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CIRCULAR

Subject-New Research Proposals for intramural grant are invited:

New research proposals are invited from the regular faculty of this University for' Intramural
Research funded projects. Interested faculty members can submit the proposal as per the ‘gw-en format
(attached). Kindly refer to the SOP for principal investigator for research proposal submission uflder
intramural grant (attached). The last date for submission of completely filled research proposalf, is 23
Feb, 2024. MS Word files of all the forms are being provided kindly use only MS Word files for filling the
forms by typing and no handwritten forms will be accepted.

Kindly submit single copy of documents in given order-
1. Covering letter
Recommendation and Minutes of DRC meeting
Proposal on prescribed Proforma for intramural funded projects
Form for Ethical clearance
Patient Information sheet (Both English and Hindi)
Patient informed consent Form (Both English and Hindi)
Case Proforma as per study

NowawN

"Guidelines, SOPs, and Proformas for research activities of UPUMS, Saifai-2023" is available on the
website of the Institute.

For any query kindly contact in Room No. 333, Admin Block 2™ Floor Research cell.

Enclosures: (Also available on the website of the Institute and sent on email of all HOD's as 03 PDF
documents and 02 MS Word Files) -

SOP for intramural funded projects. (01 PDF file)
Proforma for intramural funded projects. (both PDF and MS Word File) /

Form for ethical clearance (both PDF and MS Word File)

LTS I S

(Dr. Savita Agarwal)
Faculty In-charge
Research Cell

Copy to following for information and necessary compliance:
1. All Deans (Medical, Pharmacy, Paramedical and Nursing by by email)
Finance Officer.
All Members of the IRC.
All HOD's by email,
Medical Superintendent.
I/c CAC to upload this circular on University Website.
P.A. for persula of Hon'ble Vice Chancellor,
Personal Staff Registrar,

Notice Board, @/‘

(Dr. Savita Agarwal)

Faculty In-charge
Research el

CENAmELL



Uttar Pradesh University of Medical Sciences, Saifai

9.5 Standard Operating Procedure (SOP) for Principal Investigator for

Research Proposal Submission

Scope .
The project should be developed with well-defined objectives that can be completed in

12 months (one year) and maximum extended up to 2 years. These are specifically
meant to generate pilot data or innovative technology development. These projects will
help the investigators to generate extramural grants on a larger sample size.

Period for submission of project

The project proposal will be invited from all the Faculty Members twice a year in the
month of February and August. The Research Committee will review the projects in
March and September each year. The Principal Investigators are encouraged to submit
the project even before the invitation is sent so that they can be taken in the upcoming

Research Committee Meeting.

Number of copies
14 hard copies & a soft copy should be submitted by the Principal Investigator to the

Research Cell.

Procedure for application of intramural funding

1. Faculty members should apply for only one intramural project.

2. The project should be discussed in the Departmental Research Committee
meeting and a copy of the minutes should be attached with the project proposal
prior to the submission to the Research Cell for its placement in the Research
Committee.

3. The projects which are submitted by the Principal Investigator for intramural
funding, the Pl should attach the proof of submission to the Institutional Human
Ethics/Animal Ethics committee prior to the submission to the Research Cell.

4. The duration of each project is ordinarily limited to 12 months period after sanction
of the intramural grant, and can be extended maximum for another one year, if
needed.

5. The budget shall not ordinarily exceed Rs. 5 lakhs. Under exceptional
circumstances, the budget for Rs. 7 | maximum may be considered by the
committee only for outstanding; innovative projects after due sanction by the
Hon'ble Vice-Chancellor.

6. The budget should be given in detail with full justification for all items in a separate
sheet under various heads. Please do not tailor the budget to make it around 5
lakhs. Contingency should not be asked separately.

7. The funds will be utilized only for the purchase consumables: chemicals, kits,
disposables, travel expenses for field-based studies, etc. All items covered under
the Learning Resource Allowance Scheme will not be allowed under this scheme.
Stationary (office and computer), photocopying will not be allowed. Expenditure for
aﬂondingconfomceslorpmnungmepaperownuppmodprohctswmnotbe
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allowed.
8. Funding will not be ulilized purchase of any permanent items like instruments,
machines, equipment, computer, books etc. which are not of consumable nature.
9. For the field based /community-based study. data collectors can be hired on a daily
basis. The minimum wages and other monetary benefits will be decided as per the
quidelines of the central and stale labour employment act.
10. Senior and Junior Residents, PhD students, Research Associates, Undergraduate
and Postgraduate students, and Paramedical staff cannot be co-investigators. PhD
projects will not be allowed 1o utilize this intramural funding. Registration of Ph.D.
students will not be allowed under this scheme and employment staff will not be
allowed.
_Collaborative projects involving more than one department should be discussed
with all participants. Only those actually involved in the work should be co-
investigators. The co-investigator from outside the institute may be approved by
the Research Committee depending upon the need & merit of the project. His/her
one-page CV should be attached.
12.If the project involves direct intervention or interaction with patients, the Principal
Investigator should be a clinical faculty member, similarly, if the project involves
Research work on human subjects with no direct intervention, then the co-
investigator should be from the concerned Department where the samples are
collected.
13. For faculty members approaching superannuation, the remaining service period of
the Principal Investigator should be longer than the duration of the project at the
time of submission.
14. At any given period of time, no faculty member should have more than TWO
intramural projects running. The third project will be considered only when at least
one of the currently running two projects has been completed and reviewed by the
Research Committee or and Principal Investigator has submitted a
manuscript/acceptance / published paper from the project.
15. The intramural project should not be sent to the extramural funding agency
simultaneously.
16, Statistical inputs from the Expert (Biostatistician) may be taken if needed.
17. For those faculty members who have already completed two or more intramural
projects, further projects will be sanctioned only if they have published a paper in
an indexed journal from at least one of the last two completed projects or have
generated an extramural research grant from the inputs derived from the intramural
project.
18. The grant for a new intramural project will be released when the P! will provide the
ethical clearance of the concerning project to the Research Cell.
19. All the presentations for the new projects should be made before the Research
Committee and the Pl should present the project consisting of 10-12 slides.
20. The PI should send the project per the prescribed format with each section starting
on a new page and all the points should be addressed.
21.1f a faculty wants to use his/her intramural project for funding a DM/M.Ch. project,
the student may be a Co-investigator after approval of the Research Committee.

22.Till such time that the institute develops a mechanism for the provision of
insurance cover for the trial subjects, no drug/device/procedural trials will be
allowed either for the intramural project, independent projects, DM/M.Ch/MD
projects, or for investigator-initiated trials. It is allowed only when there is a
provision of sufficient insurance cover for compensation of trial subjects, for e.g. in
extramural/drug/device trials funded by industries.

23. If an investigator conducts a drug/device/procedural trial and if any problem arises
for the compensation to the subjects as per the DCGI guidelines and Gazette of
India, the institute will not be responsible in any manner. This will be applicable
even if the project has been cleared by the Institutional Ethics Committee, UPUMS,

Saifai.
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24.No projects will be allowed to go through the IEC/signatures for higher authorities
of the institute unless the minutes of the Departmental Research Committee are
attached thereof.

25. Outsourcing of any investigations will not be permitted from intramural projects. If
there is a strong justification, it has to be discussed in the Research Committee
meeting of the Institute and will have to be approved explicitly.

26.For all the projects, there should be at least one co-investigator in each project
preferably from the same department and there should be an undertaking by the
co-investigator that he/she will take the responsibility to complete the project and
financial matters related to it. In case Pl is unable to complete the project due to
unavoidable circumstances (resignation, superannuation etc.).

27.All the investigators are requested to provide a copy of the published
papers/submitted manuscript or a write-up explaining why the paper has not been
published for all previous closed/completed intramural projects.

100"":'1']!.‘




Uttar Pradesh University of Medical Sciences, Saifai

Intramural Research Project Receipt form to be submitted in
Duplicate

1. Title of the project:

2. Type of Submission: a. New b. Revised

3. Name of Pl and Department:

Checklist to assess the project before submission to the Research
Committee for review

S.No Mandatory Documents | Yes No Not Page
Applicable | nos.

1 Project Proposal as per the
prescribed format

2 Minutes of the Departmental
Research Committee

3 Institutional Ethics Committee receipt
for submission

4 Institutional Animal Ethics
Committee
receipt for submission

5 Undertaking by the PI

6 CV of new or co-investigator(s)
outside UPUMS, Saifai.

Documents submitted
a) Complete
b) Incomplete, will submit on:

Receivers Name:
Signature & Date (with stamp)
Project submitted by Name & Signature:



Uttar Pradesh University of Medical Sciences, Saifai

PROFORMA FOR PROJECT PROPOSAL RESEARCH GRANT
PART (I): GENERAL INFORMATION
1. Project Title:

2. a. Broad Area: Basic/Translation/Clinical/Systems research /Community/ Education /
Behavioral
b. Specific Area:
c. Key words (maximum three)
3. Duration:

4. Total Cost:
5. Principal/Co-Investigator(s)

Investigators Name Designation | Department Signature

Pl

Co-PI

Co-PI

Co-PI

Co-PI

6. Project Summary (maximum 500 words) (Attach separate sheet):

7. Copy of the Departmental Research Committee Recommendation

8. Copy of the Ethics committee submission certificate
(Head of the Department will be responsible for periodic monitoring of the project)

9. Is radio tagged material proposed to be used in the project either for clinical trials or
experimental purposes? If so, clearance from Nuclear Medicine Committee, Bhabha Atomic
Research Centre, Mumbai, indicating should be attached.

10. Projects involving recombinant DNA/Genetic engineering work should be examined and
certificate by the Institutional Biosafety Committee (IBSC) to be enclosed. Guidelines for
constitution of IBSC can be obtained from Secretary, Department of Biotechnology, CGO
Complex, Lodhi Road, New Delhi-110003.

11. Documents of the institutional ethics committee (IEC) should be enclosed. Guidelines for IEC
for animal experiments should follow CPCSEA requirements and for human studies should
follow ICMR guidelines.

12. Pl and Co-Pls should ensure that that there is no financial conflict of interest by the
investigators.



PART II: TECHNICAL DETAILS OF PROJECT

(Project proposal to be submitted in the format mentioned as below. The total pages should be
within ten A4 papers in 1.5 space, letter size 11, Times New Roman)

1. Introduction

2.1 Origin of the proposal

2.2

(a) Rationale of the study supported by cited literature

(b) Hypothesis

(c) Research questions.

2.3 Current status of research and development in the subject
(a) International Status

(b) National status

2.4 The relevance and expected outcome of the proposed study

2.5 Preliminary work done if any. (New ideas are welcome.)

3. Specific objectives

4. Work Plan: should not exceed three pages
4.1 Detailed methodology including study design and outcome measures
4.2 Data analysis plan

5. Timelines:

Activities Duration




Part 1ll: Budgets Particulars

Budget requirements (with detailed break-up and full justification):

i) Personnel

if) Contingencies

iii) Expenditure on scientists / technicians (Period, duration & number)

iv) Format of Budget

S.No Sanctioned Expected Budget
Heads
1. Salaries
2. Supplies &
materials
3. Travel
4, Contingencies
5. Overhead
Expenses
6. Total

v) Justification (for each item):



Part IV: BRIEF BIODATA OF PRINCIPAL INVESTIGATOR/Co-Pls

1. Updated CV including List of Publications for last 5 years and honors /awards of the Principal

Investigator /Co-Investigators (Attach Separate sheets)

2. List of current projects being handled including source and amount of funding

PART - 4(A): PROFORMA OF DETAILS OF PREVIOUS INTRAMURAL PROJECTS

S.No.

Title of
the
project

Duration

Budget

Complete/Not
Complete

Final
Completion
Report
Submitted

Manuscript

Published

/submitted
(Provide
details)

Abstract
Presentedat
Conference

PART - 4(B): PROFORMA OF DETAILS OF PREVIOUS EXTRAMURAL PROJECTS

S.No.

Title of the project

Duration

Budget

Complete/Not
Complete

Name of Funding
Agency




PART - 4(C): CV OF OUTSIDE CO-INVESTIGATOR(S)

Last Name

Middle Name

First Name

Date of Birth(dd/mm/yyyy):

Sex:

Study Site Affiliation (e.g. Principal Investigator, Co-Investigator, Coordinator)

Permanent Mailing Address: (Include institution

name)

Study Sited Address (Include institution name)

Telephone (Office):

Mobile No:

Telephone (Residence):

E-mail:

Academic Qualification (Most Current Qualification First)

Degree/Certificate

Year

Institution, Country

Current and Previous 4 Relevant Positions Including Academic Appointments (Most current position

first)

Month and Year

Title

Institution/Company,Country

Brief Summary of Research Experience related to the project:

Signature

Date:




PART V: DECLARATION AND ATTESTATION

i. I/We have read the terms and conditions for UPUMS Intramural Research Grant. All necessary
departmental facilities will be provided if the research project is approved for financial assistance.

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

iii. I/We agree to submit statement of accounts for the project to the Director Finance, UPUMS,
Saifai for official audit before the end of financial year.

iv. It is further certified that the equipment(s) required for the project will not be purchased from
the funds provided by UPUMS, Saifai for another project(s) in the department.

v. I/We agree to submit (online) all the raw data (along with descriptions) generated from
the project to the UPUMS Data Repository within one month from the date of completion /
termination of the project.

Signature of the:

a) Principal Investigator

b) Co-Investigator(s)

¢) Head of the Department

Date:



UTTAR PRADESH UNIVERSITY OF MEDICAL SCIENCES, SAIFAI

INTRAMURAL RESEARCH FORM

SECTION - ‘A’

Name of the Principal Investigator:
DeSIZNAtION . ..ciuiiieiieee et e Department..........cooi it
Date of Joining Date of Retirement

Title of the Proposal:
SEUAY DESIZN oottt ettt ettt et e b et et eae e be steste st ea e s tesbesaesanssasaseebesbestensssenseasesbesassanneans (Any other)
DUration Of StUAY...cocoueieieiet ettt st st e e eee (Kindly attach Gnatt
Chart)

Fund Required RSt (In
WOEAS ) cuveveeririeeetecteereseeseeeteererseseesesess e ereeresreneseassasesseresennes

Details of Co — Investigator (within Institute)

S.

No.

Name
Designation
Department

Contact Details
Mobile Number
Email Id

Role and Responsibilities
allotted

Signature




Details of Co — Investigator (from outside the Institute)(Prior approval of Research Cell should be obtained)

Name Contact Details .
Sl. . . . Role and Responsibilities
Designation . Mobile Number
No. Institute . allotted
Department Email Id
SECTION - ‘B’

DETAILS OF PREVIOUS INTRAMURAL PROJECTS:

Title Of the PrevioUs STUAY: ...ttt et sttt e s et et es s e e ete st ste e e seasessessesensanesnnaseanen
Date of StUdY aPPrOVEd: .......ceeicieeieree ettt r et r et snnns (attach IEC Approval Letter)
Date of COMPIELION: .....ocieeeceeeeee et e (Submit Completion Certificate)
Amount Granted: RS. .....ccevieeveevece e (1N WOIS).uuieeieietietieece ettt st st
Details Of PUBIICAtiONS MATE: ..ottt sttt s e s sttt ebe s et ebe e seaae s
(SELF DECLARATION)
Lttt et et st e bar s (Name)

.............................................................................................. (Department) do hereby affirm the following:

1. [ will strictly abide by the rules and guidelines of Research Cell as per SOP.

2. The fund allotted will only be utilised for purchase of items required as per SOP of
Intramural funding.

3. | will acknowledge the institute in my publications made under the above-mentioned
proposal.

4. | will inform the Research Cell when the Manuscript is accepted / published.



5. No Senior/Junior Residents, PhD Students, Research Associates, Undergraduate or
Postgraduate students and Para-Medical staff are Co-Investigator in the above mentioned
Proposal.

Signature of the Principal Investigator



UNDERTAKING

ettt ettt sr et raeraes in the Department of ........ccceeeveve v, state that
simultaneously the proposal will not be sent for funding to any other agency (extramural funding)

Name and Signature of the Principal Investigator

UNDERTAKING
D et e et e sre st e e is a co-Pl from the same department as Pl and
He/She will take the responsibility to complete the project titled..........cooveeeeeeerericeiececiee e,

Name and Signature of the Co-Principal Investigator

Name and Signature of the Principal Investigator



| CHECKLIST

,3:, Particulars Tick
1 IEC Forms
2 PIS & PICF in Both English and Regional Language
3 Clearance from Departmental Research Committee. (Attach Minutes)
4 Detailed Budget (On a separate paper)
5 An undertaking stating the proposal will not be sent for funding to any other
agency (extramural funding)
6 Undertaking from the Co-PI of same department stating that he/she will take the
responsibility to complete the project due to unavoidable circumstances.
7 CV of all the Investigators
8 Copy of clinical trial protocol
9 GANTT Chart
10 | Any Other, if required




RESEARCH CELL
UTTAR PRADESH UNIVERSITY OF MEDICAL SCIENCES, SAIFAI
Intramural Assessment Form

Details of Co-PI:

Sl. No. Name of the Co-PI Designation | Department | Role of Co-Pl in this Proposal

Details of Previous Research Proposals as Pl
Sl.
No.

1 Number of Completed Project Proposals

Completion Report

Headings Number Submitted (Yes/No)

Details of Ongoing Project Proposals

Sl. IEC Approval No. Date of Last Progress Report submitted
No. (Proposal Number) (with Dispatch No. form Department)

Signature of the PI
For Office use only

ALLOWED / NOT ALLOWED

Signature of Member Secretary



ANNEXURE 3B

FORMAT FOR SUBMISSION OF PROJECTS INVOLVING RESEARCH IN HUMAN SUBJECTS FOR CLEARANCE BY
Institutional ETHICS COMMITTEE OF UPUMS, Saifai

Submit one (1) hard copy of the Research Proposal along with Covering letter, a CD/DVD of
the proposal and a ‘soft copy’ along with the following information to the Member Secretary,
Institutional Ethics Committee at the IEC office, UPUMS, Saifai.

No research project shall be / can be started unless ethics clearance/approval is obtained. Please
bear in mind that no retrospective / post facto ethical clearance can be provided to research
projects which were neither submitted nor vetted by the Institution Ethics Committee.

All submissions should be made in the prescribed Format of the IEC with signatures of all the
investigators. The submission must be accompanied with Participant Informed Consent Form
(PICF) and Participant Information Sheet (PIS), both in English and Hindi/Concerned local
Language, in a simple layman’s language, in a narrative form, directed to
Participant/LAR, covering all the points given, before it can be considered for placing
before the IEC. Also ensure that all the pages are numbered.

PROJECT SUBMISSION TIME: SUBMISSIONS WILL BE RECEIVED ON ALL WORKING DAYS.
PROPOSALS RECEIVED TILL specified date WILL BE PROCESSED IN THE COMING INSTITUTION
ETHICS COMMITTEE MEETING AND THOSE RECEIVED AFTER WILL BE PROCESSED IN THE NEXT
INSTITUTION ETHICS COMMITTEE MEETING. ALL MEETINGS OF INSTITUTION ETHICS
COMMITTEE WILL BE HELD Quarterly AS FAR AS POSSIBLE. THE FREQUENCY WILL CHANGE
DEPENDING UPON THE NUMBER OF PROPOSALS AND WILL BE UPDATED accordingly.

While submitting replies to queries raised by the IEC, the candidates are advised to mention the
IEC reference number/s and also attach a copy of the comments of the IEC Moreover if the
approval is required in a particular format, the same may be submitted in a CD/DVD.

Amendment Submission: While submitting amendments in protocols a covering letter should
be provided clearly stating the changes and a certificate by the PI that the changes made in the
protocol will not hamper the safety of the subject in anyway.

(Kindly read the instructions carefully and do abide by the above.)



FORM TO BE FILLED BY THE PRINCIPAL INVESTIGATOR FOR SUBMISSION TO
INSTITUTIONAL ETHICS COMMITTEE (IEC), UPUMS, Saifai

(FOR ATTACHMENT TO EACH COPY OF THE PROPOSAL)

Serial No of IEC Management Office:

TITLE OF THE PROJECT: ..ottt e
Name, . Number of
Designation, ME(r)T?ellliel :\lDO ' Projects already Signature
Department with Investigator
Principal
Investigator
Co-PI’s

Name, Mobile Number and Email 1D should be clearly written.



Sponsor Information :

1. Indian a) Government l:l Central|:| State|:| Institutional |:|
b) Private l:l

2. International - Government |:| Private |:| UN agencies |:|

3. Industry National |:| Multinational |:|

Contact Address of Sponsor:

Total Budget:

Who will bear the cost of investigation / implants 1.Patient 2.Project 3. Exempted
drugs / contrasts?

4. Other Agencies

1.Type of Study :  Cross sectional  case control  cohort Clinical Trial Review

Participating Centre : Single center Multi-centric Others (Specify)

2. Status of Review: NeW|:| Revised |:|

Clinical Trials:

Drug /Vaccines/Device/Herbal Remedies:

i. Does the study involve use of:
Drug [ ] Devices [ |

Indian Systems of Medicine/ Any other
Alternate System of Medicine |:| [

ii. Is it approved and marketed

In India UK & Europe |:| USAl:I
Other countries, ~ specify |:|

iii. Does it involve a change in use, dosage, route of administration? Yes No
If yes, whether DCGI’s /Any other Regulatory authority’s Permission is
obtained? Yes No

If yes, Date of permission :




iv. Is it an Investigational New Drug? 'Yes No
If yes, IND No:

a). Investigator’s Brochure submitted 'Yes No
b). In vitro studies data Yes No
c). Preclinical Studies done Yes No
d). Clinical Study is : Phase | Phase Il Phase Il Phase IV

e). Are you aware if this study/similar study is being done else-where? | Yes No

If Yes, attach details

4. Brief description of the proposal — Introduction, review of literature, aim(s) & objectives,
justification for study, methodology describing the potential risks & benefits, outcome measures,

o

statistical analysis and whether it isof national significance with rationale (Attach sheet wit
maximum 500 words):

5. Subject selection:

i Duration of study

iii. Will subjects from both sexes be recruited Yes No
iv. Inclusion / exclusion criteria given Yes No
V. Type of subjects Volunteers Patients

vi. Vulnerable subjects Yes No

(Tick the appropriate boxes)

pregnant women |:| children |:| elderly :l
Fetus |:| illiterate |:| handicapped |:|

Mental I:I terminally ill I:I seriously ill I:I




i. Special group subjects Yes |:| No
(Tick the appropriate boxes)

captives [ ] institutionalized employees
students |:| nurses/dependent armed
any other [ ] staff forces

[ ]

[ ]
[ ]
[ ]

6. Privacy and confidentiality

I. Study involves - Direct Identifiers

Indirect Identifiers/coded

Completely anonymised

[ ]
[ ]
[ ]

ii. Confidential handling of data by staff Yes No
7. Use of biological/ hazardous materials Yes No
ii. Use of organs or body fluids Yes No
iii. Use of recombinant/gene therapy Yes No
If yes, has Department of Biotechnology (DBT) approval for (DNA | Yes No
products been obtained?

iv. Use of pre-existing/stored/left over samples Yes No
\2 Collection for banking/future research Yes No
vi. Use of ionizing radiation/radioisotopes Yes No
If yes, has Bhabha Atomic Research Centre (BARC) approval for Yes No
Radioactive Isotopes been obtained?

vii. Use of Infectious/bio hazardous specimens Yes No
viii. Proper disposal of material Yes No
iX. Will any samples collected from the patients be sent | Yes No
abroad?

If Yes, justify with details of collaborators




a) Is the proposal being submitted for clearance from Health Yes No
Ministry’s Screening Committee (HMSC) for International
collaboration?

b) Sample will be sent abroad because (Tick appropriate box):

Facility not available in India |:|
Facility in India inaccessible |:|
Facility available but not being accessed. |:|

If so, reasons...

8. Consent : *Written [ ] oral [ ] Audio-visual [ |

i.CONSENT FORM : (TICK THE INCLUDED ELEMENTS)

Understandable Alternatives To

language participation

Statement that  study Confidentiality Of

involves research records

Sponsor of study Contact information

Purpose and procedures Statement that Consent
is voluntary

Risks & Discomforts Right to withdraw

Benefits Consent  for future uge

of biological material

Compensation far Benefits if any On
participation future
commercialization  eg.
genetic basis for Drug

development

Compensation for
study related injury

*if written consent is not obtained, give reasons.

ii. Who will obtain consent?  PI1/Co-PI Nurse/ Counsellor




Research staff ~ [Any other

If Yes, Monetary In kind

9. Will any advertising be done for recruitment of Subjects? Yes No
(posters, flyers, brochure, websites — if so kindly attach a copy)
10. Risks & Benefits:
i. Isthe risk reasonable compared to the anticipated benefitsto | Yes No
subjects / community / country?

ii. Is there physical / social / psychological risk / discomfort? Yes No
If Yes, Minimal or no risk

More than minimum risk

High risk

iii. Is there a benefit

a) to the subject?

Direct

Indirect

b) Benefit to society
11. Data Monitoring Yes No
i Is there a data & safety monitoring committee/ Board

(DSMB)?
ii. Is there a plan for reporting of adverse events? Yes No
If Yes, reporting is done to :
Sponsor Ethics Committee DSMB

iii. Is there a plan for interim analysis of data? Yes No
iv. Are there plans for storage and maintenance of all trial database? | Yes No
If Yes, for how long?
12. Is there compensation for participation? Yes No




13. Is there compensation for injury? Yes No
If Yes, by Sponsor
14. Do you have conflict of interest? 'Yes No
(financial/non-financial) If Yes, specify :
Conflict of interest for any other investigator(s) (if yes, please [l Yes
explain in brief ) Yes
15. Participant Information Sheet Attached  English  version
Attached Hindi version
(mark  if yes)
16. Participant Informed Consent Form Attached English version

(mark  if yes)

IAttached Hindi version

17. Whether any work on this project has started or not?

(mark  if yes, X if no) (Please

Separate certificate to this effect).

18. In case of clinical trials CTRI status




CHECKLIST FOR ATTACHED DOCUMENTS

*Covering letter, through proper channel forwarded by Head of Department . ............... []
*Project proposal — 01 COPY oottt ]
*Curriculum Vitae of INVeStigators . ... []
*Brief description of proposal ... ]
*Patient information sheet (PIS) ... ... ]
*Patient Informed Consent form (PICF). . ... ... ]
*Soft Copy of the Proposal . . .. ... . (]
Investigator’s brochure L []
Copy of advertisements/Information brochures ... ... ... ... .. ... . . u
Copy of clinical trial protocol and/or questionnaire ................ .o iiiiiiinienenn.. ]
HMSC/DCGI/DBT/BARC clearance (if required) .......... .. i ]
*Undertaking that the study shall be done in accordance with ICMR and GCP guidelines .. ... ]
*Undertaking that Left over blood will be disposed off in controlled & regulated manner (it pplicable) ]
*Undertaking of responsibility in case of adverse event it applicable) ]
In case of multi-centric study, IEC clearance of other centres must be provided ............. ]
Definite undertaking as to who will bear the expenditure of injury related to the project ....... u
If an insurance cover isintended ... ... e ]
Insurance certificate must be provided (as per ICMR guidelines) ........................ ]
Permission to use copyrighted Questionnaire / Proforma  ............. .. ... ... .. ... ... u
Investigator should provide undertaking what they will do with the leftover sample tissue . .. .. ]
Certificate/undertaking as mentioned in column 17 ... .. ... ... . .. u
OtNerIS ]

[NOTE: REQUIRED DOCUMENTS MARKED WITH [ * ] ARE MANDATORY]
Please do not submit without required documentation.



PARTICIPANT INFORMED CONSENT FORM

Patient Identification Number (PIN) for this study:

(Title of the project)
Name of Principal INVeStIgator:. ... ... e
Designation.........c.vvvviiniiiiiiieeee e ,Department. ... ,
TELNO(S). e email ID............ooi
The contents of the information sheet dated..................... that was provided ha

by me/ explained in detail to me, in a language that | comprehend, and I have fullyaund
I confirm that | have had the opportunity to ask questions.

The nature and purpose of the study and its potential risks/ benefits and expe
other relevant details of the study have been explained to me in detail.

voluntary and that | am free to withdraw from the study at anytimegmi
medical care or legal right being affected.

y participation is
y reason, without my

I understand that the information collected about me from this research and sections of

any of my medical notes may be looked at by responsibl
permission for these individuals to have access to my ds.

I agree to take part in the above study. &

' Date:
(Signatures /Left Thumb ImpresSien) Place:
Name of Participant: Son/Daughter/spouse of:

Complete postal address:

This is to certifyfthat the ab ent has been obtained in my presence.

Date:
Place:
2)Witness—2
Signature Signature
Name: Name:
Address: Address:

NB: Three copies should be made, one each for (1) Patient (2) Researcher (3) Institution

(Investigators are advised to prepare the translation in simple understandable Hindi on their own)

Its MANDATORY TO PREPARE THIS (ACCORDING TO YOUR RESEARCH PROTOCOL)
IN BOTH THE LANGUAGES
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Its MANDATORY TO PREPARE THIS (ACCORDING TO YOUR RESEARCH PROTOCOL)
IN BOTH THE LANGUAGES



PATIENT INFORMATION SHEET

The project must be accompanied by the Participant information sheet addressed to the
patient or participant or parent/ guardian, in case of minor. While formulating the participant
information sheet, the investigator must provide the subjects with the following information in
English and Hindi, in a simple layman’s language which can be understood by them, in a
narrative form, directed to the participant/ LAR, covering all the points:

1. Study Title

Aims and methods of the research study

2.
3. Expected duration of participation &
4. The benefits to be expected from the research to the participant or %
5. Any risk or discomfort to the participant associated with the
6. Maintenance of confidentiality of records

7. Provision of free treatment for research related injur

8. Compensation of subjects for disability or deathgres w stich injury

9. Freedom of individual to participate and to with froMPresearch at any time without

penalty or loss of benefits to which the s e entitled otherwise

t wou
10. Amount of blood sample (quantity i to be taken
implants and drugs/ contrast media

ciple investigator and Co-Investigator at the

11. Costs and source of investigatiggs, 0
12. Telephone number/ conta i
top of each page

13. In case of a drug tria

a. Thech al nameNef the drug, date of its manufacturing and batch number must
be t

Its MANDATORY TO PREPARE THIS (ACCORDING TO YOUR RESEARCH PROTOCOL)
IN BOTH THE LANGUAGES
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Its MANDATORY TO PREPARE THIS (ACCORDING TO YOUR RESEARCH PROTOCOL)
IN BOTH THE LANGUAGES



UNDERTAKING

Annexure — 1A

IEC-UPUMS, Saifai Serial NO and Date: ........ooiieviiieeeeieeieeee et ev e e

Title Of the PropOSal: ...t sttt e e e e e e e s st ees et enensaas
et e e e e et ste e e e e s e aaane (Name of Pl), oo

.................................. (Designation)......ccccccvevveivieveevesceesecvecvecieeveeeeee. (Dept.)  do  hereby

solemnly state and affirm that the above mentioned project shall be done in accordance

with the guidelines of ICMR and GCP.

(Signature of Principal Investigator)
Date: ..o



UNDERTAKING

Annexure — 1B

IEC-UPUMS, Saifai Serial NO and Date: ........oooevuviiieieieieeee ettt s esa e s

Title Of the PropoSal: ...ttt e e e e e e b et ee et et ee e ans
ettt et e e e e e s e resbe e e e e e s e naanes (Name of Pl), e

.................................. (Designation)......ccccecuevvereveececvecvesceecesveeeeeneeee. (Dept.)  do  hereby

solemnly state and affirm as under.

2. The above mentioned project shall be done in accordance with ICMR and GCP
Guidelines.

(Name and Address of the Institute/Sponsor/Individual)
will be responsible in case of any adverse event caused due to deviation in above

mentioned guidelines.

(Signature of Principal Investigator)

Signature of the Individual/ Head of the
Institute/ Sponsor with Seal

Name and Mobile No. of the person to be contacted in case of adverse event.

vk wNE



UNDERTAKING

Annexure — 1C

IEC- UPUMS, Saifai Serial NO and Date: .......coeveiiceiiieieceecee et e

Title Of the ProPOSal: ...ttt st s e e e st stesae et ees e e e seestesnnennensanes
L) et e e e e e s ereste s e e e e s e anranes (Name of Pl), wevveeererieenee e

.................................. (Designation)......ccccecvvvevevvcesceeiesvsceesesceeeeeneeen. (Dept.)  do  hereby

solemnly state and affirm as under:

We are taking ...................... (ml) of Blood to conduct the below mentioned test in

accordance with the stated project/research.
A
B
C.
D
E
1. Once all the necessary tests are done and completed, the left over blood samples are

trashed in biohazard bins which are specially tagged for incineration process and

then the leftover Blood are disposed-off in a very controlled and regulated manner.

(Signature of Principal Investigator)
Date: oo
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