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B) Details of all co-investigators/ PG guide:

Sr.
No

Co-investigators’ name Designation
&
Quialifications

Address
Mobile number and
E-mail ID Signature

1

Please attach detailed Curriculum Vitae of all Investigators; dated and signed by the
investigators (with publications limited to previous 5 years).

C) Funding details and study budget:

a

Whether your study will receive any funding
from any funding agency?

If yes, write the name of funding agency

Yes/ No

Complete sponsor details
(In case of regulatory trial)

(@}

Who will bear the expense of dissertation/
academic research work?

[ JMCDS/ [ ] Institution
[1Self

Overall study budget

Investigation charges

Equipment charges

Cost of medicines

Stationary cost

Ol WN LI

Other expenses

Total

Signature of PI:

Page |2

(Version 1.0)



D) Study details:

1 | Type of study Not applicable

If interventional provide details mentioned below:
a) Type of intervention: Not Applicable
b) Does it involve achange | [L]YES/ [_INO
in use, dosage, route of

administration?

c) Is it an investigational new | [_]YES/ [_]NO

drug (IND)?
If yes, DCGI permission [1YES/ CINO
taken? (Attach letter)
d) If it is an IND, mention [ 1Phase 1/ []Phase 2/
the phase of clinical trial. []Phase 3
e) Approval status in other
country, if not approved in
India

2 | Areyouawareif | []YES/[]NO
this study/similar
study is being If yes, attach details with application.
done elsewhere?

3 | Sample size

4 | Study duration

5 | Participants of [1YES/ [INO
both sexes will be
included?

6 | Vulnerable No [ 1] Terminally ill ]
population will be | Pregnant lady [ 1| Mentally challenged []
included in Elderly (1] literate []
study? Children [ 1| Socially and economically | []
(Tick backwards
accordingly) Handicapped ] | Any other (Specify) ]

7 | Special groupsin | No [ ]| Nursing / Dependent []
study? staff

Signature of PI: Page |3

(Version 1.0)



(Tick Students [] | Armed forces ]
accordingly) Employees [] | Other (Specify) ]
8 | Use of biological | []YES/[]NO

material in study?

If yes, provide details of material to be used and precaution
to be taken while handling the material on separate sheet.

E) Ethical consideration:

1

Written informed
consent will be
obtained?

(Provide participant
information sheet
and informed consent
document for review)

[1YES/[]NO

If No, provide reasons:

Do you seek consent waiver from IRB?
[ 1YES/[]NO

Tick the included elements in Informed consent document

Understandable language |:| Benefits |:| Contact information |:|
Statement that study involves Statement that consent is I:I Compensation for I:I
research L] voluntary participation
. . Compensation for study
Sponsor of study [ ]| Right to withdraw [ ] related injury [ ]
. e Consent for future use of

Purpose and procedures [ ]| Alternatives to participation |[ ] biological material ]
Risks & Discomforts [ ]| Confidentiality of records  |[_]| Any other (Specify) []
2 | How will you ensure data

confidentiality?
3 | Is the risk reasonable [JYES/[_]NO

compared to the

anticipated benefits

to Participants /

community?
4 | Is there physical / social / | [_]YES/ []NO

psychological risk / If yes,

discomfort? Minimal

5 |Is there a plan of data [1YES/ [INO
monitoring through Data
Safety Monitoring Board?
Signature of PI: Page |4
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6 | Is there a plan to report [] YES/[] NO [] Not Applicable
adverse reaction?

7 | Is there compensation for | [_] YES/[_] NO [[]Not Applicable
study related injury?

8 | Is there compensation for | [_] YES/ [] NO
participation?

9 | Is there a plan for interim | [] YES/ [_] NO
analysis of data?

10 | Will any advertising be [ ]YES/ [INO
done for recruitment of

Participants? If yes, attach copy of advertisement to be done.
11 | Do you have conflict of [ ]YES/[] NO
interest?
If yes, specify :
12 | Are you planning to [1YES/ []NO

publish your data?
If No, provide reasons:

13 | Who will do archival of all
the study documents for at
least 3 years (5 years in
case of regulatory trial)
after completion of study?
(Provide name and contact
details)
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Attached following documents for review along with application:

Sr. | Documents Attached
No
1 Study proposal in prescribed format [C1YES/[CINO/[INA
(For dissertation/ academic research)
2 Case Record Form / Study questionnaire [ TYES/[JNO/[_JNA
3 Patient Information Sheet & Informed Consent [ IYES/[CJNO/[CJNA
Documents ( English & Guijarati)
4 Minimum 2 relevant full text reference articles [ TYES/L_INO/L_INA
5 Investigator’s brochure* [ TYES/L_INO/[INA
6 DCGI approval letter* CIYES/LINO/LINA
7 Copy of Insurance Policy* CIYES/[CINO/[CINA
8 Clinical trial agreement* [ TYES/[JNO/[INA
9 CV of all the investigators [ 1YES/[JNO/[INA
10 Copy of GMC registration certificates L IYES/[LINO/[INA
11 Certificate of training of Good Clinical Practice [ 1YES/[_JNO/[_]NA
12 Departmental Scientific committee attendance sheet |[_]YES/[_INO/[]NA
13 Investigator’s undertaking™* [ JYES/[CINO/[CINA
14 | Copy of PPT presented in departmental meeting L IYES/[_INO/[CINA
15 | Copy of CTRI registration certificate [CIYES/[_INO/[CINA
16 Participant diary* (English & Gujarati) [CJYES/[CINO/[CINA
17 Any other document (Specify)

*Documents are required in case of regulatory clinical trial

We herewith declare that information provided herewith is correct and if there will
be any change or deviation from provided details, we are bound to inform that to
IRB and take permission for the same.

Sr.
no.

Name P1/ Co-I

Sign

Date

1

2
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Investigator's declaration

Department of
Government Medical College & Sir Takhatsinhji General Hospital Bhavnagar-364001

For the research proposal entitled:

. We certify that, we have determined that the proposal herein is not unnecessarily duplicative

of previously reported research.

. We certify that, we are qualified and have enough experience to do such a study /and do the
study under guidance of my P.G. guide.

For procedures listed under proposal, we certify that we have reviewed the pertinent
scientific literature and have found no valid alternative to any procedure described herein
which may cause less pain or distress to the patient.

. We certified that, study will be initiated only upon review and approval of scientific intent by

IRB, Govt. Medical College, Bhavnagar and getting a certificate from IRB.

. We will do necessary changes in our study protocol as per the suggestions given by respected
IRB members during meeting before getting approval letter and bound to submit the changes
to IRB. We will obtain approval from the IRB, Govt. Medical College, Bhavnagar, before
making any significant changes in this study. Institutional Biosafety Committee's (IBC)
certification of review and concurrence will be taken (Required for studies utilizing DNA

agents of human pathogens).

. We will do our study according to ICH-GCP guidelines and maintain all the study related
records. Whenever asked, we are bound to produce to IRB, Govt. Medical College,
Bhavnagar.

. We will report adverse drug reaction to Pharmacovigilance Cell & IRB whenever, we come
across the adverse drug reaction while doing research work. (If Applicable)

. We certify that, we will follow the recommendations of IRB and Govt. of Gujarat rules and

regulation issued from time to time.
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10.

11.

12.

13.

We certify that, record of all premature termination of a study with a summary of the reasons / final
report after completion of the study including microfilms, CDs and Video recordings, will submit to
the IRB, Govt. Medical College, Bhavnagar.

At the time of submission of dissertation to Maharaja Krishnakumarsinhaji University, Bhavnagar,
we will also submit (If applicable- for PG students only) our work to any indexed journal and as a
proof copy, will be submitted to the IRB office, Dept. of Pharmacology, Govt. Medical College,
Bhavnagar.

We will submit follow up report at every six months in prescribed format and bound to show project

related all the documents.

We will also submit the detailed summary of our work in two copies to IRB office after completing
the research / dissertation work.

Head of Department will be responsible for the archival of all dissertation / research project related
documents and data during and after completion of the project.

Sr.
no.

Name P1/ Co-I Sign Date
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IRB, Government Medical College Bhavnagar
General Instructions to the Students & Researchers.

1. IRB (HEC) meeting will be held on the last Thursday of every month. Researchers /
Students should submit their research / Dissertation proposal by 10" of current month.
Dates can be changed if the possibility of quorum formation will not be there.

2. Before submitting the study proposal to IRB (HEC) please discuss it in the departmental
scientific meeting and submit the attendance sheet of the meeting to Institutional Review
Board for record.

3. For literature search, please use our own Dhanvantari Granthalaya’s electronic data base.
Now Dhanvantari Granthalaya is connected to the National Medical Library, New Delhi

and YOU can assess more than 3000 (three thousands) journal
FREE OF COST.

4. Freshers have to submit their dissertation work by 15t of September (Six month before
the commencement of university examination.) Every year proposed dates for post
graduate University theory examination will be 15"March and for repeaters 15%
September) If because of certain reasons student is not able to complete his / her
dissertation by September and wants to appearin next coming examination than he has to
submit his / her dissertation next year by 15" March.

5. After the completion of dissertation, all the P.G. students have to present their work to the
scientific committee and faculty members of the college with power point presentation.
Total time 12 minutes — Discussion 2 minutes.

6. Along with submission of your dissertation to theMaharaja Krrashnsinghji Bhavnagar
University, Bhavnagar please send it to the suitable national or international journal for
publication and send the information to the, Institutional Review Board for record.

7. Deadlines to follow for Dissertation :-

Finalization of Dissertation topic, -within 6 months of admission

submission and approval from ethics

committee +

Synopsis submission to university -within 8 months of admission

Start of Dissertation work -from 9" month of admission

Dissertation work to complete -within 24 months of admission

Writing & preparation of Dissertation -within 25-29 months of admission

Submission to university - before 15" September(6 month before the
date of commencement of theory

examination)






]
LITERATURE SEARCH/REFERENCE MATERIALS

1. Database
a) PubMed (familiar to everyone): http://www.nchi.nlm.nih.gov/pubMed/ It | free

b) PubMed Central (PMC): (familiar to most of you): National library of Medicine’s digital archive of life
sciences journal literature. Access to PMC I free and unrestricted. http://www.pubMedcentral.nih.gov/

c) Scirus- Scientific information, search engine from Elsevier. No registration, open access.
http://www.sciru.com/srsapp/

d) SciCentral: Gateway links to scientific research news sources http://www.scicentral.com/

A free site with gateway links to scientific databases, protocol, institution, literature search, journals, jobs
and more.

e) International Life Sciences Institute: On scientific issues related to nutrition, food safety, toxicology and
the environment. Scroll the page and browse “Featured publication” section or click on “Document”.
http://www.ilsi.org/

f) Scopus: abstract database of scientific literature, access to 14,000 peer-reviewed titles from more than
4,000 international publishers. http://www.scopus.com/scopus/home.url; http://www.info.scopus.com/

g) Biomedical literature search engine: http://www.relemed.com/

h) Biomedical literature search engine: http://scholar.google.com/

2. Free Full-text articles from Journals

a) Highwire publication database: Free online full — text articles.
http://highwire.stanford.edu/lists/freeart.dtl

b) FreeFullText.comProvides direct links to over 7000 scholarly periodicals which allow some or all of
their online content to be viewed for free (though some may require free registration) . The issue(s) which
are available for free are indicated for each title on the alphabetical periodical lists.
http://www.freefulltext.com/

c) http://www.pubmedcentral.nih.gov/index.html#journalsan archive of life sciences journals-free

d) http://www.freemedicaljournals.com/ Free access to medical journals worldwide.

e) http://www.medbioworld.com/ links to journals , association and databases. It is only a guide.

f) http://www.indmed.nic.in/ Indian Medlars Center. A Bibliographic database of Indian biomedical
journals.

g) http://eudora.tradepub.com/ Info on free subscriptions to a few journals.
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DRUG INFORMATION (generic and NME)

a) Micromedex: Database on drugs. www.micromedex.com
An extensive database of information on drugs (in a way similar to that of PDF) compiled from
proprietary databases and databases licensed from third parties. | believe it is not free.

No money to subscribe for a database ? It doesn’t matter. Visit some of the following free sites,
which are equally good. No registration require .

b) Drug information pathfinder: This provides links to information on specific drugs, drug
development, drug application  process, drug imports, and other  topics.
http://www.fda.gov/cder/offices/DDI/pathfinder.htm

c) Medlineplus: on health topic, drug info, medical encyclopedia. http://medlineplus.gov/ In
addition, you will find info on clinical trials. Or visit: http://clinicaltrials.gov./

d) Rxlist, internet drug index: http://www.rxlist.com

e) Medi-lexicon: Resources for drug search, Merck manual, diseases, articles.
http://www.pharma-lexicon.com

f) PharmWeb: http://www.pharmweb.net/pwmirror/pharmweb0.html

Books on Scientific Writing

Information collected from Websites and from publishers.
e How to Write & Publish a scientific paper: 5th edition, 1998. ISBN 1573561657 or
0521658799. By Robert A. Day. The oryx press or Cambridge Univ Press. 1998. $27.95.

e Scientific English : A Guide for scientific and other professional 2" edition by Robert
A. Day.1995. Oryx press.

e Communicating in Science: Writing a scientific paper and speaking at scientific
meetings by Vernon booth. 1993. Cambridge univ press UK

e Writing successful science proposals by Andrew J. Friedland. Yale Univ press, new
haven, CT., UA.

e Successful Scientific Writing: A Step-By-step Guide for Biomedical Scientists by Janic
R. Matthews. 2001. Cambridge Univ press , UK



http://www.micromedex.com/
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e The craft of scientific writing by Michael Alley. 3 edu. Springer, NY

e A Ph.D. is not enough : A Guide to survival in science by peter J. Feibelman. Perseus
books group. Harper Collins publishers, NY.

Scientist’s Guide to poster presentations by peter J. Gosling. 1999. Plenum press, NY






Department of
Government Medical College & Sir Takhatsinhji General Hospital
Bhavnagar-364001 (Gujarat), India.

Model Informed Consent Form (ICF)

“Efficacy and Safety of Ofloxacin and its Combination with Dexamethasone in Chronic
Suppurative Otitis Media - A Randomized, Double Blind, Parallel Group, Comparative
Study.”

IRB Approvalno.: ............c.ocoiinie /2018

Principal Investigator: DIr. ...cceeveiieeieeriniencincnnns
Coinvestigator : ). Dr.....ccocevviiiiiieiinniinnnnnn
Co investigator :  ii). Dr. .c.ccovvviiiiiiiiniiiniiiinnenn
Co investigator :  iii). Dr. coccovvviniiiiiiiiiiiinnnnnnnn

SPONSOR: Department of Pharmacology, Government Medical College and Sir
Takhtsinhji General Hospital, Bhavnagar 364001.

Participant Initials: -
Participant Age: _ years Gender: Male Female
Address:

Screeningno: -

Enrolmentno: - Contact No. :----------
e e L , have read the information in this form(or it has been
read to me). | was free to ask any questions and they have been answered. | am over 18 years of
age and exercising my free power of choice, hereby give my consent to be included as a
participant in

.............................................................................................................................. (Title)
1. I have read and understood this consent form and the
information provided to me.
2. I have had the consent document explained to me.
3. I have been explained about the nature of the study.
4. My rights and responsibilities have been explained to me by the
investigator.






5. I have been clearly notified about the risks associated with my
participation in the study.

6. I have informed the investigator of all the treatments | am taking
or have taken in the past -------- months including any desi
(alternative) treatments.

7. I agree to cooperate with the investigator and | will inform him/
her immediately if | suffer unusual symptoms.

8. I have not participated in any research study within the past -----
----month(s).

9. I am aware of the fact that | can opt out of the study at any time

without having to give any reason and this will not affect my
future treatment in the hospital.

10. I am also aware that the investigator may terminate my
participation in the study at any time, for any reason, without my
consent.

11. I hereby give permission to the investigator to release the

information obtained from me as result of participation in this
study to the sponsors, regulatory authorities, government
agencies and ethics committee. | understand that they may
inspect my original records.

12. My identity will be kept confidential if my data are publicly
presented.

13. If, despite following the instruction, I am physically harmed
because of any substance or any procedure as stipulated in the
study plan, my treatment will be carried out free at the
investigational site/ the sponsor will bear all the expenses.

14, I have had my guestions answered to my satisfaction.

15. I have decided to get enrolled in the research study.

L , am aware, that if | have any questions during the study, |
should contact at one of the addresses listed in participant information sheet. By signing
this consent form, | attest that the information given in this document has been clearly
explained to me and apparently understood by me. I will be given a copy of this consent

document.
Name Signature/Thumb Date and time
impression
Participant
Legal

representative

Impartial witness






Principle
investigator
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Department of Pharmacology,
Government Medical College & Sir Takhatsinhji General Hospital,
Bhavnagar-364001 (Gujarat), India.

Model of Participant Information Sheet

Study Title : “Efficacy and Safety of Ofloxacin and its Combination with Dexamethasone
in Chronic Suppurative Otitis Media - A Randomized, Double Blind, Parallel Group,
Comparative Study.”

IRB Approvalno.: ............ccocovinie /2018

Principal Investigator: DIr. ...cceeveiieeieeriniencincnnns
Co investigator :  i). Dr....cccceeviiiiiiniiiiniiinnnnna
Co investigator :  ii). Dr. .c.ccovvviiiiiiiiniiiniiiinnenn
Coinvestigator :  iii). Dr. ...ccccovviiiiiiniiiiiiniinnnn

SPONSOR: Department of Pharmacology, Government Medical College and Sir
Takhtsinhji General Hospital, Bhavnagar 364001.

Participant Initials: -
Participant Age: ___ years Gender: Male Female

Address:

Screeningno: - _ ____ _
Enrolment no: - Contact No. :----------

Introduction

Information about drugs

Side effects:





Study methodology

Drug dosage for participant

Other drugs
Patient should not take any other drug during this study unless prescribed by doctor. If

anyone require to take other drugs then principal investigator will decide whether he or she
continue to participate in study.

Rescue medication
If rescue medication is needed then patient will be hospitalised and proper treatment will be given.

About quitting the study

You participate in the study willingly so you can quit the study any time during the course of the
study. It will not affect your medical treatment and doctor will give you optional treatment. If
investigator come to know that these medication are not beneficial or you does not follow his
advice then he can relieve you from the study. In any of the above circumstances, it will not affect
your medical treatment and doctor will give optional treatment.

New information
If any new information come to know related to this study, you will be immediately informed.

Confidentiality

All information collected about you during the course of the research/trial will be kept strictly
confidential. Any information which leaves the hospital/clinic/laboratory will have your name and
address removed so that you cannot be recognized from it.

Responsibilities during the study

You should follow investigator’s advice and should take medication regularly. You should inform
the doctor about any adverse event occuring during the study. If you are female patient, you should
not become pregnant within 30 days after completion of the study.

Uses of new information
Result of this study will be used for publication and will be shown on conferences related to
scientific research.






If you are asked about your treatment then you can contact your investigator at any time. If any
new information come to know related to your health during this study, you will be immediately
informed.

Investigator’s Name: Member Secretory’s Name:
Dl e Dr. C.B. Tripathi,
Contact no.: Contact no.:09825951678
Address: Address:
Bhavnagar 364001. (Gujarat) Prof. and Head, Pharmacology,
Govt. Medical College,
B/h S.T. Stand, Bhavnagar 364001. (Gujarat)

Contact Persons: For further information / questions, you can contact us at the following
address.

Dr. o,

R-.......... Department of ................

Sir Takhtsinhji General Hospital,

Bhavnagar 364001 (Gujarat)

Cellno. oo

e In case of any conflicts, You can contact the member secretary of Institutional Review
Board (Research and Ethics Committee), Sir Takhtsinhji General Hospital & Government
Medical College at the following address:

Member secretary,

Institutional Review Board,

Mob no. 09825951678

E mail id- cbrtripathi@yahoo.co.in

Government Medical College, Bhavnagar- 364 001

Name Signature/Thumb Date and time
impression

Participant

Legal
representative

Impartial witness

Principle Dr.
investigator
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