Annexure: : Application form-Research/Study–Protocol for Initial Review
INSTITUTIONAL ETHICS COMMITTEE (IEC)
DR. V. M. GOVT. MEDICAL COLLEGE AND  SHRI. C. S. M. GENERAL HOSPITAL,
DEPARTMENT OF PHARMACOLOGY, SOLAPUR-413 003; MAHARASHTRA, INDIA 
Tel No: 0217-2749405; Fax:0217-2310766; Email: iecdrvmgmcsolapur@yahoo.com
(More points & more space in this proforma can be added if required, but no any point to be deleted. Each page to be signed by the Applicant)
	Name of Applicant:
	

	Designation:
	
	Mention name of your Department:

	Title of research /dissertation protocol
	

	is this research for your Dissertation /

 Non Dissertation / Clinical Trial / others..?     
	                                

	Type of  IEC-review requested by you: Exemption from Review / Expediated Review / Full Committee Review

	Signature of applicant with date:
	

	For office use only: Application No:

	Remark  of Scientific committee
	[image: image1.emf]
Approved / Not Approved

	Signature/s of  Scientific committee chairman
with date
	

	Remark  IEC subcommittee   or IEC member secretory;
& signature/s with date
	Type of review: Exemption from review/ Expedited review/ Full committee review:

Approved / Not Approved


	1. 
	Research Protocol / Study No:

Research Protocol Version 
with date:
	

	2. 
	Name, Designation & Postal-Address with Mobile  number, 
e-mail of:

UG/PG-student /
Investigator /

Research worker

Have you attached your (researcher’s) curriculum vitae as per IEC-Proforma..? Yes/No

Have you completed research methodology or Good Clinical Practice(GCP) or similar research training / workshop in last five years..? Yes/No

If Yes, have you attached its certificate..? Yes/No 
	

	3. 
	Name, Designation & Postal-Address with Mobile number,
e-mail of:

UG/PG-Guide / 
Co-Investigator / 

Co-Research worker
Have you attached your (researchers) curriculum vitae..?

Yes/No

Have you completed research methodology or Good Clinical Practice or similar research training/workshop in last five years..? Yes/No

If Yes, have you attached its certificate..? Yes/No
	

	4. 
	For PG Student Only 

	5. 
	Full Name of PG-Student

(Capital; Start With Surname)
	

	6. 
	Name of Department
	

	7. 
	Candidate admitted year
	

	8. 
	Course (MD or MS) & Subject
	

	9. 
	College Name & Address
	

	
	Name of Your PG Teacher:
	

	
	PG Teacher MUHS recognition letter, vide letter no and date:
	

	
	All Names of  PG Guides &

All Names of  PG students 

allotted to them in your Dept for this year (Year:                   )
	

	10. 
	is this research sponsored (Funded) by government / private agency? Yes/No
If yes, give details of authentic  sponsorer  information like : 

Name, Designation & Address with Telephone, Fax, e-mail, website, etc
And mention Protocol number / version :
	

	11. 
	Total estimated budget for site, Rs:

this research funded  by whom..?:

self funding/institutional funding/

CRO/pharmaceuticals/
Govt/private/

specify other funding agency


	

	12. 
	For sponsored (Funded) research by private/govt- agency/institute; 

1. Give all details of financial budget of the research project.

2. If applicable; give DCGI-approval, Patients insurance, tripartite agreement, IEC-approval of other institutes, protocol with all details, investigators’ brochure, investigators CV  etc

3. Any other relevant documents as per current guidelines by concerned government agencies.

	

	13. 
	Mention title of the research/study-protocol:
	

	14. 
	Introduction / 
Justification / 
Rational for this research study / 
Research study background:
Also mention why a human study is needed to answer the research question:

	

	15. 
	Will there be vulnerable persons / special groups involved.

	Yes/No:

If yes, type of vulnerable persons / special groups:

[image: image2.emf]


	16. 
	If applicable; Mention justification of inclusion / exclusion of vulnerable populations in this research.
	

	17. 
	Mention any additional safeguards to protect vulnerable research participants:
	

	18. 
	Is there any reimbursement to the research participants? 


	Yes / No :

If yes, Monetary / Non-monetary :

Provide its details:


	19. 
	Are there any incentives to the research participants?
	Yes / No :

If yes, Monetary / Non-monetary :

Provide its details:



	20. 
	Are there any participant recruitment fees/ incentives for the study provided to the Investigator /PI / Institution/ involved staff ?
	Yes / No :

If yes, Monetary / Non-monetary :

Provide its details:


	21. 
	Aim and Objectives: 
Also mention about 
primary research question, secondary research question, primary hypothesis, 
other hypothesis..
(also mention about end points if applicable)

	

	22. 
	Research Study- design
	

	23. 
	Mention rational of this research study design.
	

	24. 
	Type of research study
	[image: image3.emf]


	25. 
	Research study- Centre


	

	26. 
	Is this a multicentric research ..?

Yes/No

If yes, give details about other research centers and attach IEC approval copy of other centers. 
	

	27. 
	Research Study- population source:
	

	28. 
	Research Study- Sample size

(No of research participants / subjects for study) :

At site:

In India:

Globally:

Control group:

Study group:

Justification for 
the sample size chosen 
(100 words):

	

	29. 
	Mention Proposed method for research study participant / subject recruitment/ enrollment in this study… 

Mention its details:
Patients / Family/ Friends / 

visiting hospitals:

Posters/ Leaflets/Letters:

TV/Radio ads/ Social media / 

Institution website:

Telephone:

Any other:
	

	30. 
	Type of research participants in this study:

Healthy volunteer/

Patient/

Vulnerable persons /

Special groups/

Others(Specify):


	

	31. 
	Who will do the recruitment?

Mention Name/Names:


	

	32. 
	Material and Methods in detail:
	

	33. 
	Mention flowchart of this research study:
	

	34. 
	Write Review of Literature with minimum 15 references to be quoted in Vancouver style:

	

	35. 
	Justification for placebo, benefit–risk assessment, plans to withdraw. 

If standard therapies are to be withheld, mention justification for the same:

	

	36. 
	Inclusion criteria
	

	37. 
	Exclusion criteria
	

	38. 
	Details of new investigational product (eg Drugs/surgicals, etc) if any:

(Name, dose, route of administration, frequency of administration, efficacy & safety parameters, procedure, etc)

If applicable, attach investigator’s brochure/package insert/product information.  
	

	39. 
	Whether Case record form (CRF)/Data Collection form attached..?   Yes/No


	

	40. 
	Patient instruction card, diary, etc if applicable.
Mention/attach its format:
	

	41. 
	Do you need exemption from obtaining Informed Consent form (ICF) from research study participanys / subjects?

Yes/No

If yes, give justification:

	

	42. 
	Mention procedure for seeking and obtaining informed consent:
 (very imp)
Also mention about use of Audio-Video recording if applicable:

	

	43. 
	Have you attached IEC-prescribed formats / proforma for Research Participant / Subject Informed Consent Document (ICD/ PIS) & 
Informed Consent Form (ICF) in patient’s language ..?
Mention Version number and date of 

Informed Consent Document (ICD/ PIS):


	1. PIS & ICF- Marathi:          yes  or No

2. PIS & ICF- Hindi:              yes  or No

3. PIS & ICF- English:           yes  or No

4. any other language:            yes  or No

If translation has not been done, please justify:
____________________________________________________
____________________________________________________
------------------------------------------------------------------------------



	44. 
	Type of consent planned for :
Signed consent/
Verbal/Oral consent/

Waiver of consent/
Witnessed consent/

For children<7 yrs parental/LAR 

consent

Verbal assent from minor (7-12 yrs) along with parental consent

Written assent from minor (13-18 yrs) along with parental consent

Consent from LAR 

(If so, specify from whom) /

Audio-Video (AV)

Consent if applicable
Other consent (Specify)
	

	45. 
	Who will obtain the informed consent? 

Investigator/

Co- Investigator/

Nurse/

Counselor/

Research Staff/

Other (Specify):


	

	46. 
	Mention about any tools to be used to obtain the informed consent? 
	

	47. 
	Statistical analysis, mention in detail:
	

	48. 
	Mention details of any likely anticipated risks  like adverse effects / complications / injuries; physical /social / psychological discomforts / etc to research participants related to this research  study:
Categorize the level of risk:
Less than Minimal risk /

Minimal risk /

Minor increase over minimal risk /

Low risk /

More than minimal risk /

High risk :

In addition, mention details about measures for its management:
(very important)


	

	49. 
	Mention details of :

reporting procedures regarding any likely anticipated risks / adverse effects, etc related to this research  study and 
its management strategies described in this study

	

	50. 
	Give details of

Proposed compensation & Reimbursement of incidental expenses and management of research related and unrelated injury / illness during and after research period.

(very important)
	

	51. 
	Who will bear the costs related to participation and procedures? 
Research worker/

Institution/

Sponsor/

Other agencies..

(specify) :

Is there a provision for free treatment of research related injuries?  Yes/No:
If yes, then who will provide the treatment? 

	

	52. 
	Is there a provision for compensation of research related serious adverse effects (SAE) ? Yes / No:

If yes, specify its details:

Research worker/

Sponsor/

Institutional/

Corpus fund/

Project grant/

Insurance/

etc …specify

Is there any provision for medical treatment or management till the relatedness is determined for injury to the research  participants during the study period? Yes / No:

If yes, specify:
	

	53. 
	Mention about provision of ancillary care for unrelated illness during the this research.
	

	54. 
	Is there any financial burden to the patient due to this research project..? 

eg investigation, medications, 

surgical, etc
Mention details:


	

	55. 
	What are the potential benefits from this research study?

For the participant: 
Yes/No,
If yes, Direct /Indirect:

Mention details:

For the society/community: Yes/No,

If yes, Direct /Indirect:

Mention details:

For improvement in science: Yes/No,

If yes, Direct /Indirect:
Mention details:


	

	56. 
	Please describe how the benefits justify the risks:

	

	57. 
	Facilities available / infrastructure requirement for this  research:
	

	58. 
	Is there an external Laboratory / Outsourcing involved for investigations?

Yes/No:

If Yes, Give details:

Attach its Quality Analysis and Quality Control certifications: 


	

	59. 
	Criteria for research protocol violation. 
	

	60. 
	Study subjects drop-out criteria


	

	61. 
	Probable Duration for the research study completion:

-Period that may be required for data collection:
-Deadline for collecting data:

-Period that may be required for analysis of data:
-Deadline for analysis of data:

	

	62. 
	REVIEW OF RESEARCH WORK PROGRESS 

	Reviews
	1st quarter
	2nd quarter
	3rd quarter
	Final quarter

	Review of progress of project
	
	
	
	

	Review of collection of data
	
	
	
	

	Review of analyzed data
	
	
	
	

	63. 
	Mention about plans to submit about continuing review / progress report of research study to IEC in a prescribed format:
	

	64. 
	Mention about plans to submit about study completion / final report of research study to IEC in a prescribed format:
	

	65. 
	plans to maintain the privacy and

confidentiality of the research study participants


	

	66. 
	Write name of persons responsible for Privacy, Confidentiality, Archival of data (data / record keeping)..?
	

	67. 
	Identifying Information: 

Study Involves samples/

data (specify):


	Anonymous/Unidentified:

Anonymized: Reversibly coded:

Irreversibly coded:

Identifiable:



	68. 
	If identifiers must be retained, what additional precautions will be taken to ensure that access is limited /data is safeguarded?

 (e.g. data stored in a cabinet, password protected computer etc.)
	

	69. 
	Where will the data be analyzed and by whom?
	

	70. 
	For how long will the data be stored?
	

	71. 
	Do you propose to use stored samples/data in future studies? Yes/No/Maybe

If yes, explain how you might use stored material/data in the future:


	

	72. 
	Mention about plans for publication of results –

positive or negative– while maintaining confidentiality of personal information/identity 

Who is/are Authorized for publication of data?


	

	73. 
	Will the results of the study be reported and disseminated?

Yes / No

 If yes, specify:


	

	74. 
	Will you inform research participants about the results of the study? Yes / No

	

	75. 
	Are there any arrangements for continued provision of the intervention for research participants, if effective, once the study has finished?

Yes / No

If yes describe in brief (Max 50 words) 
	

	76. 
	Is there any plan for post research benefit sharing with research participants? 

Yes / No

If yes, specify


	

	77. 
	Is there any commercial value or a plan to patent/ intellectual property right(IPR) issues?

Yes / No

If yes, please provide details

	

	78. 
	Do you have any additional information to add in support of the application, which is not included elsewhere in the form? 

Yes / No

If yes, provide details.
	

	79. 
	Mention conflicts of interests if any…


	

	80. 
	What are likely Ethical issues involved in this reserach study?


	

	81. 
	Whether Investigator /
UG/PG-Guide /
Research worker 
is member of Ethics Committee.?

If yes, mention name


	

	82. 
	Attach / write ONE PAGE EXECUTIVE SUMMARY SHEET/Lay Summery/Brief summery
a) Title

b) Name of Researchers /Name of P. G. Student & P. G.

Guide

c) Name of the Department & Institute

e) Introduction

f) Aim & Objectives

g) Material & Methods

h) Risks involved

i) Expected results
	

	83. 
	Attached Copy of references in Vancouver style :
Yes/No
	

	84. 
	If involvement of other Department/s in this research study;  then for permission of research work in that dept ; mention-

Name of the Dept:
Sign:
Name & stamp of

Head Of that Dept 


	

	85. 
	Date
	

	86. 
	If there is involvement of other institute/s in this research study, then have you attached permission letter/MoU for research work in their institute/s;
Yes/ No:
	

	87. 
	       I/We, the undersigned, have read, discussed, understood, modified accordingly the research protocol for the research study entitled above;  and confirm that all investigators have approved the submitted version of proposal/related documents and  hereby agree to conduct the research work in accordance with protocol and to comply with all requirements of latest ICMR, CDSCO, GCP, Drugs and Clinical Trials Rules, MUHS, IEC guidelines, etc for research involving human participants. 

        Further, it is stated that to the best of my knowledge there is no ethical dispute in this research protocol and therefore may be approved by the Institutional Ethics Committee, Dr VM Govt. Medical College Solapur. 
        Also:
i. I/We have reviewed the reserach protocol and agree that it contains all the necessary information to conduct the study.  I will not begin the study until all necessary Ethics Committee and regulatory approvals have been obtained.

ii. I/We agree to conduct the study in accordance with the current protocol.  I will not implement any deviation from or changes of the protocol without agreement by the Sponsor (if any) and prior review and documented approval/favorable opinion from the Ethics Committee of the amendment, except where necessary to eliminate an immediate hazard(s) to the trial Subjects or when the change(s) involved are only logistical or administrative in nature.

iii. I/We agree to conduct and/or supervise this research work at my site personally and/or under supervision of expert in that subject.

iv. I/We will ensure that the requirements relating to obtaining informed consent and ethics committee review and approval specified in the ICMR/GCP guidelines are met.

v. I/We agree to ensure that all associates, colleagues and employees assisting in the conduct of the study are suitably qualified and experienced and they have been informed about their obligations in meeting their commitments in the research work.

vi. I/We have read and understood the information in the Investigator’s brochure, including potential risks and side effects of the drug(if applicable).
vii. I/We agree to maintain adequate and accurate records and to make those records available for audit/inspection by the Sponsor, Ethics Committee, Licensing Authority or their authorized representatives, in accordance with regulatory and ICMR/GCP provisions; I will fully cooperate with any study related audit conducted by regulatory officials or authorized representatives of the Sponsor.
viii. I/We agree to promptly report to the Ethics Committee all changes in the research work activities and all unanticipated problems involving risks to human subjects or others.

ix. I/We agree to inform immediately within 24 hour, all unexpected serious and non serious adverse events to the Ethics Committee and/or to Sponsor as well as.
x. I/We declare that the expenditure in case of injury/serious adverse effects  related to the study will be taken care of as per guidelines given by ICMR, Drug and Clinical Trials Rule, etc. 
xi.  I/We will maintain confidentiality of the identification of all participating study patients and assure security, confidentiality and archival of study data.

xii. I/We agree to comply with all other requirements, guidelines and statutory obligations as applicable to clinical investigators participating in this research work.

xiii. Wherever required/applicable, I/We will submit permission from the head of the institute to undertake clinical trial/research work, Investigator’s Agreement with the Sponsors/head of the institute, Approval / Permission from D.C.G.I., MoU and Approval of Ethics Committee of other Collaborating Center (if available), Any other relevant documents as per regulatory requirements/ guidelines/IEC.

xiv. I/We will inform the IEC of progress, study completion final report, discontinuation, closure, termination of the research work.

xv. I/We declare that PG Teacher student ratio is maintained as per norms laid down by central council/competent authority.

xvi. I/We declare that the said title of synopsis is not repeated in last 5 years as per MUHS guidelines.
xvii. I/We declare that It will be mandatory for me to work on the university approved title only for minimum period of 18 months after its approval. Also it will be mandatory for department to submit six monthly progress report to MUHS as per their guidelines.
xviii. Also it is responsibility of the student and guide to inform the ethics committee about completion of the said research work as per instructions/guidelines by MUHS Nashik.

xix. I/We declare that, in case of research proposals submitted by undergraduate/postgraduate students, the IEC approval certificate is given by the name of undergraduate/post-graduate students; but in such condition their respective research guide will have all the responsibilities to comply with ICMR guidelines like that of Investigator/Principal Investigator.
xx. I/We declare that all the information given above is complete and correct.

	88. 
	Signature with name: 

-UG/PG-Student / 

Investigator / 

Research worker /
	

	89. 
	Date:
	

	90. 
	Signature & Stamp 

with name of 

-UG/PG-Guide /

Co-Investigator / 

Co-Research Worker
	

	91. 
	Date:
	

	92. 
	Signature & Stamp 

with name of 

-Prof & Head 

of the Department
	

	93. 
	Date:
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