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Research Advisory Commitiee

. CALL TOORDER
Praf. (D¢ Lajva Devi Goval {Dean Research) called 1o order the meeting for

discussion al 03:30 PM on 27.04, 708G

= The following members were presenl in the meeting: -
Prof, Dr. Lajya Devi Goyal, Profl (Dr] Anuradha Raj, Dr. M. Altaf Mir, Dr. Sivanantham

Krishnamoorthi, Dr. Shailendra Rana

The Tollowing members did oot attend the meeting:
Prod, Dr. Rakesh Kakkar, Praf, Dr, Gurvinder Pal Singh, Prol. Dr. Ajay Kumar,

1. AGENDA

Fallowing research projects were discussed by RAC and sent the subsequent comments:

| 5. No. I| ' Pl Title of the Project Comments
| | .
| | Genomics of colbstin 1 .

| * If fund available from

| t Bhawna Sharma | cloacae complex s
|  (Microbiology) | causing  sepsiss A coordinating center, [EC of
coordinating center to be

| | mullicentric
| | abservational study.

L 5 i

attached,




5. No. Bl

Comments |

7 Dr. Bharat Udey
- (Pevchiary)

Title of the Project
Decoding the
milamemation-
dementia dAxig:
peripheral blood
biomarkers and

mechanistic  link
human

Ty

Kindly explain the method nt'_ll
sample sice caleulation., why
did you take 15 control
group sample and 13
experimental group sample?
Cytokines (11.-6, TNF-w, 1L
18, IL-10) are mentioned,
bt no clear justification for
selecting these markers
specifically:

Kindly explain diagnostic
eriteria of Dementia?

Mull hypothesis 15 not
mentioned,

Who is going to fund for
biomarker analysis?

Will you be able to examine
the sample of all 30 patients
and make result within 6
manths of duration?

Who will bear the

armamentarum cost, kindly
elaborate?

How will you transport the
sample 1o central university
and what is the time period
from sample taken to
reaching al the Central
university, is there any
specihic criteria?
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8. No. Pl Title of the Project Comment
= No funding details provided.
Any project stafT invelved in
. . the sample processing,
:li:i:;;:lﬂh |§:|:IF: o [EC of collaborating
it mstiiule, .
bhetween Cixacdative : . ;
a [r, Bharat Lidey Girags and  Demeatie: s Lise ﬂ.f Biological! hazardous
3, (Psychiatry) Periphoral  Biomarker | materials: :
rofiling and Pathway | ® Sample size calculation with
‘ E:.nal q-:: . reference study.
| e e 80D related marker
| justification.(as mention Dr.
| | _
‘ Cenomic and | s Form 2- Funding details
I ' '
' X - MISSINg, |
ﬁ ‘ Lﬁ;:::fz?u lizn s [FC of PGI not mentioned
- . any study type but you
: Bhawna Sharma :}E Ej:ie:z::;phnmums mentioned multicentric
| (Microbiology) | 2P L i observational study. Please
4 decipherment ol 115 Clarify
' virulence potential: A : :
| Mu]ti-::entrfn: = Need updated [EC
observational study certificates from Nodal P
' 1. Title Issues
o The title iz excessively long and
arammatically awkward,
« “Patient’s” shauld be replaced with
. Cross-cultural “Patients™ or “Patient Aftitudes,”
‘ hda.EEa’::un r TE »  “Hindi speaking™ should be
d Vah ation ol i o e 3 g
P T International  patient’s yphenated as "Hindi-speaking,
DrsTl S| Attitudes to prevention | o yyidation™ should preferably be
: Singh Ramd |, opgl - Health e
(Dentistoy) Questionnaire for termed “psychometric validation.
Hindi speaking | @  The word “International” appears
| f;;:lmmn of North redundant unless of ficially part of
| the questionnaire name.
2, Study Design Problems
» The study inconsistently describes
itself as cross-sectional, validation,




= _

Pl

Title of the Project

Comments

and cross-culturel adaptation study,

s Transtaticen, pilotestng,
validation, and retiability phases

are not elearly separmted.,

3. Primary Outeome Problems
Primuary oulcome is vaguely

deseribed as a culturally valid
guestionnaine,
e Wo predelined psychometric

threshilds are provided,

4. Sample Size Issues
o Smmple size of 300 8 not

statistically justified,

= Mo itom-to-participant ratio or
power analysls is provided.

» Tolal questionnaire item count is
not clearly stated,

5. Staristical Weaknesses
e Only Exploratory Factor Analysis

(EFA) is planned
* Confirmatory Factor Analysis
{CFA} should ideally be included.
s No mention of KMO test, Barlett's
test, rotation method, or scree plot.

* Mo handling strategy for missing

data.

6. Questionnaire Description Missing
e  MNumber of domains and items are

not properly described.
* Scoring system and interpretation

are ahsent,

T. Translation Methodology Weaknesses
»  Translator qualifications arc not




[ witte ot the Projeet

speciled.
® MNo mention of recons Hatlon

methods or semantic equivalence
testing,

= Nostandardized guidelme
referance such as ISPOR or Beaton

guideting,

. Cognitive Debreefing Problems
Pilot tesling procedure is poorly

=

deseribed,
» Nostructured cognitive
interviewing method is mentioned.

9. Sampling Problems .
Sampling method is not specified.

Selection bias 1s likely due 1o

OPD-hased recruitment.

1), Population Hepresentntion Issues
s North Indian Hindi-speaking

popelation s highly heterogencous.
s Mo siratification by literacy,
socineconomic status, or diaicet,

1. InclusionExclusion Criteria Issies
o [|literate [inds speakers are

excluded, reducing
penerializability.

« Important exclusions such as
paychiatric illness are not

menlioned.

| 12. Test-Relest Relinbility 1ssoes
e Mo retest sample size 1s provided.

e Mo lCC cutoff values are

mentioned,

1. Ethical Weaknesses =~~~




Iﬂ-ﬂm’ o

Title of the Project

e

L Commaents

e | hin 1||-r.-||.1::' nnd e lidentindiny

Enses are inodeguately

l.-.\p.l.1llll:.'d.|
|

e Mo deliiled anonyrizatian

s gy
14, Data Manpgrmend Iasues |

o Mo mention of passwerd

prafection, storage churaiin, of
resiricted access, |

15, Literature Review Frnbrfu_ls .
Literature peview s descnphive

L]
rather than apalytical. |

e Mo proper gap analysts is
presented.

|6, Besearch Question and Hypothesis

Issues

e Research question is broad and
noorly framed,

e  Null and alternative hypotheses are
unnecessary and pakwiardly
wrillen,

17. Consent Form Deliciencies ' ?

e Consenl form lacks estimated
completion fme.

e« Mo [EC contact details (or

participant grievances.

I8, Budget Problems
|« The claim that no budget is

required s unrealistic,
Translaticin and psychometri
studies usually incur operaticnal

CXpCnses,

19, External Validity 1ssues
Single-center recruitment limits J




8. No,

-

| Titte of the Project |

pencrallzability
Results cannot represent all Hindi-
speiking populations of North

India,

20, Formalting and Language Froblems

Frequent grammatical and
formatiing inconsistencics are
present.

Repeated sections and inconsistent

headings reduce professionalism.

 21. Reference Formatting Issues

References are inconsistently
[ormatted,
Vancouver style is not uniformly

fol lowed.

22, Missing Limitations

o limitations section is included,

23. Positive Aspects

Relevant public health topic.

Use of internationally recognized
questionnaire,

Attempt at structured translation
and adaptation.

Mimimal-risk study design.

Key Recommendations
Define psychometric endpaints

clearly.

I lude Confirmatory Factor
Analysis,

Pravide statistical sample size
justification.

Improve consent documentation.
Add detailed statistical analysis
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s. No. P |

Title of the Project

I
D Anupinder |
6| [hind
( Physiodopy)

13r. Saurabh
| Mavak
{MNephrelogy)

| | | observational study

o study effectiveness
of congept maps as

[rmative  assessment
In firsi vear MBBS
students,

Effect of Desidustatl in
| managing anacmic
KD Patients on an
Dulpatien! basis - A
relrospective

| | (

| | |

~ plon.

_Ilnl']ruh'h'

_REJEI'GI'IE'EEHUM be in |

—l—'_'_'_'_
Comments

I

anguige and formatling.

Title necds 10 be
cewriiten(should include type
ol sludy ]

[he referred citation should
he mentioned in reference |
mmher

Divide ohjectives into |
primary & .v.ecv.-nclur;r'_ |
Please write sample size |
caleulation in detail

Write relerences in |
Vancouver style.

Vancouver style.
Letter of permission from the |

MS Office needs to be
attached.

PIS & PICF in new [ormatl |
needs 1 be attached
Include at least one Co-Pl

from your department.
Resubmit as a eross-scctional

sludy & prospective study or
rewrile as & retrospective
iy,

I | =

|| | Pr. Akhilesh |
Pathak

| , |’ (FORENSIC |

[ | MEDICINE |

| AND

| || TOXICOLOGY) |

ESTABLISHMENT
OF A
MULTICENTRT
IDENTIFICATION
PORTAL AND DNA
DATABASE  FOR
IDENTIFICATION
OF  UNIDENTIFIED

sponsor information
imcomplete with detailed
budget not provided

Use of binlogical/hazardows
fuid: collection for banking/
future research YES

Specify that vou are one of the
sites for the project in the title |

e

" —



Pl "'nﬂu of the Project
"DEALD BODIES IN| e Undertaking by the Investigator
| INIMNA  BY  USING o be modified 1o Undertaking

| MOLECULAR,
RIOINFORMATICS
TOOLS AND
| TECHNIQUES,

by the Site Investigialor

= [How samples will be sent (o
ATIMS Delhi? Who will spend
the money? How will the
proper controlled conditions be
created for transport of

samples?
» PiSand PICF 1o be Iabelled

properly

« [Declare that ALIMS Bathinda is
a honorary site for this project
and that the two faculty are the
honomry centre Pl and Co PI

or the project

s AL pape 30 it is written that this
study has been reviewed and
approved by the [nstitute Ethics |
Committee of AIIMS Bathinda,

HowT?

' [r.Shashank
K urmar (CLIY)
Lir. Mahendra
Partap Singh

STUDY OF BREAST
CANCER
GENOMICS
IDENTIFY
THERAPEUTIC
FARGETS,

TO

o [1 15 100 board! vague fora
genomics study-no mention
af population (Punjabi).
PICOT may be followed.

= P1? Dr. Shashank or Dr, MP
Singh

»  Attach clear collaboration
agreement™MOU specifying
roles, dala ownership,
publication, and biospecimen
transfer. Update forms
consislently (P vs . sikc
invest:gator).

e How 75 subjects will be
selected?

* Moention Hypothesis.

» Develop Coherence between
title, Objectives &
Methodology,

» Add a detailed Genomic
Analysis subsection




Title of the Project

[E.Hh( Pl
| <
|
|
|
I
Dr.Shashank | Study of oral cancer
10, Kumar (CUP} | genomics 1o identify
D, Nikhil Garg | therapeutic targets,
Functional,
Radmwlogical and
Quality of Life
De. Ankit Rai | OQutcomes in
I Dept of Trauma | Acetabular  Fractures
& Emergency | with Quadrilateral
Plate Involvement: A
Prospective

Ohservational Study,

Commenis
Y -"cll"_'r'i-l-lt-: method, tools ete.
;-"n wital pl 73 Punjnbi broast
= - = - 5
cyneer paticnts 15 .-..!dlr..rJ_
dlewlation,

withoul power GRS
statisticil justification, or

reference 12 -:::.-cpﬂl.'l_nid variant |
[Peguency, cﬂluc:l s, :;r

prior [Punjabi Indian H‘ |
EenOmcs data, fmvldu_ a
formal sample 81
caleulatien,

s Detailed prupu-_mi ol
suhmitied.

submissen lacks

The currint
rivlocol

a complete rescarch p
and consists enly of
administrative [erms and
informed consent documents.,

o Kindly submit a
comprehensive research
protocol including all
essential sections for proper
TV IEW,

»  Submit a properly scanned
plagiarism reporl 10 cosure
originality and academic
integrity.

o  Detailed proposal not

_ submitted,

e  Who will bear the charges of |
implani.

&  What 15 the reason lor
choosing convenient
sampling? Why not calculate
sample size based on date of
previous studics

= PIS & PICF as per new
format needs 1o be attached.

* Divide objectives in primary




-
8. No.

Pl

| Title of the Project

v el oo T TN L e e

~ Comments.

. Bhupinder
Singh
(Prof & HOD)

A Structured
Multicompoment

Program for Asssisted
' Home-based Posil-
Discharge cAre using | ®
dignal nealth
Technalogles and | =

Guidelines-UDhirected
Medical Therapy In
Heart Failure with | e
Reduced Ejection
Fraction (SAATHI- | «
HFY.} .

& secondary.

o Add designation of P1 and
Co-PI in Form 2.

s In methodology section add
research question, Null
hypothesis and resedrch
hypathesis.

s What is primary objective of

study?

e What is the rationale for
gbtaining radiograpns at 2
weeks and 6 weeks
postoperatively, despite the
ahsence of expected
radiological evidence of
bone healing at these time
paints?

»  Why does the Patient
Information Sheet (P135)
mention & follow-up at 4
weeks, whereas the study
protocol speaifies follow-up
visits at 7 weeks, 6 weeks, 3
months, and & months?

« Make PIS refated 10
proposed protocol.

e s il funded? Funding Ag:ﬁ'n-:jf'?

Fund details™? Rs........0One
dead budgetl. Award letter of
funding from funding agency.
Proposal — (Version 2) Each
page sign ffom sie PICo-PI,
NT-Pro * testing,
methodology (I'g.17)

How many sample??

When to test (7 PCT?) (ELPSA
other format.

Who will do?

Details of laborectomy, test &




=

Tite o the Project

Comments

Mc:hndulﬁg}'-

| A

Dr, Sapna

Iy
! Marcus Bhatty

(Radiation
Oncolagy)

A randomized, double-
blind,  parallel-group
Study W eompare

pharmacokinetics  of |

TPBE9Y {proposed
mivolumab  biosimilar)
and LiS-licensed

Opdivo in participants

with  resected stage
HB, IIC or 10
melanoma  requiring
adjuvant freatmen)

with n'r'l:-'ﬂ[umah_ |

» [tisa drug trail so Radiation

Oneologist is not eligible to

perform it. PI should be
medical Oncologist &
Pulmonologist.
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