
screening drug abuse among study population. It contain 20 questions on potential involvement of adolescent with drugs in past 12 months, not including
alcoholic beverages. The score above 6 is considered as substance use prablem. The school children urine would be collected obeying the testing
procedure with help of a laboratory technician for detecting the presence of drugs. The urine drug screening test would be done using immunoassay
method. Once we detect drug abuse among adolescent children either by symptomatic screening or by laboratory method, the referral service to higher
centres would be provided for de-addiction. b) Health Education In order to prevent further drug abuse among school children , we are planning to
conduct awareness sessions in all government, aided and CBSE schools in Thrissur districts. Awareness sessions include various health related effects, social
issues concerned with drug abuse, initial symptoms or signs of drug addicts for early detection. The awareness classes would be held by expert faculty from
community medicine and psychiatry department. The separate sessions would be there for parents, teachers and for students. c) Other activity In order to
make students understand about the ill effects of drug abuse, along with awareness sessions we are planning to do flash mob, skits , short films mime
containing the message of not taking drugs. d) Interactive activity in school We would arrange various competitions like poster competition, essay
competition for school children at school level in order to reinforce our message of no drug use. e) Teachers training programme- District Level Arrange
one week teachers training programme at district level involving 2 high school 2 Upper primary teachers from each selected schools. The training
programme would discuss about various issues, methods of drug abuse prevalent in schools and also give training on how to detect drug addicts at early
stage by faculty from Psychiatry department. f) Formation of Anti Drug Task Force at each school We are planning to built an anti drug task force with
headmaster as chairperson, 4 teacher from same school who had undergone training at district level, 4 school children (4 girls 4 boys) and child
psychologist either posted in the school (if not posted from our institution psychologist would be a member ) and one member from PTA Association. The
aim of this task force is to identify early, those students who are drug addicts and to report them to psychiatrist or child psychologist for de-addiction and
to prevent further use of same drugs among their peer groups..

Design of Statistical analysis : Data would be entered in Microsoft excel. Data will be analysed using SPSS version 23. Descriptive analysis like mean,
standard deviation, median and proportions will be used. Appropriate statistical measures would be used for analysis

Expected outcome/ Deliverables aligned with research question (up to 100 words): The comprehensive strategy involving school children, their parents
and teachers for early detection of drug users with laboratory confirmation would identify the real problem of drug abuse among schoal children.The
preventive measures including health awareness sessions, and other school level competitions would change the adolescent behaviour on drug use and
would help to groom younger generation free of drugs. The formation of Anti-drug task force in each school would continue the drug free status by early
detection by trained teachers and routine surveillance of drug use among their peer group by volunteered children itself



=
) — ey e wnia O Tne project(up to 100 words): Screening for dn’pg usage among school children by their teachers and
random testing of urine for detection of dri need to be implemented in every schools Kerala in order to tackle drug menace. The formation of Anti-drug

Task force in every schools in Kerala also would help in preventing, promoting and rehabilitative services in maintaining drug free status throughout the
year.

Whether the study is going to generate new intellectual property: yes

Timelines with achievable targets Download

Proposal Details (PART-B)

Preliminary work done by the Pl including the source of funding (up to 250 words): Nil

Skill and experience of the research team (Highlight only salient points (along with 5 refevant publications) that provides confidence to reviewers that team can implement the
project with quality) : yes 14. Kumar SS, Kamaladevi LV, Valsan SM. Utilization of diabetic retinopathy screening among diabetic patients at a tertiary care
hospital in Kerala, India. Int J Community Med Public Health 20218:4938-43 15. Teenu S R, Sruthi M V, C R Saju, M Mohammed Rafi The Role of Health
Education on Larval Indices and Fever Cases from Rural Area of Thrissure District, Kerala: A Quasi Randamized Control Study. Clinical Medicine And Health
Research Journal, Vol. 2 No. 2 (2022), 28 March 2022 , Page 87-91https://cmhrj.com/index.php/cmhrj/article/view/38 16. Nithya M C, Sruthi M V, C R Saju,
Mohammed Rafi. A Study on Mosquito Density and Trend of Larval Indices from a Hospital Campus of Rural Area, Thrissur District Kerala. International
Journal of Muttidisciplinary research and analysis 202205(7): 1620-1625. 17. Jose NK, Sruthi MV, Rachel J, Jerome K, Vaz C, Saju CR. Barriers and facilitators of
noncommunicable disease (NCD) prevention in Kerala: A qualitative study. J Family Med Prim Care. 2022 Jun11(6):3109-3114. doi:
10.4103/jfmpc jfmpc147121. Epub 2022 Jun 30. PMID: 36119306 PMCID: PMC9480671. 18. Paul AS, Saju CR, Sruthi MV, Varghese TC, Jini MP (2023) A Study

On Sexual And Reproductive Health Communication Between Adolescents And Parents Among High School Students In Thrissur District, Kerala. ] Comm
Med And Pub Health Rep 4(03): Https://Doi.Org/1

Institutional Support/ Facilities: Coordination between clinical departments especially with Department of Psychiatry

Laboratory facilities (in-vitro/ in-silico) Institutional resources such as instruments/ equipment and other physical resources available for use in the project proposed animal house
etc.
Nil

Conflict of Interest declaration (if any) NIL

Duration (in Months) 24 Months
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[CMR Proposal
Type of research — Developmental Research

A Comprehensive Approach to Detect and Combat Substance Abuse
among School Going Children in Thrissur District, Kerala.

Summary

Drug abuse is a complex phenomenon, which has various social, cultural, biological,
seographical, historical and economic impact on human life. Today, there is no part of the
world that is free from the curse of drug trafficking and drug addiction. Millions of drug
addicts, all over the world, are leading miserable lives, between life and death. There are
paucity in research on early screening of drug usage among adolescents. Most of the previous
research were looking on self-reported usage of substance abuse, where most of the data
would be under reporting. Increasing the awareness on substance abuse were the only means
to tackle this problem in younger generation. A comprehensive approach which include
preventive, promotive, curative and rehabilitative service is novel approach in order to
compact against this drug menace. The target population in this comprehensive approach is
not only the school going adolescents but it include their parents, and school teachers. T he
laboratory detection of drug among adolescents is also another novel method which can be
incorporated in school screening programme that can tackle the substance abuse. Hence this
proposal is undertaken with a goal to make Thrissur district in Kerala drug free by adopting
this comprehensive strategy. We expect through this comprehensive approach would help us
to identify the real problem of drug abuse among adolescents. With the help of teachers and
parents we can save the future generation from restrain from drugs.

Key Words : Drug abuse, Adolescent children, Kerala, Anti-drug Task force, Urine drug
screening

Problem statement

Drugs and substance abuse has become a worldwide public health crisis. The abuse of
drug is an international problem, which affects almost every country in the world. The World
Health Organization defines drug as any substance which introduced into the living organism,
can modify one or more of its functions. Drug use is defined as consumption of drug that
does not negatively impact health. Drug consumption becomes abusive at the appearance of
dependence, which is defined as the set of physiological, behavioural and cognitive
manifestations in which the use of a drug is a priority for the individual. ‘"The WHO’s ICD
defined substance abuse as a blanket term to include 10 separate classes of drugs, including
alcohol, caffeine, cannabis, hallucinogens, inhalants, opioids, sedatives, hypnotics, and
anxiolytics, stimulants, tobacco, and other substances” it include both licit and illicit drugs.
The licit drugs are those drugs which are within the law or anything that is legal. Eg:
Tobacco, alcohol, caffeine and prescription medication. The illicit drugs are those drugs that
are illegal or forbidden. Eg cannabis, heroin, opioids, cocaine, ecstasy.

Drug addiction causes immense human distress and the illegal production and
distribution of drugs have spawned crime and violence worldwide. According to world Drug
Report 2022 by UNODC in 2022 about 284 million people aged 18-64 years are using illicit
drugs. The usage of drugs showed an increasing trend of 26% over the past decade, with



more users belonging to younger generate. Globally 8.7 million death is caused by tobacco
use, 2.4 million deaths were due to alcohol use and 0.5 million deaths were due to illicit drug
use. The Cannabis remains the world’s most used drug. An estimated 209 million people
used cannabis, 61 million people used opioids. Opioids remain the most lethal group of
drugs, accounting for two thirds of deaths related directly to drugs, mostly due to over
dosage. An estimated 21.5 million people used cocaine opioids, sedatives, and tranquilizers.

(3)

India too 1s caught in this vicious circle of drug abuse, and the number of drug addicts
are increasing day by day. Tobacco use is a major preventable cause of premature death and
disease worldwide. Nearly 1.35 million people die in India every year due to tobacco use.(4).
According to NFHS 5(2019-21) 38% of men were using any kind of tobacco Prevalence of
alcohol consumption among men in India is 29.2%.’. Cannabis, heroin, and Indian-produced
pharmaceutical drugs are the most frequently abused drugs in India. A survey done in India
by UNDOC showed that 36% were using heroin, 22% were using cannabis, 29% were using
other opiates.’According to national crime record bureau report, Punjab ranks first in
reporting maximum number of cases of drug trafficking .India witness 10 suicides every day
related to drug abuse and one of them is from Punjab. The states of Maharastra, Madhya
Pradesh, Tamil Nadu, and Kerala are at the top of the table of drug related suicide. @

Kerala considered as God’s own country, with highest health indices and literacy rate.
the narcotic drugs and psychotropic substances are fast taking hold across the state.
According to Ministry of social justice department three cities in Kerala - Ernakulum,
Kozhikode and Trivandrum were selected as vulnerable cities among 127 identified hot spots,
for acute prevalence of drug dependency among adolescents and young children. According to
Narcotic Drugs and Psychotropic Substances Act, there were 26,629 cases in 2022, which is
almost 300 per cent more than the cases reported in 2016
Rationale

Drug abuse 1s a complex phenomenon, which has various social, cultural, biological,
geographical, historical and economic aspects. The disintegration of the old joint family
system, absence of parental love and care in modern families where both parents are working,
decline of old religious and moral values etc lead to a rise in the number of drug addicts who
take drugs to escape hard realities of life. The processes of industrialization, urbanization and
migration have led to loosening of the traditional methods of social control rendering an
individual vulnerable to the stresses and strains of modern life. Drug abuse has led to a
detrimental impact on the society. It has led to increase in the crime rate. Drugs remove
inhibition and impair judgment egging one on to commit offences. Incidence of eve- teasing,
group clashes, assault and impulsive murders increase with drug abuse. Apart from affecting
the financial stability, addiction increases conflicts and causes untold emotional pain for
every member of the family. A comprehensive approach which include the screening of
school children for detecting symptoms or behavioural problems of drug abuse along with
laboratory confirmation is a novel method for early detection of drug users among children.
Substance abuse is often considered as a sensitive, stigmatized, shameful and even illegal act,
hence self-reporting may cause subject bias [12]. Numerous studies have shown that self-
reported information about substance use cause underreporting in comparison with biological
tests(13,14) Laboratory diagnosis of drug abuse gains importance in this present scenario.
Since many drugs are lipid soluble, they must undergo metabolism in the liver to render them
water soluble which then allows them to be eliminated in urine. Blood and breath reflect
moment-to-moment serum levels of an ingested substance, and offer the earliest and shortest
windows of detection for substances [15]. Urine offers a somewhat longer window of
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detection for substances, usually varying from one day after consumption to several weeks.
Urine tests are highly accurate for cannabinoids and cocaine, the two most frequently abused
drugs. There are two types of urine drug screens. The first, called the immunoassay, is cost-
effective and gives results fairly quickly. If first test comes back positive, a follow-up test
known as gas chromatography/mass spectrometry (GC/MS) is done for confirmation. The
target population for comprehensive approach against drugs are school going children, school
teachers and caregivers/parents of school going children. Hence in order to save our future
generation this project is aiming to adopt a comprehensive strategy to detect and combat the
drug abuse among school going children in Thrissur district, Kerala. Qur ultimate goal is to
achieve drug free status among our school going children in Thrissur district, Kerala
Research question

Will comprehensive strategy can detect and combat against drug abuse among school going
children in Thrissurdistict and can achieve a drug free district status in Kerala?

Aim

To adopt a comprehensive strategy to detect and combat substance abuse among school going
children in Thrissur district, Kerala

Objectives

1. To screen school going children symptomatically for drug abuse using DAST- A
questionnaire.

2. To screen school going children for detecting presence of illicit drugs in urine using

urine immunoassay method

To form Anti-drug task forces in each schools for identification of drug addicts and

for creating awareness.

L2

Methodology
Study design- Quasi —Experimental study design

Study Setting — The present study would be conducted in upper primary and high schools of
Thrissur district.

Study Population: The study population include school going adolescents their parents/
caregivers and school teachers

Sample size: The sample size was calculated using the formulae 7 (1-g,f3)2 pq/ d*

The parameter used for calculation is ‘p’, the prevalence of self-reported narcotics use among
youth in Central Kerala as 2.98% .

Sample size was calculated

p=2.98%

q=100-p=97.02

d= relative Precision, taken as 20% of the prevalence;

Sample size = 3258

Taiking 10% as non response rate, ealculated sample size —3583

Sampling Technique:



Multistage random sampling would be used for this study. In the first stage, the list of
Government upper primary and high schools, Government Aided upper primary and high
schools and CBSE upper primary and high schools in Thrissur district would be prepared.
From this list, 6 school from each category would be selected randomly by lottery method.
From each selected school, 200 students would be selected. In the second stage, from each
standard (5,6,7,8,9,10) one division would be randomly selected and from each division 35
students would be included in the study.

Inclusion criteria

School going children studying in 5",6%, 7,8 9"&10" standard
Exclusion criteria

Those children who are absent on day of study

Data Analysis

Data would be entered in Microsoft excel. Data will be analysed using SPSS version 23.
Descriptive analysis like mean, standard deviation, median and proportions will be used.
Appropriate statistical measures would be used for analysis.

Ethical clearance: Institutional Research Committee and Ethical committee clearance would
be obtained. Informed consent from parents and will be taken from each subject. Detailed
subject information would be provided to the subjects to read before taking consent. There
are no risks involved in the study. Confidentiality of the subjects would be maintained.

Implementation strategy
a)Screening strategy

From each school, selected number of adolescent would be screened symptomatically for
assessing the drug usage. Drug abuse screening test — Adolescent version(DAST- A) self-
administered questionnaire is used for screening drug abuse among study population. I
contain 20 questions on potential involvement of adolescent with drugs in past 12 months,
not including alcoholic beverages. The score above 6 is considered as substance use problem.
The school children urine would be collected obeying the testing procedure with help of a
laboratory technician for detecting the presence of drugs. The urine drug screening test would
be done using immunoassay method. Once we detect drug abuse among adolescent children
either by symptomatic screening or by laboratory method, the referral service to higher
centreswould be provided for de-addiction.

b)Health Education

In order to prevent further drug abuse among school children , we are planning to conduct
awareness sessions in all government, aided and CBSE schools in Thrissur districts.
Awareness sessions include various health related effects, social issues concerned with drug
abuse, initial symptoms or signs of drug addicts for early detection. The awareness classes
would be held by expert faculty from community medicine and psychiatry department. The
separate sessions would be there for parents, teachers and for students.
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¢) Other activity

In order to make students understand about the ill effects of drug abuse, along with awareness
sessions we are planning to do flash mob, skits , short films & mime containing the message
of not taking drugs.

d) Interactive activity in school

We would arrange various competitions like poster competition, essay competition for
school children at school level in order to reinforce our message of no drug use.

e¢) Teachers training programme- District Level

Arrange one week teachers training programme at district level involving 2 high school & 2
Upper primary teachers from each selected schools. The training programme would discuss
about various issues, methods of drug abuse prevalent in schools and also give training on
how to detect drug addicts at early stage by faculty from Psychiatry department.

f) Formation of Anti Drug Task Force at each school

We are planning to built an anti drug task force with headmaster as chairperson, 4 teacher
from same school who had undergone training at district level, 4 school children (4 girls & 4
boys) and child psychologist either posted in the school (if not posted from our institution
psychologist would be a member ) and one member from PTA Association. The aim of this
task force is to identify early, those students who are drug addicts and to report them to
psychiatrist or child psychologist for de-addiction and to prevent further use of same drugs
among their peer groups..

Expected Outcome

The comprehensive strategy involving school children, their parents and teachers for early
detection of drug users with laboratory confirmation would identify the real problem of drug
abuse among school children. The preventive measures including health awareness sessions,
and other school level competitions would change the adolescent behaviour on drug use and
would help to groom younger generation free of drugs. The formation of Anti-drug task force
in each school would continue the drug free status by early detection by trained teachers and
routine surveillance of drug use among their peer group by volunteered children itself. Thus
this comprehensive strategy include preventive, promotive, curative and rehabilitative
services for combating drug abuse among school children

Future Plans

Screening for drug usage among school children by their teachers and random testing of urine
for detection of drug need to be implemented in every schools Kerala in order to tackle drug
menace. The formation of Anti-drug Task force in every schools in Kerala also would help in
preventing, promoting and rehabilitative services in maintaining drug free status throughout
the year.
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Budget
<, Pasiical . ; Per ; ;
‘o, articulars Quantity Rate per unit — Total Justification
Full
1 Project Research Time .
_ For guidance and smooth
S;j;r:_m ]H Rs. 80,000 80000 X24= conduction of project and for
(Medical) Rs.1,920,000 'achieving the Sllldy
objectives, datacollection,
1 Proiect R monitoring the activities and
e Full | 67,000 X 24= for analysis.
Scientist I1 Rs. 67,000 Time Rs1.608.000
| (Non medical) (R
9 TPro: : : - #
t;’“ Human roject Technical Rs 18,000 2years | Rs 4,32,000 For Collecting urine sample
E Resource* Support - 11 and laboratory analysis
I Prg_](:?ii;tng:ts?arch 67,000 X 12= | For Training school teachers
(Medical) Rs 67,000/ head | 1 year on early identification of drug
v o Rs 80,4000 ; hool childr
1 Psychiatrist users among school children
2 Project Technical ;
60,000 X 12= For counselling and
-1 Rs 30,000/h: 1 > vl .
Z%;I;f:zgiogist 2t ead Sk 7,20,000 rehabilitative services
1 Project Technical 18,000 X 24= _
Support 1 Rs 18,000 2 year Rs 4,32,000 Data entry
Laboratory )
Equipment Urine drug Rs 1000/ Tnitial | 1000 X 3583= | 1 ahoratory confirmation of
(recurring screening — 3583 2year | po3s 83,000 | druguse
N €Xpenses) school children
District Level — For dissemination of
x - .
training for | 72 Training Module | Rs 1000 o knowledge and skill on caly
teachers and Refreshments | MOMAS | Rs 72,000 e o
[ among school children
IEC and
conventional
he;ai;l:;?;za;on 3 For dissemination of
. P PRI Rs.2000 months | R 36000 information, awareness on
interactive drug abuse
activity in
schools
Travel Grant Field Work Rs. 3000 3 3000 X 20 School Visits for surveys

visits =




‘W—_ _T— | months | 60,000
| | A
‘ \Y ICMR ,
| 151{1;{%]“(: ! Rs 60,000 Rs 60,000 for meetings related to pr
Sensitization and J l F olaining th
¢ | training of PT and 1 | Rs 5000 NA Rs.5000 | - OF SXplaining the purpc
; | [ and scope of research
(along with tea) ! I [
T T e e 7-*=T—=f—-—-———~—’k—f e S
ransla 1on.$) | | | NA Rs 5000 For printing questionnaire
7. questionnaire i i } local language
| I
Article E | For publishing the researct
8 Publishing NA 4 NA NA Rs.30,0000 a peer-reviewed journal w
Charges | high impact factor -
o 5%
Miscellaneous |
9 » Rs 1, 67000 |
‘ (conference | ;
Presentation) } |
|
10. Grant Total j Rs 98,74,000 |
| ] |

Consolidated Total Budget Required for completion of Project — Rs 98,74,000( Ninety eight
iakh seventy four thousand only )
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Proposal Id: Not Generated Yet

Proposal Title: A cross sectional study to establish the normative data for trimester specific reference ranges for thyroid function tests in pregnant women from
Kerala.

Personal details of Principle Investigator (PI)

Name of PI (IN BLOCK LETTERS), DR SREEJITH M,

Designation, Email, Contact No., Gender, DOB, Date of Assistant Professor, drsregjitm@gmail.com,9971315039, Male, 05-11-1985, 05-11-2045
Superannuation

Nature of Employment Permanent

Institute

Amala Institute of Medical Sciences, Private academic institutions with valid UGC/AICTE/PCI or
NMC approved Medical colleges , YES (01-Jan-1970)

Proposal Details PART-A

Are you currently under regular employment in Medical Yes
Institutes, Research Institutes, Universities, Colleges,
recognized Research & Development laboratories,

Government and semi-government organizations, and
NGOs?



Summary (up to 25U Woruss- ==
2 Rationale/Gaps in existing knowtedge:Current guidelines Ui ui e

population-based trimester-speci _ .
decision-making and institution of therapy. Studies done in western countries cannot he extrapolated to our population because the parameters are Hipacicu ~; -

method of assay and population specific factors like ethnicity,BMI and iodine intake.Also the studies done in different parts of India have shown varying results.Also
there is only a single study pubnshed from South India in this regard till date with no data from Kerala so far.b.Objectives: To establish a normative data for trimester
specific reference ranges for thyroid functior t.EStSFTFTS) in euthyroid pregnant women from Kerala d.Methods i.Study design-Cross sectional study ii.Study setting-The
study will be conducted in the outpatient setting in the antenatal clinic of the Obstetrics and Gynecology department and department of Endocrinology of a tertiary
care centre in Central Kerala. jii.Duration-3 years iv.Population-Pregnant women attending the antenatal clinic aged between 18-40 years with no previous history of
thyroid dysfunction who are Anti TPO negative With no goitre/thyroid nodules on clinical examination v.Sample size-Total of 300 pregnant women(100 from each
trimester). e.Expected outcome-TO generate normative data for trimester specific reference ranges for TFT in pregnant women from Kerala so that it can be used for
clinical decision making in our pOPUlatiO” and this data can be used to generate a reference range for the Indian population

fic reference ranges for TFT.This is an important aspect of clinical endocnnuivyy, v ...

Priority Area/Priority Area diseases Reproductive, Maternal and Child Health, Nutrition / Others

Keywords Six keywords separated by COMM2 which best describe your Pregnancy,thyroid function test,trimester specific,reference range

project may be provided.

Abbrevations Only standard abbreVi2te"* shinild b 15 vttt Fst TFT-Thyroid function tests TBG-Thyroid binding globulin HCG-Human Chorionic Gonadotropit

of abbreviations maximum of ten may be given asa list. ATA-American Thyroid Association BMI-Body mass index s B S oxidase



SUTEITRE A S i

aAul 10} 1D “

| yqippsay pareniui-101e60saAU )»1

af R YD LIS lﬂl-‘r‘“‘-ﬂ?’) )3] ks el oy et e e cpane by A ¥
Uhypothyrondean vo assodated with adverse malernal and fetal outcomes.Physiological changes associated with pregnancy such as increased e thyrod

. -wing globulin (TBG), increased human chorionic gonadotropin (hCG), and increased renal iodine clearance alter thyroid function in pregnancy.Hence, nonpregnant
cut offs may not reflect the state of thyroid function during pregnancy appropriately(1).Apart from these, the transfer of iodine/thyroid hormone to fetus and increased
activity of placental deiodinase activity also modulate maternal thyroid hormone status.So the cut offs used in the non pregnant population cannot be used to guide
treatment of hypothyroidism in pregnant women.Hence, there is a need to establish trimester specific reference range for thyroid function tests(TFT) during
pregnancy.In India we do not have population specific reference ranges for TFT in the pregnant population.We currently follow the American Thyroid Assiciation(ATA)
guidelines for the treatment of thyroid disorders in pregnancy.But the international guidelines such as those of the American Thyroid Association and Endocrine
Society have suggested that population specific trimester specific normative data for pregnancy need to be generated to interpret TFTs in pregnancy. Data from the
western population cannot be extrapolated to the Indian population due to differences in method of assay as well as population-specific factors such as ethnicity,
body mass index (BMI), and iodine intake(2).The analysis of the Indian data so far reveal a high heterogeneity between the various data sets,thereby underlining the
need for further data generation from all parts of the country which will help create a pan India reference range.This can be used for appropriate clinical decision
making throughout the country.Also there is only a single study from south India in this regard with no data from Kerala so far.

Rationale of the study (up to 250 words) Mention how the research question addresses the critical barrier(s) in scientific knowledge, technical capability, and/or pregrammatic/ clinical/lab practice
and its relevance to local, national and international context with relevant bibliography.

Current guidelines on the management of thyroid disorders during pregnancy strongly recommend the establishment of population-based trimester-specific reference
ranges for TFT. This is an important aspect of clinical endocrinology, as the reference range directly impacts clinical decision-making and institution of therapy.
Population-based reference ranges are expected to be calculated based on data of healthy pregnant women, with no personal or family history of thyroid dysfunction,
no visible or palpable goiter, with optimal iodine intake and negative thyroid peroxidase antibody status(3). In accordance with the International Federation of Clinical
Chemistry, reference intervals should extend from the 2.5th to 97.5th percentile(4). Most of the studies done previously from our country used ELISA technique to
measure TFT.ELISA is not used widely nowadays and hence the relevance of these data in modern times is debatable.A comparison of the previous studies show that
some are cross-sectional whereas others are longitudinal.Some studies rely on dietary history whereas others measure utinary iodide concentration to assess iodine
nsufficiency.Ultrasound of the thyroid and Anti TPO antibodies have been done by some authors only.Some studies have not measured Free T3 and Free T4 values(5-
11).Thus the analysis of the Indian data so far reveal a high heterogeneity between the various data sets,thereby underlining the need for further data generation from
all parts of the country which will help create a pan India reference range.This can be used for appropriate clinical decision making throughout the country.Also there is

only a single study from south India in this regard with no data from Kerala so far.Hence there is a pressing need to generate normative data for TFT in the pregnant
women from various parts of India,especially from Kerala.

Hypothesis/ Research question (up to 100 words) : To establish the normative data for trimester specific reference ranges of thyroid function tests in pregnant
women from Kerala



Include objective-wise work plan under the following sub-headings:
Study Objective No. 1

Study Objective : To establish the normative data for trimester specific reference ranges of thyroid function tests in pregnant women from Kerala

Study Design : Cross sectional study

Study Area : Hospital based study

Sample Size : Since we do not propose to explore any specific hypothesis,sample size consideration is mainly limited to ensuring sufficient numbers to establish the
countours of the distribution in this population.For this purpose we propose to adapt a stratified sampling approach with each stratum being sampled separately to
ensure adequate numbers to establish the parameters of the distribution.The three strata we will sample are women from the 1st2nd and 3rd trimesters of
pregnancy.We propose ta recruit as many patients as possible who are attending the antenatal clinic of the Obstetric OPD,after exclusion of ineligible subjects with an

aim of recruiting atleast 100 in each stratum so that the total sample size becomes 300 .

Project Implementation Plan : Pregnant women visiting the Obstetrics OPD will be invited to join the study.Eligible subjects fulfilling the inclusion criteria will be
asked to sign the consent form and be a part of the study.The inclusion criteria will be 1.Age between 18-40 years 2.Singleton,intrauterine pregnancy 3.Consuming
iodised salt Screening will be done by the Pl and those who meet the exclusion criteria will be excluded. The exclusion criteria will be 1 History of hyperemesis
gravidarum 2.Past history of thyroidal iliness 3.Family history of thyroid iliness, 4.Presence of goitre/thyroid nodules on clinical examination 5.Anti TPO antibody
positivity(Titre more than 34mlu/ml) 6. Overt hypothyroidism defined as TSH more than 10ulu/ml with or without low free T4 7.0vert hyperthyroidism defined as TSF
less than 0.01ulu/ml with or without high FT4 . Serum samples for thyroid function tests will be collected between 8 am and 10 am after participants have fasted for 8
10 hours.The collected samples will be transported to the central laboratory by the Project NurseSerum levels of Total T3(TT3)total T4(TT4),free T3(FT3),frec

TA(FT4),Anti TPO Antibody will be analysed in the central laboratory by chemiluminescence assay using the Beckman Coulter Unicel Dxl 600 Immunoassay system

Design of Statistical analysis : In each stratum we will estimate the mean,median,standard deviation and percentiles of the the distribution.These will be presente
graphically.Analysis will be done using the Jamovi software.The reference range for thyroid function tests will extend from the 2.5th to the 97.5th percentile.

Expected outcome/ Deliverables aligned with research question (up to 100 words): To generate normative data for trimester specific reference ranges for TFT
pregnant women from Kerala so that it can be used for clinical decision making in our population and to use this data to generate a reference range for the Indi

population.
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notmative data denved o oue research and also pubhsh our data so that it can be tollowed by other doctors in our state.
Whether the study is going to generate new intellectual property: No

Timelines with achievable targets Download

Proposal Details (PART-B)

Preliminary work done by the Pl including the source of funding (up to 250 words): Nil

Skill and experience of the research team (Highlight only salient points (along with 5 relevant publications) that provides confidence to reviewers that team can implement the project with
quality) : The Pl already has already done 2 studies during residency at AlIMS New Delhi and has 2 publications in indexed journals.The co Pl has 14 publications in
indexed journals. 1.Ganie MA, Chakraborty S, Sehgal A, M Sreejith , Kandasamy D, Jana M, Rashid A. Bone Mineral Density is Unaltered in Women with Polycystic Ovary
Syndrome Horm Metab Res. 2018 Oct 50(10):754-760. 2.M Sreejith.Mohd Ashraf GanieRavinder Goswami, Nikhil Tandon, Randeep Guleria, Devasenathipathy
Kandasamy. Prevalence of Sleep-Related Disordered Breathing among Acromegaly Patients and its Correlation to Cephalometric Parameters An Indian Perspective.
Ann Natl Acad Med Sci (India) 202056(01): 09-14. 3.B.Thomas, A. Thomas, A.Mhaskar. Review of Maternal mortality in a Tertiary Care Hospital of India over Ten years .
International Journal of Gynaecology and Obstetrics India 2006:9(5):19-21 4.Kundoly V Suseela ,Vasanthylayaraj, Thomas Betsy , Fareenalabeen, Mohan Ramya.
Incidence of group B streptococci colonization during the third trimester of pregnancy in two tertiary care centers in central part of Kerala. International Journal of
Contemperory Medical research 2016 3 (2) : 568-570. 5.Mereena George, Betsy Thomas, V.K Sreenivasan. Incidence of Hyperbilirubinemia in Neonates of Parturients
undergoing augmentation of labour with Oxytocin : A Prospective Cohort Study . Indian J Obstet Gynecol . 2019 7(4Part-il); 579-593.

Institutional Support/ Facilities: The centre is a teaching institute with high volume antenatal clinic and has NABL accredited lab with autoanalysers to measure

thyroid function tests.Samples will be collected in the OPD by the project assistant who will be a qualified nurse/lab technician and transported to the laboratory and
analysed immediately.Data entry will be done by a data entry operator.

Laboratory facilities (in-vitro/ in-silico) institutional resources such as instruments/ equipment and other physical resources available for use in the project proposed animal house etc.
Ihe centre has an NABL accredited lab with autoanalyser to measure thyroid function tests.

Conflict of Interest declaration (if any) Nil

Duration (in Months) & Months
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# Name Institute Designation Email Contact No. Role in Proposal
1 Dr SREEJITH M Amala Institute of Medical Sciences Assistant Professor drsreejitm@gmail.com 9971315039 Pi
2 Prof Betsy Thomas Amala Institute of Medical Sciences Professor betsythomas53@gmail.com 8921046272 Co-Pi
Documents consideration
Is Uploaded
# Document Name ) Applicable? Document Remarks
1 Declaration & Attestation Form(duly signed by Head of Department/ Yes View Declaration form signed by the head
Director) of institution
2 Additional supplementary information including figures tables flow diagrams Yes View Auditor details
etc can be shared as PDF
Proposed Budget Details
institute Budget Manpower Budget Contingency Consumables Equipment Travel Overhead Total(Rs)
Year {Rs.)
Amala Institute of Medical 1 475200.00 25000.00 375000.00 30000.00 25000.00 11250 941450
Sciences
Amala Institute of Medical 2 782400.00 25000.00 250000.00 0 0 7500 1064900
Sciences
Amala Institute of Medical 3 782400.00 25000.00 125000.00 0 50000.00 3750 986150

Sciences

)



lnistitute

Budget
Year
Total in (Rs.):
# Budget Institute
Year
1 Year: 1 Amala Institute of

Medical Sciences

‘ Fragrprasssad Dot B il

Manpower Budget

Justification :To recruit patients,take consent and to draw blood sample

P Year: 2 Amala Institute of

Medical Sciences

Justification :For data entry

3 Year: 2 Amala Institute of

Medical Sciences

Justification :To recruit patients,take consent and to draw blood sample

4 Year: 3 Amala Institute of

Medical Sciences

Total Cost (Rs.)

ind ladhng overhead

Contingency Consumables
(Rs.)
2040000 75000 750000
Budget Breakup Details (Staff/Manpower)
Designation No. of Require
Person(nos) Month(nos)
Project Nurse - | 2 12
Data Entry 1 12
Operator
Project Nurse - | 2 12
Project Nurse - | 2 12

Equipment Travel

Overhead
75000 22500
Cost Per  Overhead(Rs.)
Person(Rs.)
19,800 0.00

29,200 0.00

18,000 0.00
18,000 0.00

Total(Rs)

2,992,500.00

Total
Cost(Rs.)

475,200.00

350,400.00

432,000.00

2,040,000.00
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Justification :To recruit patients,take consentand tod ! blood sample /

5 Year: 3 Amala Institute of Data Entry 1 12 29,200

Medical Sciences Operator
Justification :For data entry

Total Cost (Rs.)

including overhead

Contingency budget breakup details

# Budget Year Institute Overhead Charges (Rs.)
1 Year: 1 Amala Institute of Medical Sciences 0.00
Contingency Name :Printing of questionnaire,Computer utilities,Acquisition of documents in relation to the research

Justification :Printing of questionnaire,Computer utilities,Acquisition of documents in relation to research

2 Year: 2 Amala Institute of Medical Sciences 0.00
Contingency Name :Printing of questionnaire,Computer utilities

Justification :Printing of questionnaire,Computer utilities

3 Year: 3 Amala Institute of Medical Sciences 0.00

Total Cost (Rs.)

including overhead

0.00 350,400.00

2,040,000.00

Total Cost(Rs.)

25,000.00

25,000.00

25,000.00

75,000.00
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Caontingency Name :Computer utilities,charges for analysis of data,expenses for preparation of final report
Justification :Computer utilities,charges for analysis of data,expenses for preparation of final report

Total Cost (Rs.)

including overhead

75,000.00

Consumables Budget Breakup Details

# Budget Year Institute Consurmables Name Overhead Total Cost(Rs.)

1 Year: 1 Amala Institute of Medical Sciences Hormone assay kits,syringes,needles 11,250.00 375,000.00

Justification : Hormone assay kits,syringes,needles

2 Year: 2 Amala Institute of Medical Sciences Hormone assay kits,syringes,needles 7,500.00 250,000.00
Justification : For purchasing hormone assay kits,syringes,needles

3 Year: 3 Amala Institute of Medical Sciences Hormone assay kits,syringes,needles 3,750.00 125,000.00
Justification : To purchase hormone assay kits,syringes,needles
Total Cost (Rs.) 772,500.00

mdluding overhead



# Budget Institute ) Equipment Equipment E jpment
Year Name Model Manufacturer

1 Year: 1 Amala Institute of Medical Laptop
Sciences

Justification :Laptop for data entry and other project related activities

Mode of Proposed disposal :To be retained by the institute or given to ICMR as per the discretion of ICMR

Travel Justification
# Year Amount(Rs.)
1 Year: 1 25000.00
Justification :Attending a training course related to the project(for project nurses)
2 Year: 3 50000.00

Justification :To attend conference to present the research work

Total: 75,000.00

Short resume Pl/Co-PI

Name of . Number of articles in Pub  h-
Pi/Co-Pi DOB Domain Expertise Med (Past 10 years) index Feliow of Academics

Equipment
Type

Domestic

Total (Rs.):

B e

Cost(Rs.)

30,000.00

30,000.00

Role in

Drmrne =l
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Publication details in
AMA style

Title of the project

BEGRET SRR P ey iy
L: p

Obstetrics and 4 3 Fellow of Royal College of Obstetricians and Co-PI
Gynecology Gynecologists,United Kingdom

Maximum of 10 primary research publications related to the proposal

Impact factor of Author type (first, corresponding, Name of policy/programme/ protocol document or patent/commercialization of
journal coauthor) products where cited.

Experience as Investigator
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+:posal Id: IIRPSG-2024-01-0280/, Version Id: F1,
*-zposal Title: Developing a prediction equation for estimating height using segmental length for use to monitor growth and nutrition in Indian children with physicz

_zoilities

=1+-sonal details of Principle Investigator (PI)

«:me of PI (IN BLOCK LETTERS), DR KALYANI PILLAI,

Z=<ignation, Email, Contact No., Gender, DOB, Date of Professor, pillaiskpillai@yahoo.co.in,9447834079, Female, 24-03-1966, 31-03-2036

. oerannuation

«:ture of Employment Permanent

=stitute Amala Institute of Medical Sciences , Private academic institutions with valid UGC/AICTE/PC] or

NMC approved Medical colleges,

»

h

-2 you currently under regular employment in Medical Yes
~ititutes, Research Institutes, Universities, Colleges,

::ognized Research & Development laboratories,

Zsvernment and semi-government organizations, and

+G0s?

Proposal Details PART-A

‘dvertisement Call for Investigator-initiated Research Proposals for small extramural grants - 2024

Summary (up to 250 words): A structured summary should contain the following subheadings: Rationale/ gaps in existing knowledge, Novelty, Objectives, Methods, and Expected outcome
“ztionale: Height is essential for assessing growth and nutrition in children. In physically disabled children direct height measurement is very difficult. The purpose of
“nis study was to develop a valid and reliable method for estimating height by deriving an equation using segmental length, in non-disabled, healthy Indian children
:nd thus monitor growth and nutrition in disabled children. Novelty: There is no study from India to assess height in disabled children using predictive equations. The
:2al was to cover a larger age group range than those previously published and to be simple enough for daily clinical use in disabled Indian children. Objective: We
: m to develop prediction equations to calculate estimated height using segmental length measurement for use in Indian children with disabilities. Methodology: A
cross-sectional study that collects data from healthy children from 2 to 18 years of age in the community. They will be divided into 4 groups of both sexes based on
:ge groups (2-5 years, 6-10 years, 11-14 years, 15-18 years). The Height, UA (Upper Arm length), KH (Knee Heel length), and T (Tibial length) measurements will be
~_:aken using portable anthropometric measurement taols by a trained team. Expected outcome: We propose to develop several prediction algorithms and test the
orithm in a test sample that is naive to the algarithms. The performance aof different algorithms will be assessed, and the best one chosen for recommendation. The
_evelopment of anthropometric pratocols, that emerged from such research, would benefit the follow-up of children with severe psychomotor disabilities
Reproductive, Maternal and Child Health, Nutrition / Childhood Malnutrition, Breastfeeding and

complementary Feeding

“riority Area/Priority Area diseases

Keywords Six keywords separated by comma which best describe your Segmental length, height, height prediction, disability, children, India
croject may be provided.

Abbreviations Only standard abbreviations should be used in the text. List WHO World Health Organization BMI body mass index CP cerebral palsy UA upper arm length KH
of abbreviations maximum of ten may be given as a list. knee heel length T tibial length

Problem Statement (up to 500 words): State the currently available information to present the problem adequately.

Anthropometric measurements provide simple, non-invasive methods to assess the nutritional status of children Monitoring linear growth and nutritional status is
critical for diagnosis of malnutrition in children. Even though there are certain challenges such as ethnic variation, assessment in normal children is generally
straightforward using standardized growth charts. For children with cerebral palsy (CP) and similar neurodevelopmental disabilities and children with physical
disabilities who are more likely to be malnourished compared to normal children, assessing their growth and nutritional status is challenging. There are no growth
curves made specially for them and it is difficult to collect anthropometric data in such children. Given the importance of accuracy in height measures to evaluate
growth and nutritional status in children, it is crucial to carry out research to establish an equation to predict height for use in children with physical disabilities in
whom both growth and nutritional status are likely to be affected. The development of anthropometric protocols, that emerged from such research, would benefit the
follow-up of children with severe psychomotor disabilities and facilitate the accurate assessment of nutritional status in field studies.




Rationale of the study (up to 250 words) Mention how the research question addresses the critical barrier(s) in scientific knowledge, technical capability, and/or programmatic/ clinical/lao practize
=nd its relavance to local national and international context with relevant bibliography.

f’ﬁng to the State of the Education Report for India 2019 by UNESCO, India is home to 8 million children with disabilities. (1) In the 2011 census, around 7.62
nercent of India's total population with a disability was children. (2) The World Health Organization's (WHO) growth curves provide health professionals with a valuzble
t1zzl fcr monitoring the growth of children and adolescents. However, these charts for weight, length, height, and body mass index (BMI) according to gender and age
ated based on healthy subjects. (3) As such, they do not include children with physical disabilities both psychomotor and orthopedic, in which measuring

nt length and height is unreliable if a child has contracture, high tone, scoliosis, or poor cooperation interfering with the optimal positioning. ICMR has in
Zzz=rrear 2023, called for expression of interest for applications to participate in data collection for a multi-growth reference research initiative to generate growth
z*zrznzes for Indian children with no constraints to growth. This is the ideal time to think about the disadvantaged population of children, those with disabilities. In
n with motor limitations, as in the case of cerebral palsy (CP), height measurement is currently performed by segmental measurements, as proposed by
z~zon in 1995, (4) According to the author, height can be estimated by using the equations he proposes with each measured segment: upper arm length (UA),
eel length (KH), and tibial length (T). These equations are available for Caucasians, Latin Americans, Africans, Australians, and certsin Asian populations.
7.8.8,10) No such equation has been derived for our Indian population by Indian researchers. (11) A systematic review by Lamounier JA et al (3) highlights the
tions of various studies. Most studies lack age group stratification. Of the measurement techniques employed, only some of the studies did use a suitable
-:roment. Because these were all cross-sectional studies, there was no follow-up of the populations studied. In addition, the samples evaluated in these studies were
~ iy small. However, there are not many articles on the topic addressed in the review of literature. Thus, given the importance of the accuracy of height
~zzsurements to assess child health, further research is needed to establish height predictive equations from segmental length. The estimated stature may be plotted
-~ standard growth charts to monitor growth and nutritional status in Indian children with disabilities. This may help in the early pickup of malnutrition in this
" zZitionally disadvantaged population of children

= ypothesis/ Research question (up to 100 words) : Using a normative sample of non-disabled healthy Indian children to derive predictive equations, can segmental
== ath be used 1o estimate height in physically disabled Indian children to monitor growth and nutritional status

Methodology

~_ Include objective-wise work plan under the following sub-headings:
-
Study Objective No. 1

i+ 2y Objective : 1) To determine the anthropometric measurements (height and segmental length) in a normative sample of non-disabled healthy Indian children. 2)
=z,elop and assess the performance of prediction algorithms for estimating height using different segmental lengths. 3) To recommend the best one as a height-
- +: ctive equation using segmental length.

==y Design : cross-sectional study
L=y Area : The community and schoals in a panchayath in a semi-urban district in a state in South India, India

.+—zle Size : Subjects will be enrolled by consecutive sampling The study involves children aged 2-18 years. They will be divided into 4 groups (2-5 years, 6-10 years
+ years, 15-18 years) respectively. The predictors involved in the study are age, gender, Height, UA (Upper Arm length), KH (Knee Heel length), and T (Tibial
Considering that there are 5 predictors, we propose to take 20 children per predictor accounting for a total of 100 children per stratum, (i.e., 400 children in
-~z ning set) to develop the prediction algorithm. Further, we will recruit an additional 25 children in each stratum, a total of 125 children, to be included in the test

- .zlidate the algorithm developed. The total sample size, therefore, will be 500, with 125 children in each of the 4 age groups selected

= +ct Implementation Plan : Healthy children from 2 to 18 years of age and both sexes coming to the outpatient clinic on a routine visit or from school visits in the
-:.2th will be included in the study. Children with an amputated limb(s), inability to move, and chronic disease that could affect or have affected their growth,
— =’z unable to cooperate for measurements will be excluded. Anthropometric measurements of interest -Height and UA, KH, and T as segmental length

—_-zments will be taken during a routine outpatient clinic visit or school visit. Study tools used are portable anthropometric measurement toals include Portable
- —zter Shar knee height measuring caliper Harpenden Anthropometer to measure standing height and arm length flexible steel tapes. The same team of trained
-~ xzrkers will perform the measurements during the course of the study. To assess repeatability, all the measurements will be dane in triplicate on a subset of
-~: oy the same examiner, and with repeated measurements separated by equal time to lessen recall bias. All unilateral measurements will be taken on the left
- ==z body. All measurements will be recorded to the nearest 0.01 cm. Informed consent will be obtained from parents, and assent will be given by children

- zz:sible. Operational definitions for various anthropometric measurements will be defined using standard references. (12)

te=.z- of Statistical analysis : The study aims to develop a prediction algorithm for estimating height using segmental length. In our exercise, we propose to

szveral prediction algorithms in an adequate sample with a minimum sample size of 20 for each predictor variable and test the algorithm in a test sample that

= 2z the algorithms. Then the performance of different algorithms will be assessed using statistical principles of error reduction, and the best one chosen for
~—zndation.

—== "2 outcome/ Deliverables aligned with research question (up to 100 words): a) To develop several prediction algorithms using different segmental lengths

© =20t age groups and both sexes to predict estimated height. b) The performance of different algorithms will be assessed, and the best one chosen for
=~dation. The development of anthropametric protocols, that emerged from such research, would benefit the follow-up of the growth and nutritional status of
2th severe psychomotar disabilities.

~mw: ate next steps following the end of the project(up to 100 words): Clinical application of segmental lengths to populations in whom it is difficult to measure

—=ziric data. Specialized growth charts have been developed for many other conditions, including Down syndrome,18 Prader-Willi syndrome, Turner
= Tz Lange syndrome, and even meningomyelocele. There is a great need for diagnosis-specific reference data. Future research may lead to a specialized
-2 for CP.




Whether the study is going to generate new intellectual property: We will be developing several prediction algorithms for estimated height using 3 segme:
measures in 4 age groups in both sexes for an Indian population. The performance of different algorithms will be assessed, and the best one choser
recommendation in each age group. No such equation has been derived for our Indian population by Indian researchers.

Timelines with achievable targets Download
Proposal Details (PART-B)
Preliminary work done by the Pl including the source of funding (up to 250 words): Preliminary review of literature and sourcing of equipment needed done

Skill and experience of the research team (Highlight only salient points (along with 5 relevant publications) that provides confidence to reviewers that team can implement the project v
quality) & » PRINCIPAL INVESTIGATOR Dr Kalyani Pillai MD(Paediatrics) , Professor Department of Pediatrics Amala Institute Of Medical Sciences, Thrissur Kerala Ema
pillaiskpillaiyahoo.co.in + ACADEMIC QUALIFICATION EDUCATIONAL QUALIFICATIONS Degree College University Year of passing MBBS Seth G S Medical CollegeKE
Hospital,Mumbai Mumbai University 1987 M D Paediatrics Seth G S Medical CollegeKEM Hospital, Mumbai Mumbai University 1992 TEACHING EXPERIENCE (Post M
University College Date Manipal University K M C Manipal 17.02.1893 to 10.07.1524 Calicut University and KUHS Amala Institute of Medical Sciences, Thriss
02 06.2003 date | am at present working as Professor, Department of Pediatrics, Amalz Institute of Medical Sciences, Thrissur, Kerala.l am a permanent employee of tt
*institution. LIST OF PROJECTS IN LAST 3 YEARS 1) 2021 A study on the metabolic derangements after using 0.9 %normal saline as maintenance IV fluid in childre
attending tertiary care centre in Kerala 2) 2022-A study on anemia as a risk factor for acute lower respiratory tract infections in children aged 3 morths to 5 years |
age attending a tertiary care centre in Kerala 3) 2023 -A study on the seroprevalence of Hepatitis A virus antibody and its determinants in pedizatric age group in
tertiary care centre in Kerala AWARDS 1 State IAP President’s Special Award - at State Pedicon 2006 for Organizing Secretary 2nd Annual State |AP Kerala Adolescer
Chapter Meet 2006 2 Best paper (Poster) award at State Neonatology conference conducted by NNF Kerala branch, Feb. 2007 3 Best paper{poster) award in teachin
staff category at South Zone Pediatric canference in October 2008 4 Best paper (free paper) State |AP conference November 2010 5 Best paper 2 nd Prize for (fre
paper) State |AP conference November 2012 6 "Manampurath Oommen John Memorial Award” for the best original research paper published in 2019 member ¢
Indian Academy of Pediatrics Kerala State 7 Best Guide for MD/DNB thesis for oral presentation year 2023 by IJP KC Choudary foundation at AlIMS New Delh
Exarniner for MBBS MD Paediatrics at Kerala University of Health Sciences, Rajiv Gandhi University, MGR University Tamil Nadu, MAHE University, Yenapoya Universit
Jipmer. Publications — 17 publications in indexed National International Journals. LAST 10 RECENT PUBLICATIONS orcid id: 0000-0002-3310-5912 Si. l\.io. Title Yea
Citation URL Category 1 Kidney Injury Molecule-1 as a Urinary Biomarker for Aminoglycoside Induced Acute Kidney Injury, among Non-Critically Ill Children 202
Online George, M., Pillai, K Suseela, KV. Kidney Injury Molecule-1 as a Urinary Biomarker for Aminoglycoside Induced Acute Kidney Injury, among Non-Critically Il
Children. Indian | Pediatr (2023). https://doi.org/10.1007/512098-023-04987-x https://rdcu.be/dtPrl Scientific letter in PubMed Indexed Journal 2 Non-invasi
assessment of volume status of children with edema due to steroid sensitive nephrotic syndrome using urinary indices and inferior venacava ultrasonography. 2023
Kalyani Pillai, Jalaludeen J, Vadakoot Krishnan Parvathy. Asian J Med Sci . 2023 Jan 1.34(1):217-21. DOL10.3126/ajms.v14i1.4B5E%
https://www.nepjol.info/index.php/AJMS/article/view/48586 Original research article in DOAJ/Scopus indexed journal 3 Effect of Second-hand smoke exposure or
Pulmonary Function Test and predictors of abnormal PFT, in children attending a tertiary care center in a semiurban area in South India“, 2022 Kalyani Pillai, Mohamec
Rabeeh International Journal of Science Engineering Development Research (www.ijsdr.org), ISSN:2455-2631, Vol.7, Issue 9, page no.100 - 104, September-2022
http://doi.one/10.1729/Jlournal 31832 Original research article in DOAJ indexed journal 4 Serum zinc levels and predictors of severity of acute lower respiratory tract
infections in children under five years of age 2021 Shisira Philip1, Jessie Jose2, Kalyani Pillai3, Vadakkoottu Krishnan Parvathy4 Sri Lanka Journal of Child Health, 2021
50(4):630-636 htpp://doi.org//10.4038/sljch.v504.9852 Original research article in Scopus indexed journal S Non-operatively corrected congenital knee dislocation: A
rare disorder 2020 Dr. Tharun C Vasrghese, Dr. Kalyani Pillai and Dr. S Ramaraj, JOS 2020 6(4): 668-669 © 2020 JOS https://doi.org/10.22271/0rtho.2020.v6.14).2400
Case Report in Indexed Journal 6 Diagnosis And Assessment Of Severity of Paediatric Pneumonia Using The Respiratory Index Of Severity (Risc) Scaring System 2021
Kalyani Pillai, Edwin Ros Sartho, Lekshmi T P, Parvathy V K Diagnosis And Assessment of Severity of Paediatric Pneumonia Using The Respiratory Index Of Severity (Risc)
Scoring System.Indian Pediatr.2021 Nov1558(11):1052-1053 PMID:34837366 https://pubmed.ncbi.nim.nih.gov/34837366/ Original research article in PubMed Indexed
Journal 7 "Use of online survey tools to conduct online medical examination during lockdown time” 2020 Varghese T.C., Pillai K., Ramaraj S., Use of online survey tools
to conduct online medical examination during lockdown time. Int.J.Med.Sci.Educ 20207(4):18-22 www.ijmse.com Original research article in PubMed Indexed Journal 8
Platelet Indices as an Acute Phase Reactant 2019 Pillai K, Premarajan S,Parvathy VK. Platelet Indices as an Acute Phase Reactant. J Pediatr Crit Care 20196(2): 15-17.
https://www.researchgate.net/publication/332920090JOURNALOFPEDIATRICCRITICALCARE Original research article in PubMed Indexed Journal 9 Asthma inchildren
with Alopic Dermatitis 2010 Kalyari Pillai ,Sandhya Acharya, tndian Journal Of Pediatric Dermatology 2010 vol12 nao 1 :6-9 http://www.jpd.in/ Original research articie
in PubMed Indexed Journal 10 Kasabach merritt syndrome: Management with interferon 2010 Acharya S, Pillai K, Francis A, Criton S, Parvathi V K, Indian Journal of(
Dermatology 2010:55(3):281-3 http://www.e-ijd.org/text.asp2 010/55/3/281/70705 Case Report in PubMed Indexed Journal COPRINCIPAL INVESTIGATOR Dr V-

Ramankutty MD(Paed),Mphil MPH Research Director Amala Centre for Research Promotion and Amala Cancer Research Centre Society , Thrissur Kerala 680555 Email:
rdamalacrcs.org Over 60 peer reviewed publications »

Institutional Support/ Facilities: Amala Institute of Medical Sciences is a tertiary care medical college with 100 seats for MBBS, 45 postgraduate seats for broad
specialties, and super specialty DM, DNB, and MCh courses. Amala Cancer Research Centre Society is in the same campus and has been recognized by the Department
of Scientific and Industrial Research (DSIR). The institute has state-of-the-art infrastructure and well-equipped laboratories. There is an Amala Centre for Research
Promotion at the institute that will help us in designing the study and data analysis. We are looking at a collaboration with the Amala Centre for Research Promotion

and Department of Community Medicine which will help us in training health workers, data collection, securing permissions in school and community, and data
analysis

Laboratory facilities (in-vitro/ in-silice) Institutional resources such as instruments/ equipment and other physical resources available for use in the project proposed animal house etc
not applicable

Conflict of Interest declaration (if any) nil

Duration (in Months) 33 Months
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# Name Institute Designation Email Contact No. Role in Proposal

1 Dr KALYANI PILLAI Amala Institute of Medical Sciences Professor pillaiskpillai@yahoo.co.in 9447834079 Pl
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Ana &S 7y
chOSe;, % ok
- "ﬂ Institute Designation  Email
s v _=zrumadathil Amala Institute of Medical Sciences Professor drsajucr@gmail.com
Bl LA AN KUTTY Amala Cancer Research Centre Professor kuttyr@gmail.com
Jhe
Documents consideration
Hect with
Email - SES . = . - Uploaded
dekEns Lemrmeat Name Applicable? Document
st MDy)
issyr -z supplementary information including figures tables flow diagrams Yes View
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s of -z zn.on & Attestation Form(duly signed by Head of Department/ Yes View
jn a e
‘ent
fng
ree Proposed Budget Details
of
hi. R Budget Manpower Budget Contingency  Consumables  Equipment
y “a Year (Rs.)
3 - :=:zer Research 1 0 0 0 0
| ’
1 65600.00 25000.00 55500.00 1247700.00
03l 3Clences
: Zzncer Research 2 0 0 Q 0
: irstitute of 2 734400.00 25000.00 25000.00 0
= :zl Sciences
- :: Zancer Research 3 0 0 0 0
~—z1 |nstitute of 3 1667040.00 150000.00 0 0
=z zzl Sciences
"ﬁ;e! in (Rs.): 2471040 200000 80500 1247700
Budget Breakup Details (Staff/Manpower)
= Budget Institute Designation No. of Require
Year Person(nos) Month(nos)
Year: 1 Amala Institute of Project Nurse - II 3 1
Medical Sciences
. ustification :For data collection
e Year: 2 Amala Institute of Senior Project Assistant 2 12
Medical Sciences
.ustification :For project management and team coardination
3 Year: 3 Amala [nstitute of Project Reseach Scientist 1 12

Medical Sciences

Justification :For research

Total Cost (Rs.)

-z .z'ng overhead

- Il (Non Medical)

Contact o

94953153z

9847060192

Remarics

T e g

equipment that neeos tc c=

for the study

declaration form

Travel
0 0
174000.00 6
0 0
0 3
0 0
0 0
174000 9
Cost Per
Person(Rs.)
23,200
30,600
77,720

Overhead

Overhead(Rs.)

3.00

0.00

0.00

Total(Rs)

1571806

784403

1817040

4,173,249.00

Total
Cost(Rs.)

69,600.00

734,400.00

932,640.00



Budget Breakup Details (Staff/Manpower)

4 Year: 3 Amala Institute of Senior Project Assistant 2 12 30,600 0.00
Medical Sciences
Justification :For project management and team coordination
Total Cost (Rs.)
including overhead
Contingency budget brealwp details
# Budget Year Institute Overhead Charges (Rs.)
1 Year: 1 Amala Institute of Medical Sciences 0.00
Contingency Name :initial costs
dustification :initial costs
2 Year: 2 Amala Institute of Medical Sciences 0.00
Contingency Name :contingency for research
Justification :for research
3 Year: 3 Amala Institute of Medical Sciences 0.00
Contingency Name :for publication and seminar
Justification :to disperse knowledge regarding the study
Total Cost (Rs.)
including overhead
Consumables Budget Breakup Details
# Budget Institute Consumables Name Overhead
Year
1, VYear:i Amala Institute of 1 Office Stationery 25000.00 25000.00 50000.00 2 Course material for training 3000.00 3.00
Medical Sciences 3000.00 3 Refreshments for training 2500.00 2500.00 4 Refreshments for participants 500
x 50 25000.00
Justification : necessary material for data entry,data collection and training
2 Year: 2 Amala Institute of office stationary 3.00
Medical Sciences
Justification : for data
Total Cost (Rs.)
including overhead
Equipment Budget Brealcup Details
# Budget Institute Equipment Name Equipment Equipment Equipment
Year Model Manufacturer Type
1 Year: 1 Amala Institute of International shipping cost Domestic

Medical Sciences

Justification :shipping costs of equipment, For research, accounting for fluctuations in dollar rates

Total (Rs.):

734,40

2,471,043

Total Cost(R:

25,000.(

25,000.01

150,000.00

200,000.00

Total
Cost(Rs.)

55,500.00

€

25,000.00

80,506.00

Total
Cost(Rs.)

198,200.00

1,247,700.00



Equipment Budget Breakup Details

* Proposed disposal :no disposal

10.0¢
rear: 1 Amala Institute of Steel tape
Medical Sciences
- =~ .z3tion :for research ,500 Rs each for 3 tapes
« =% Proposed disposal :reusable in clinics
Year: 1 Amala Institute of Harpenden portable anthropometer (Holtain Model
Medical Sciences for height, UL length 601)
==~ z2tion :3 numbers required for carrying out research , accounting for fluctuations in dollar rates
-+ of Proposed disposal :can be used in disabled children for anthropometry
Year: 1 Amala Institute of Shor knee height calliper
Medical Sciences
= “cation :3 numbers for research , accounting for fluctuations in dollar rates
:: of Proposed disposal :can be used in disabled children for anthropometry
-

Year: i Amala Institute of Printer
Medical Sciences

= “ cation :for data entry statistics ,research
¢ of Proposed disposal :not required

Year: 1 Amala Institute of Laptop / Desktop
Medical Sciences

—— ‘ication :for data entry statistics ,research

:: of Proposed disposal :not required

Travel Justification
Q ar Amount{Rs.)

Year: 1 T 17400000

.= fication :SL. NO PURPOSE RATE/trip Trips per month No. of manths No. of people ALLOWANCE JUSTIFICATION 1 Transport of team to field ? 1,000.00 12.00 12.00

Domestic 1,500.00
Domestic 83’0.000.90
Imported 87,000.00
Domestic 15,000.00
Domestic 75,000.00

Total (Rs.): 1,247,700.00

—_20.00 6 up and down taxi trip per month, each 71000 per trip x 12 months 2 Transport allowance for trainers ? 6,000.00 5.00 30000.00

174,000.00
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1962~ Community 1 6
10-23 medicine
epidemiology

Maximum of 10 primary research publications related to the proposal

a) Nodal Officer - AMALA-UNICEF Project on “Facts for Life”, b) Research Co-
associate-"Evaluation of Pulse Polio Program” conducted by IndiaCLEN. c)

Investigator-"Evaluation of Family Health Awareness Campaign”
conducted by IndiaCLEN. d) Project coordinator-WHO project on Hospital
Waste Management at the Institute of Maternal and Child Health, Govt.
Medical College Calicut. e) UNICEF project on timely achievement of
targets related to MDGs and f) UNICEF Project on HIV/AIDS Awareness
among adalescence.

Impact
factor of
Publication details in AMA style Journal
Breast Feeding Practices Among Post Natal Mothers In A Tertiary Care Hospital NA
In Thrissur District, Kerala, India. MV Sruthi, CR Saju, N Catherin, MP Jini, VK
Parvathy European Journal of Biomedical 3 (6), 473-477
The style of motHering and its determinants: a study among mothers of lower NA
primary school children. M Hasin, CR Saju, JM Mundodan, MP Jini international
Journal of Community Medicine and Public Health 6 (2), 808
Assessment and comparison of hygiene practices on complementary feeds NA
among mothers in the urban and rural area in Thrissur district, Kerala. BS
Kuruvilla, CR Saju, JM Mundodan, MP Jini Indian Journal of Forensic and
Community Medicine 6 (2), 66-69
A Comparative Study on Complementary Feeding Practices among Mothers in NA
Urban and Rural Areas in Trichur District, Kerala. BS Kuruvilla, CR Saju, JM
Mundodan National Journal of Community Medicine 11 (07), 294-298
Utility of Broca's index in assessing body mass: analysis of anthropometric NA
measures from a cross sectional study. JM Mundodan, CR Saju, VM Jashy
National Journal of Community Medicine 10 (11), 600-604
An assessment of the nutritional status of underfive children in a rural area of NA
Thrissur district, Kerala, India. R Priyanka, V Vincent, MP Jini, CR Saju Int J
Community Med Public Health 3 (12), 3479-3486
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ICMR CONCEPT PROPOSAL PART A

1 Title:
Developing a prediction equation for estimating height using segmental length for
useto monitor growth and nutrition in Indian children with physical disabilities

2 Summary:

Rationale: Height is essential for assessing growth and nutrition in children. In
physically disabled children direct height measurement is very difficult. The purpose
of this study was to develop a valid and reliable method for estimating height by
deriving an equation using segmental length, in non-disabled, healthy Indian children
and thus monitor growth and nutrition in disabled children.

Novelty: There is no study from India to assess height in disabled children using
predictive equations. The goal was to cover a larger age group range than those
previously published and to be simple enough for daily clinical use in disabled Indian
children.

Objective: We aim to develop prediction equations to calculate estimated height
using segmental length measurement for use in Indian children with disabilities.
Methodology: Across-sectional study that collects data from healthy children from 2
to 18 years of age in the community. They will be divided into 4 groupsof both sexes
based on age groups (2-5 years, 6-10 years, 11-14 years, 15-18 years). The Height,
UA (Upper Arm length), KH (Knee Heel length), and T (Tibial length) measurements
will be taken using portable anthropometric measurement tools by a trained team.
Expected outcome:We propose to develop several prediction algorithms and test
the algorithm in a test sample that isnaive to the algorithms. The performance of
different algorithms will be assessed,andthebestonechosenforrecommendation. The
development of anthropometric protocols, that emerged from such research, would
benefit the follow-up of children with severe psychomotor disabilities

3 Priority area:
Reproductive, Maternal and child health,Nutrition
Childhood malnutrition*

4Keywords:
Segmental length, height, height prediction, disability, children, India

5Abbreviations:
WHO World Health Organization
BMI body mass index
CP cerebral palsy
UA upper arm length
KH knee heel ilength
T tibial length

6 Problem Statement:
Anthropometric measurements provide simple, non-invasive methods to assess the
nutritional status of childrenMonitoring linear growth and nutritional status is critical



rinted «

for diagnosis of malnutrition in children. Even though there are certain
challengessuch as ethnic variation, assessment in normal childrenis generally
straightforward using standardized growth charts. For children with cerghrat palsy
(CP) and similar neurodevelopmental disabilities and children with physical
disabilities who are more likely to be malnourished compared to normal children,
assessing their growth and nutritional status is challenging. There are no growth
curves made specially for them and it is difficult to collect anthropometric datain
such children.Given the importance of accuracy in height measures to evaluate
growth and nutritional status in children, it is crucial to carry out research to
establish an equation to predict height for use in children with physical disabilities in
whom both growth and nutritional status are likely to be affected. The develgpment
of anthropometric protocols, that emerged from such research, would benefit the
follow-up of children with severe psychomotor disabilitiesandfacilitate the accurate
assessment of nutritional status in field studies.

7 Rationale of the study:

According to the State of the Education Report.for India 2019 by UNESCO, India is
home to 8 million children with disabilities.(1)In the 2011 census, around 7.62
percent of India's total population with a disability was children. (2)

The World Health Organization’s (WHO) growth curves provide health professionals
with a valuable tool for monitoring the growth of children and adolescents.However,
these charts for weight, length, height, and body mass index (BMI) according to
gender and age were created based on healthy subjects. (3) As such, they do not
include children with physical disabilities both psychomotor and orthopedic, in which
measuring recumbent length and height is unreliable if a child has contracture, high
tone, scoliosis, or poor cooperation interfering with the optimal positioning.ICMR
has in December 2023, called for expression of interest for applications to
participate in data collection for a multi-growth reference research initiative to
generate growth references for Indian children with no constraints to growth. This is
the ideal time to think about the disadvantaged population of children, those with
disabilities. In children with motor limitations, as in the case of cerebral palsy (CP),
height measurement is currently performed by segmental measurements, as
proposed by Stevenson in 1995. (4) According to the author, height can be
estimated by using the equations he proposes with each measured segment: upper
arm length (UA), knee heel length (KH), and tibial length (T). These equations are
availablefor Caucasians, Latin Americans, Africans, Australians, and certain Asian
populations.(4,5,6,7,8,9,10)No such equation has been derived for our Indian
population by Indian researchers. (11)A systematic review byLamounier JA et al (3)
highlights the limitations of various studies.Most studies lack age group
stratification.Of themeasurement technigues employed, only some of the studies
diduse a suitable instrument. Because these were all cross-sectional studies, there
was no follow-up of the populations studied. In addition, the samples evaluated in
these studies were mostly small. However, there are not many articles on the topic
addressed in the review of literature. Thus, given the importance of the accuracy of
height measurements to assess child health, further research is needed to establish
height predictive equations from segmental length.The estimated stature may be
plotted on standard growth charts to monitor growth and nutritional status in Indian
children with disabilities. This may help in the early pickup of malnutrition in this
traditionally disadvantaged population of children

8 Hypothesis/Research Question:



)

Using a normative sample of non-disabled healthy Indian childrenzc =2 = e
eguations,can segmental length be usedto estimate heightin physicz , = =0 =
Indian childrento monitor growth and nutritional status?

9 Study Objectives:

1) To determine the anthropometric measurements (height and segmz-:2 = =
in @ normative sample of non-disabled healthy Indian children.

2) To developand assessthe performance of prediction algorithmsfor est ~ =
height using different segmental lengths.

3) Torecommend the best one as a height-predictive equation using segm =" -
length.

10Methodology:

a)Study design:cross-sectional study
b)Study area: The community and schools in a panchayathin a semi-urban diz:- == -
a state in South India, India

¢) Study samplingand sample size:
Subjects will be enrolled by consecutive sampling

The study involves children aged 2-18 years. They will be divided into 4 groups (Z-=
years, 6-10 years, 11-14 years, 15-18 years) respectively.

The predictors involved in the study are age, gender, Height,UA (Upper Arm lengtn
KH (Knee Heel length), and T (Tibial length).
ConsideringthatthereareSpredictors,weproposetotake20childrenperpredictoraccour
ting for a total of 100 children per stratum, (i.e., 400 children in the training set)
todevelop the prediction algorithm. Further, we will recruit an additional 25 children
in eachstratum, a total of 125 children, to be included in the test set to validate the
algorithm
developed.Thetotalsamplesize,therefore,willbe500,with125childrenineachofthe4
age groups selected

d)Project implementation:

Healthy childrenfrom 2 to 18 years of age and both sexescoming to the outpatient
clinic on a routine visit or from school visits in the panchayath will be included in the
study.

Children with an amputated limb(s), inability to move, and chronic disease that
could affect or have affected their growth,who were unable to cooperate for
measurements will be excluded.

Anthropometric measurements of interest -Height and UA,KH, and T as segmental
lengthmeasurements will be taken during a routine outpatient clinic visit or school
visit.Study tools used are portable anthropometric measurement tools include

Portable Stadiometer

Shor knee height measuring caliper

Harpenden Anthropometer to measure standing height and arm length
flexible steel tapes.

The same team of trained health workers will perform the measurements during the
course of the study. To assess repeatability, all the measurements will be done in



triplicate on a subset of subjects by the same examiner, and with repeated
measurements separated by equal time to lessen recall bias. All unilateral
measurements will be taken on the left side of the body. All measurements will be
recorded to the nearest 0.01 cm.

Informed consent will be obtained from parents, and assent will be given by children
where possible.

Operational definitions for various anthropometric measurements will be defined
using standard references. (12)

e)Statistical Analysis

The study aims to develop a prediction algorithm for estimating height using
segmental length. In our exercise,we Propose to develop several prediction
algorithms in an adequate sample with a minimumsample size of 20 for each
predictor variable and test the algorithm in a test sample that isnaive to the
algorithms. Then the perfarmance of differentalgorithms will be assessed
usingstatisticalp rincipiesoferrorreduction,andthebestonechosenforrecommendation.

11 Expected outcomes:

a) To develop several prediction algorithms using different segmental lengths for
different age groups and both Sexes to predict estimated height.

b) The performance of different algorithms will be
assessed,andthebestonechosenforrecommendation.

The development of anthropometric protocols, that emerged from such research,
would benefit the follow-upof the growth and nutritional status of children with
severe psychomotor disabilities.

12 immediate next steps following the end of the project
Clinical application of segmental lengths to populations in whom it is difficult to
measureanthropometric data. Specialized growth charts have been developed for
many other conditions, including Down syndrome, 18 Prader-Willi syndrome, Turner
syndrome, De Lange syndrome, and even meningomyelocele. There is a great
needfor diagnosis-specific reference data.Future research may lead to a specialized
growth chart for CP.

13 Whether the study is going to generate new intellectual
property

We will be developing several prediction algorithms for estimated height using 3
segmental measures in 4 age groups in both sexes for an Indian population. The
performance of different algorithms will be

assessed,andthebestonechosenforrecommendation in each age group.No such
equation has been derived for our Indian population by Indian researchers.

14 Timelines with achievable targets

Project Tasks Duration (start) Time required (in months)
Regulatory Approvals 0 3
Staff Recruitment 3 2
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1727 Training 5 1

Field Data Collection 6 9
Data cleaning & Consolidation 14 6
Data analysis 19 6
Dissemination of information 25 3
PROJECT PLANNER
Duration (in months)
0 5 16 i5 20 25 30
Regulatory Approvals  [EEEE
Staff Recruitment 5aa)

-2 Staff Training

(1]

i

w Field Data Collection

QO

5) ) _—

& Datacleaning & Consolidation

Data analysis i)

Dissemination of infarmation

According to this plan, the project will take 2+ years (2 years + 4 months).
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+zcreviations Only standard abbreviations should be used in the text. List ASHA - Accredited social health activist AWW - anganwadi workers ICDS - Integrated Child
2z -eviations maximum of ten may be given as a list. Development Scheme BI - Breteau Index

#zolem Statement (up to 500 words): State the currently available information to present the problem adequately.
-z7zue s a fast emerging pandemic prone viral disease in many parts of the world.1Dengue virus is the most geographically widespread Arbovirus and is a major
.= < health threat in the tropics and subtropics. Of the 3.5 billion people around the world living in dengue endemic countries and at risk of contracting dengue
:* 1.3 billion live in dengue endemic areas in 10 countries of the SEA Region.2 The number of dengue cases reported to WHO in South East Asian(SEA) region has
czzzed by 46% (from 451,442 to 658,301) from 2015 to 2019.2 The current situation of the high burden of dengue cases in the SEA region is coupled with the
- :==ce of effective treatment, and lack of comprehensive sustainable vector control. 2




“ionale of the study (up to 250 words) Mention how the research question addresses the critical barrier(s) in scientific knowledge, tecrr

___—-relevance to local, naticnal and international context with relevant bibliography.

crimarily aims to prevent development of aquatic stages of mosquito larvae by reducing breeding source.(3) These methods =
‘ne long run with minimum maintenance and surveillance. On the other hand use of insecticides are becoming difficult due 12 22 = -
“secticides. The source reduction activities are further classified into elimination or reduction of breeding sites primarily involvirz = -

=~ti-larval operations causing the reduction or permanent elimination of mosquito breeding places or sites are defined as scur

-'zinage, drains and by drainage in irrigation schemes. The environmental manipulations include changing the salt content of wate: = S
:s2ls etc. which are relatively difficult to implement. Throwing of disposable/used tea cups, glasses, buckets, tyres, utensils is a very cz - eIty
s :rticularly in residential urban settlements, irrespective of slums or organized localities. During monsoon and peri - monsoon mor:-: = = -
:zntainers become enormous potential breeding sources for both Anopheles and Aedes vector mosquitoes. Open tanks, overhead ana - - — et
{5 in urban, peri-urban or semi-urban locality are also potential breeding source. Shortage of potable water to slums dwellers forced 1= - - -
“znstruction sites has high breeding potentials. Labourers engaged in construction activities were often from malaria and dengue enden :
:z:=ntials in construction sites with asymptomatic carriers of malaria parasites caused severe malaria outbreaks in New Delhi.(3) Concrate --°
: zcer drainage may lead to water collections, during monsoon months forming breeding sites. The above described breeding sources in uro:

:2: are therefore considered for comprehensive source reduction by involving communities, residential welfare associations, various religious 5:- _
-~ zals, hospitals, gram panchayats, office building, local PWD or CPWD, Railways and municipal bodies/corporations.

- szothesis/ Research question (up to 100 words) : Will Community participation, field workers training and involvement of multiple stakeholders 7o~ -
-z zmentation of source reduction activities reduce the Dengue disease burden in an urban area of Thrissur District.

i




Methodology

Include objective-wise work plan under the following sub-headings:
Study Objective No. 1
Study Objective : T, assess the basefine knowledge, atityde and practice regarding Dengue disease ang its vector source reduction activities.
Study Design : Cross sectional
Study Area : Community
Sample Size : The selected corporation consists of 55 divisions. Each division contain 250-300 households. 10% houses of each division will pe surveyed

-
of field workers, j.e. 30 houses per division Sample size will be 30 x 55 e 1650 Sampling Technique - Systematic random sampling - every 10th house will
/ one house in each lane

ICDS Supervisor, NGOs (eg.Kuriakose Elias Sevice society), Youth groups co- ordinator (eg. NSS co-ordinator), Cummunity Medicine faculty and an Entomg|
Executive body: Principal investigator NVBDCp program officer pybiic health expert Entomofogfst CDPO District Program manager District Corporation
supervisor. A pre- test survey will be conducted with the help of field warkers to assess the awareness leve| of the Population, larval indices and acute febrile
cases. Vector breedmg Sources detected will be removed. i, Preparatory activities: There aretotal of 290 field workers (ASHA and Anganwadi teachers) and 3 i,
of 50 other volunteers will be identified from the community and youth groups. TOTs will be conducted for them to train them for required field work. Incentiv
be provided for the survey conducted. -Resource materials and teaching modules for the workshops will be Prepared. -Development of GIS enabled applicatic
recording field level data, -Health education videos and reels to be circulated via social media.

Design of Statistical analysis : Descriptive Statistics. prevalence will be assessed in Ppercentages

Study Objective No, 2

Study Objective : 2. To improve awareness regarding dengue angd vector control methods among the stakeholders ang implement source reduction with communi
participation

Study Design : Quasi experimental
Study Aren : Community

Sample Size - Field workers ang volunteers from the study area.The field workers consist of ASHA(155) workers and Anganawadi workers(135), along with them
volunteers will be involved (50 - 100) total - 350 1o 400

Study Objective No. 3
Study Objective : To assess the outcome of source reduction activities and community participation jn reducing the vector burden and dengue disease burden
Study Design : Crogs- sectional
Study Area : Community
Sample Size : 10% of total population - 3¢ houses in each division -Sampling - systematic random sampling

Project Implementation Plan : post - intervention survey: After conduction of health awareness sessions and source reduction in al) the areas post test survey will be
conducted. The district co-ordination committee meetings will be held at least once in 3 months and executive body meeting at least once a8 month to assess and

guide the progress of the activities, Bast block/ division 1o achieve good squree reduction will he identified and felicitated in the District committes meetings. Multi -

sectoral involvement i)y be given prime importance



Methodology

Include objective-wise work plan under the following sub-headings:

&= = amosucal analysis : Descriptive statistics, pre and post intervention differences will be checked using paired T test and Wilcoxans signed rank test, tests for
Eerycst (5w Square)

==:d1 outcome/ Deliverables aligned with research question (up to 100 words): 1. Increased field awareness - regarding Dengue, its transmission anc
= =n. Importance of source reduction. 2. Reduction in the Larval Indices (Breteau Index and House Index) 3. Reduction in the Dengue outbreaks

r=z.2te next steps following the end of the project(up to 100 words): Ensure continuity and sustainability of the activities. Scaling up the activities to other

vith the hel; »= <1 the study is going to generate new intellectual property: Yes.
be SUrveye.

==.~5 with achievable targets Download

Strict level

Proposal Details (PART-B)
'edge ang

N Heajth remimaty work done by the Pl including the source of funding (up to 250 words): A small scale project was rolled out within the campus premises when the

w . ’ 2 : ;
, Orkers/ 22x{BI) was found to be abave 100. All sections of workers from the cleaning department till the doctors and management were given health education and
logist. ji . . ) . G . ) .
’let. . - z3urce reduction activities. Weekly source reduction drives were conducted under the leadership of the entomologist, involving the gardening, security and
1 ) ; z : : :
jea!tﬁ z:czrtment, This multi - departmental involvement led to reduction of BI to less than 5. Campus was deciared to be aedes mosquito free campus.
2 illness
Nimum.
- g = zxperience of the research team (Highlight only salient points (along with 5 relevant publications) that provides confidence to reviewers that team can implement the project wiin
es y : ot
B -ﬁ ? i team consists of well experienced and dedicated members. Team includes an entomologist who has conducted similar projects successfully.
ar
——_ 3! Support/ Facilities: The Institution supports and promotes research. There is a Reasearch unit dedicated to helping and guiding faculties in research.
—cmzanzry facilities (in-vitro/ in-silico) Institutional resources such as instruments/ equipment and other physical resources available for use in the project proposed animal house etc.
- —=." 27 hzs a well established entomology lab that can support the implementation of the said project.
L. 2F Interest declaration (if any) Nil
ty

Serwee (in Months) 24 Months

Investigator Details

Role in
b Institute Designation Email Contact No. Proposal
2r tzeffi Francls Amala Institute of Medical Assistant steffimaliakel@gmail.com 9539116548 PI
amizeel Sciences Professor
5 : ar Wemzmed Rafi M Amala Institute of Medical Entamologist mohamedrafi920@gmail.com 9747913254 Co-PI
Sciences .
B Seati MV Amala Institute of Medical Associate sruhar086@gmail.com 9495966828 Co-PI
Sciences Professor
*-z* 33ju Cherumadathil Amala Institute of Medical Professor drsajucr@gmail.com 9495315986 Co-PL
Sciences
Documents consideration
Is Uploaded
Document Name Applicable? Dacument Remarks
Czclaration & Attestation Form(duly signed by Head of Department/ Director) Yes View Declaration

2 Zditional supnlementary information including figures tables flow diagrams etc can be shared as Yes View declaration




- Institute

Amala Institute of
Medicaf Scienceg

Amala Institute of
Medical Sciences

Total in (Rs.):

# Budget
Year

1 Year: 1

Budget
Year

Institute

Amala Institute of
Medica| Sciences

Manpowe, Budget
(Rs.)

2801000.00

2801p00

Budget Breakup Details (Staffy

Designation

Senior Project Assistant

Justification For data analysis and writing the report

2 Year: 1

Amala Institute of
Medical Sciences

Proposeqd Budget Detaijls

Cnnh‘ngency

25000.00

25000

No. of

Person(nos)

Justification :For office documentatr'on. fémmunication and administranve activities

3 Vear: 1

Amala Institute of
Medical Sciences

Data Entry Operator

Justificating :For field survey data entry and Management

4 . Year: 1

Amala Institute of
Medica| Sciences

Project Technica)
Support - |

Justificatioy For field Support and €o-ordination

5 Year: 1

Amala Institute of
Medical Sciences

Project Technical
Support -]

Justification, o assist the entomologist and in fielq Wwork

Year: 3

(=)

Amala Institute of
Medica| Sciences

Project Research
Scientist - | (Medical)

1

Consumables Equipment Trave|

8985000.09 76000.00 500000.00
0 0 0
8585000 76000 500000

Manpuwer}

Require Cost per
Month(nos) Person(Rs.}
3 30,600
12 26,800
12 29,200
12 18,900
6 18,000
8 67,000

Overheaq
o]
0
o0
Overhead(Rs.)
0.00
0.00
0.00
0.00
0.00
0.00

Total(

12387¢

12,3870

T
Cost(|

21800

321,600.0,

350,400.00

226,800.00

216,000.00

Justification for Preparation of Trai'nr'ng Modules, overa| Co-ordination with the district health officers, liason officer, Resource Person for TOTs, supervision of field

activities

7 Year: 1

Total Cost (Rs,)

Including Overhead

# Budget Year
1 Year: 1

Total Cogt (Rs.)

mciud\'ng Overhead

Amalz Institute of
Medical Sciences

Instityge

Project Research
Scientist -I{Non
Medical)

Contl‘ngency budget breakup details

Amala Institute of Medicaj Sciences

0.00

Overheaq Charges (Rs,)

0.00

1,058,400,00

Total Cost(Rs.)

25,000.00

25,000.00



Tolal(ﬂs )

Contingency budget breakup details

wtemar © 2 smooth and effective roll out of the project and publishing the findings

123870,

‘-2,387,000.0:

Hiodget
taar
vzar:l
Totat
Cost(rs,)
91.300_00

memeec h2me :Development of GIS enabled software - 15,000 Printing of questionnaires/ forms - 10,000

Consumables Budget Brealwp Details

Institute Consumables Name Overhead
Amala Training of ASHA Workers Anganawadi workers a) Training Module - Rs. 50,000 b) Refreshments - 0.00
Institute of Rs. 10,000 c) TA/DA for field workers Rs 1,00,000 Organizing Community Awareness sessions to

Medical entire population at Thrissur Carporation Thrissur corporation — 55divisions 1 Division- 7000

Sciences Papulation (14 sessions(500 each) for covering 7000 population) Rs 10,000/ session x 14 x 55 will

be Rs 77,00,000 Incentives to ASHA and anganwadi workers - Rs 50/house covered (including pre

and post survey)- 50 x 300 houses x 55 divisions - Rs. 8,25,000 Organizing a district level

workshop - Rs. 3,00,000

as=cation @ consumables, refreshments and other expenses of conducting district level workshop , incentives for ASHA/ AWW Volunteers

500, ‘“é “25t (Rs))

; z.2thead

100
Budget
Year

Year: 1

w=="ication :For data collection and GIS mapping of cases and vector breeding sites by needy ASHA/ AWW worker/volunteer

Institute

Amala Institute of Medical
Sciences

Equipment Budget Breakup Details

Equipment
Name

Tablet

Equipment
Model

wzze of Proposed disposal :it will be returned to ICMR upon completion of project

Year: 1

Amala Institute of Medical
Sciences

Laptop

=0 1~ fication :For GIS software development, data entry and other technical purposes

w222 of Proposed disposal :will be returned back to ICMR

Year: 1

".~fication :For data collection and GIS mapping of cases and vector breeding sites by needy ASHA/ AWW worker/volunteer

Amala Institute of Medical
Sciences

Tablet

Wzze of Proposed disposal :it will be returned to ICMR upon compietion of project

: Year

Year: 1

Travel Justification

Amount(Rs.)

500000.00

Equipment
Manufacturer

~rxi¥ication :For coordinating District Committee meetings, Field survey, organising field level workshop

i
o
w

500,000.00

Equipment
Type

Domestic

Domestic

Daomestic

Total (Rs.):

25,000.00

Total
Cost(Rs.)

8,985,000:00

8,985,000.00

76,000.00



Short resume Pl/Co-pp

Number of articles i Pub Role
Name of Pl/Co-pj DoB Domain Expertise Med (Past 19 Years) h-indey Fellow of Acadernics Propp
Prof Saju Cherumadathil 1962-1¢0- Epideméoiogy, Public 2 2 nil Co-pp

23 health

Maxitim of 10 Primary research Publications related ¢q the Proposal

Impact Alithor type (firsy Name of polf'cy/programme/ protoca|
factor of corresponding, document or patent/commercia!izatlon (

Publication details jn AMA style Journaj oauthor) products where Cited.

Soarya s, Mengn VTK, Sajy CR, Rafi M, Joshy v . The knowledge, attitude 0 €o-author nil

and Practices gpy Mosquito borne diseases dmong People in 5 "ural area jn

Thrissur. Commun Dis 202p 52(4).66 69

Vaz C, Harikuma, A, Mundodan IM, Raf; M, Saju CR. Mosquitg densizy in 4.52 Co-author nil

fural Kerala: 4 study on the trend of Aedes farya) indices pyey Monsoon in 4

fural area of Thrissyr district India Int J Communlty Med Public Health

20196:1-5

VT Krishnadag Menon, Jerry Rachel, cg Saju, M Mohameg Rafi, Vidhy pg 4.52 : Co-authgr nif

{ 659-663,
|
,’ Experience as In Vestigato,
| Title of the Project Rale Funding Agency Amount of Fund;'ng Reference of main bublicatigng
UNICEF Project on timely achievement of targets related tq MDGs Co-pPI Unicef 153000,0¢ nil
UNICEF Project on HIV/AIDs Awarenesg 3Mmong ado!escence. Co-p1 Unicef 25150000 nil
UNICEF Project on "Facts for Life" Co-PI Unicef 1197000,0p nil
Ongolng research Projects (fundeq by ICMR)
Project 1g Title Grant Amount Start Date End Date
i Number of articles jn Pub Role in
| Name of Pl/Co.p; Dos Domain Experﬁse Med (Past 19 Years) h-index Fellow of Academics Proposaj
Or Sruthi p v 1986-11- Epl‘demr‘ulogy, Public 1 2 nil Co-pp
04 heaith
Maximum of 10 Primary research Publicationg related 1o the Proposg|
Impact Author Ype (first, Name of po!icy/programme/ brotocol
factor of corresponding, dowment or patenr/commercia lization of
Publication details iy AMA style Journal ceauthor) Prodycts Where ¢ited,

The Role of Health Education on Larya) Indices and Feyey Cases from Rural 4.58 Co-author nil



Short resume P1/Co-PI

Amount of
Funding

50000.00

Experience as Investigator

Reference of main publications

Jose NK, Sruthi MV, Rachel J, Jerome K, Vaz C, Saju CR. Barriers and facilitators
of noncommunicable disease (NCD) prevention in Kerala: A quzlitative study. J
Family Med Prim Care. 2022 Jun11(6):3109-3114. doi:
10.4103/jfmpc.jfmpcl47121. Epub 2022 jun 30. PMID: 36119306 PMCID:
PMC9480671.

Ongoing research projects (funded by ICMR)

AT e e Role  Funding Agency
By
=~ =3 and Co- financially supported by
Noner - Pl Achutha Menon Centre
- 1 Tizase for Health science
= 2= in Kerala studies Trivandrum.
of
== Title Grant Amount
- r T, C15.3 DOB Domain Expertise
: “izlizkel 1991-10- Epidemioclogy, Public
28 health
o
!- —
I
,.I + zz12ll5 in AMA style

s == . Maliakel, S. F. (2021). A comparative study on the health
. :-2 substance abuse among the tobacco farmers and non-

Number of articles in Pub
Med (Past 10 years)

Start Date End Date

Role in
h-index Fellow of Academics Proposal
1 nil Pl

Maximum of 10 primary research publications related to the proposal

Impact Name of policy/programme/ protocol
factor of Author type (first, document or patent/commercialization of
Jjournal corresponding, coauthor) products where cited.
0.9 corresponding nil
author

- ‘irmers in hassan district, Karnataka. Indian Journal of Occupational

-znmental Medicine, 25(1), 33-38.

Experience as Investigator

1 project Role  Funding Agency
:==zction of oral cancer — Co- Karnataka State
-z~ of oral premalignant lesions. Pl Anti-tobacco cell
=~ :2 of lodine deficinecy disorders Co- NIDCCP
-, — +22rs schaal children in Hassan PI
-~ :* Tobacco farming on health Co- Karnataka State
: ~ood of tobacco farmers PI Anti-tobacco cell

Amount of
Funding

50000.00

100000.00

50000.00

Reference of main publications

Indian Journal of Cancer 58(Suppl 1):p $45-570, December 2021

nil

Indian journal of occupational and environmental medicine, 2021,
25(1), 33-38. https://doi.org/10.4103/ijjoem.JOEM4120

Ongoing research projects (funded by ICMR)

twme of Pl/Co-Pi

:~:med Rafi M

Title

DOB

1971-05-
24

Grant Amount Start Date End Date

Number of articles in Pub

Role in
Domain Expertise Med (Past 10 years) h-index Fellow of Academics Proposal
Entomologist 0 2 entomologist Co-PI
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Short resume Pl/Co-PI

Maximum of 10 Primary research publications related to the Proposal

Publication details in AMa style

Communicable Diseases (EISSN: 2581-351x P-ISSN: 0019-5138) 52

study on mosquito density in ruraf Kerala before ang after floods, Internationa|

Impact Author type (first,
factor of corresponding,
Jjourna| coauthor)

0 Co-authgr

0 €o-author

529 co-author

0 <o-author

452 co-author

452 co-author

452 First

Experience g5 Investigator

Title of the project Role Funding Agency Amount of Funding

Ongoing research projects (funded by ICMR)

T ————

Name of poh‘r:y/programme/ pra
document or Patent/commercialj
products where cited.

ni

nil

nil

nil

nil

nil

nil

Reference of main publications

Project 14 Title Grant Amount Start Date End Date
Declaration

B4 Piease heck the checkboy I hereby declare that the entries in this form and the additigna/ Particulars, jf any, furnished herewith are true to the best of my

know!edge and belief | understand that in the event of my information being found false or incorrect at any stage, my Project/broposal shaj| be liable to cancellation /
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Annexure-\
Ref. ICMR-Call for Application: Intermediate Extramural Grants 2023

Title of the project: Sarcopenia Reduction Strategies for Fall Risk Mitigation in Elderly — a Multicentric
Quasi Experimental Study Comparing Community and Hospital Based Approaches in Kerala

Name of the PI: Dr Maliakel Steffi Fr.

Name of the Institute: Amala Institute of Medical Sciences, Thrissur. Kerala

Declaration & Attestation
We hereby certify that:

i.  We have read the terms and conditions for [CMR Research Grant. All necessary Institutional facilities
will beprovided if the research project is approved for financial assistance.

ii. The equipment(s) that is being requested as part of this project is/are not available in the
Institute/Department
/or these are available and are being used at full capacity (Strike off the inappropriate one)

iii.  The equipment(s) requested as part of this project have not been purchased earlier from the funds
provided byICMR for previous project(s) in the Institute.

1v. No utilization certificate (UC)/ statement of expenditure (SoE) final report is pending for earlier
ICMRproject(s) under the PI and the final report(s) for earlier projects have been submitted.

v.  The project has not been submitted to any funding agency or institution other than the ICMR.
Vi, The PI does not have more than 5 (five) ICMR projects at present as a Principal Investigator.

Vil We understand that ICMR shall only fund for the project positions, as enumerated in the criteria for
engagement of Non-Institutional Project Human Resource Positions, purely on temporary contractual
bhasis. ICMR has apprised us of this rule and we have carefuily noted it.

\iii.  The Pl and Co-investigator(s) hereby submit the ICMR Declaration of Interest form in rescribed format.

ix.  Thename of the Statutory Audit Authority of our Institute is as follows:

[Please attach a copy of the resolution if a private firm is engaged]

x.  Registration/Unique ID no. assigned by NITI Ayog, Gol (on DARPAN Portal) (applicable only for
NGOs):

xi.  CV ofthe investigator and Co-Investigators is/are attached in prescribed format

Name Stgpa re -
- 0324
a) Principal Investigator Dr Steffi Francis g cf,c—‘ 33) (i ﬂ{,
s ,- pD5" -
b) Co-Investigator(s) Dr Sruthi C M /@m)( . o

D, ao @b - 24

‘ - lg.05 " Y
Dr Noufal / :,( 7 &
Dr Betsy A Jose m{\ . g $0-0%" 24
Dr Nithin C M 59”- "’ - A0 03 )_,_E,
Dr C R Saju ’2\{ (Q_D‘Df)'i%
Dr Christy Maria % (\ .

; Sp-03 LY.
Dr Roshni § S L i |
e

c) Head of the Department Dr C R Saju

B S o

l
Slgnature of the Head of the Insntutlon with seal

fr. Julious Arakkal CMI

Date: 21} IO%]Q(T Director



