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Objective 

The objective of this Standard Operating Procedure (SOP) is to ensure quality and consistency in review 

of research proposals as prescribed by the Ethical guidelines for biomedical research on human subjects. 

 

Functions of IRB 

Á IRB provides independent, competent and timely review of the ethics of proposed studies before 

the commencement of a study and regularly monitor the ongoing studies until and after 

completion of the study. 

Á The IEC takes care that all the cardinal principles of research ethics viz. 

Autonomy, Beneficence, Non-malfeasance and Justice are taken care of in planning, conduct and 

reporting of the proposed research. 

Á IRB reviews all research projects involving human subjects to be conducted at Government 

Medical College, Bhavnagar, Gujarat, irrespective of the funding agency. 

 

Application Procedure to IRB 

  All applications should be forwarded by the head of the departments to the IRB in prescribed format in  

         10 copies. 

Documents to be submitted are:   

Á IRB proposal form 

Á Protocol of the proposed research  

Á Case report forms and follow - up cards 

Á Questionnaires if any  

Á Informed consent form in vernacular  language (Gujarati or Hindi) and English 

Á Patient information sheet in vernacular  language (Gujarati or Hindi) and English 

Á Approval of the Head of the Department   

Á For any new drug / device trial, all relevant pre-clinical animal data and clinical trial data from 

other centers, if available.  

Á Financial requirements for the project and its source. 

Á Statement of conflicts of interest, if any.  

Á C.V. of all the investigators(dated and signed) with relevant publications in last five years. 

Á Agreement to comply with the relevant national and applicable international guidelines.  

Á A statement describing any compensation or insurance coverage for study participation, if 

applicable. 
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Á All significant previous decisions by same or other IRBs or regulatory authorities for the 

proposed study. The reasons for negative decisions should be provided.  

Á Plans for publication of results.  

Á IRB processing fee: Post graduate students have to pay Rs. 300/- to Rogi Kalyan Samiti, Sir T 

General Hospital, Bhavnagar and Rs. 200/- to IRB and for industrial trial Rs. 5000/- to Rogi 

Kalyan Samiti, Sir T General Hospital, Bhavnagar and Rs. 1000/- to IRB as processing fee. 

 

Quorum requirement for meeting 

For review of each protocol the quorum of Ethics Committee has at least 5 members with the following 

representations:  

(a) Basic medical scientists (preferably one pharmacologist).  

(b) Clinicians  

(c) Legal expert  

(d) Social scientist/ representation of non-governmental voluntary agency philosopher/ethicist/  

      theologian or similar person  

(e) Common man from the society. 

 

IRB meeting schedule 

Á IRB (HEC) meeting will be held on the last Thursday of every 2 month.  

Á Researchers/Students should submit their research / Dissertation proposal at least 3 weeks before 

the meeting. 

Á Dates can be changed if the possibility of quorum formation will not be there. 

 

IRB Review Procedure 

Á The proposals are sent to members at least 2 weeks in advance.  

Á Decisions are taken by consensus after discussions, and whenever needed voting is done.  

Á Researchers are invited to offer clarifications if needed.  

Á Independent consultants/Experts are invited to offer their opinion on specific research proposals 

if needed.  

 

Decision Making Process of IRB 

Á Members discuss the various issues before arriving at a consensus decision.  
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Á A member withdraws from the meeting during the decision procedure concerning an application 

where a conflict of interest arises and this is indicated to the chairperson prior to the review of 

the application and recorded in the minutes.  

Á Decisions will be taken only in meetings when quorum is complete.  

Á Only members can make the decision. The expert consultants only offer their opinions. 

Á Decision may be to approve, reject or revise the proposal. 

Á Modified proposals may be reviewed by an expedited review through identified members.  

 

Communicating the Decision of IRB 

Á Decisions are communicated by the member secretary in writing in prescribed format.  

Á Specific suggestions for modifications and reasons for rejection are given by IRB. 

 

Follow up Procedures of IRB 

Á The ongoing researches are reviewed at regular intervals. (3 months)  

Á The IRB reviews approved projects for continuation, new information, adverse event monitoring, 

follow-up and later after completion if needed. 

Á Final report should be submitted at the end of study.  

 

 IRB Record Keeping 

      Documents to be preserved are    

Á The constitution and composition of the IRB. 

Á Signed and dated copies of the latest the curriculum vitae of all IRB members with records of 

training if any. 

Á Standard operating procedure of the IRB. 

Á National and International guidelines. 

Á Copies of protocols submitted for review. 

Á All correspondence with IRB members and investigators regarding application,     

     decision and follow up. 

Á Agenda of all IRB meetings. 

Á Minutes of all IRB meetings with signature of the Chairperson.  

Á Copies of decisions communicated to the applicants. 

Á Record of all notification issued for premature termination of a study with a summary of the 

reasons. 

Á Final report of the study. 

Á All documents related to research project are preserved for a period of at    

     least 3 years after completion of study. 
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Institutional Review Board (IRB)/ [Human Ethics Committee (HEC)] 

¢{a¦{Ì pw¨w¨ y£¦§~Ŋ¦|z+  x¦~tc{.    Govt. Medical College, Bhavnagar-364001 

\¢.kÌ ǦkîǙm u¦g}, Ɏ| {±m, x¦~tc{ - ¹¼º¶¶· (ɢ©h{¦p),  

Behind S.T. Stand , Jail Road, Bhavnagar 364001 (Gujarat)  India. 

Phone no (0278) 2430808   Web site: www.bvnmedicol.org   Fax no.(0278) 2422011 

 

No. GMCB / éééIRB (HEC) /        . . . . . . . .. . . . . . . . . . . .. . ./ 2011.  

Form to be filled by the Principal Investigator (PI) for submission to 

Institutional Review Board (IRB)/[Human Ethics Committee (HEC)] 

( Attach with each copy of the proposal) 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Office of the Dean,  

Govt. Medical College, 

Bhavnagar 364001(Gujarat) 

Date:       /     /2011 

         

 

Research / Dissertation Proposal Submission Proforma : 

Before submitting the proposal to Institutional Review Board (IRB) / [Human Ethics Committee 

(HEC)] please discuss it in the departmentôs scientific meeting and produce a attendance sheet of  

that  meeting. 
   

Research Proposal Title: (In Times New Roman fonts, size:16, in capital letters   )   

 

_______________________________________________________________ 

 

 
 

For Office Use: 

Received Date: 

Received after scrutinization: 

IRB Approval Date: 

IRB (HEC) No..  .  .  .  .  .  .  .  .  / 2011 

. . . . . . . . . . . . .  no. é/2011 (... . . . . .   .  ...  .. . .)  

 

Govt. Medical College, Bhavnagar. 

 

Date:     /    /2011 
 

 

 

Affix Passport  

   size recent    

  photograph 

   only in two  

     copies of  

    proposal 

 

http://www.bvnmedicol.org/
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 Name, Designation 

&  

Qualifications 

Address 

Tel  no. & Fax Nos. 

 Email ID  

Signature 

 

 

PI 

 

 

 

 

 

  

 

     Co-PI /    

Collaborators 

 

1. 

 

 

  

 

                                        

2. 

 

 

 

 

  

 

                                        

3. 

 

 

 

 

  

 

Please attach detailed Curriculum Vitae of all Investigators dated 

and signed by the investigators 

(with subject specific publications limited to previous 5 years). 
  

Sponsor Information  : 

1. Indian               a) Government               Central   State                Institutional 

                                                                    

                             b) Private 

2. International         Government                     Private                       UN agencies 

 

3. Industry               National                           Multinational 

 

Contact Address of Sponsor: . . . . . . . . . . . . . . . . . . .  . . .  .  .  .  .  .  .  .  .  .  .  .  .  .   
 

 

Total Budget: In Indian Currency: Rs. (In number)  . . . . . . . . . . . . . . . .   

  Rs. (In Words)  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
 

 

1.Type of Study :Epidemiological           Basic Sciences         Animal studies  

  

                   Clinical:    Single center                Multicentric                 Behavioral 

 

2. Status of Review: New                                                   Revised 
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3. Clinical Trials:  

    Drug /Vaccines/Device/Herbal Remedies : 
 

i. Does the study involve use of  :  

                                  Drug            Devices       Vaccines  

 

              Indian Systems of Medicine/                    Any other                   NA                               

             Alternate System of Medicine                             

ii . Is it approved and marketed 

                                     In India             UK & Europe                  USA        

  

                                                         Other countries, specify 

iii.  Does it involve a change in use, dosage, route of     

     administration? 

If yes, whether DCGIôs /Any other Regulatory authorityôs  

     Permission is obtained? 

If yes, Date of permission : 

Yes 

 

Yes 

 No 

 

 No 

iv. Is it an Investigational New Drug? 

 

If yes, IND No: 

Yes   No 

a). Investigatorôs Brochure submitted Yes   No 

b). In vitro studies data  Yes   No 

c). Preclinical Studies done Yes   No 

 

d). Clinical Study is :   Phase I          Phase II            Phase III             Phase IV        

 

e). Are you aware if this study/similar  

     study is being done elswhere ? 

     If Yes, attach details 

Yes  No 

4.  Brief description of the proposal (In Times New Roman fonts 

double spacing, size: 14 ) ï in following points : 

a .Introduction,  

b. Review of literature - submit hard copy of few published papers.  

c. Aim(s) & objectives,  

d. Justification for study,   

e. Methodology describing the potential risks &  benefits,  

f. Outcome measures,   

g. Statistical analysis and  

h. Whether it is of  national / State of Gujarat  significance with rationale (Attach  

     sheet with maximum 500 words): 
 

5. Subject selection: 
i. Number of Subjects    :  

ii . Duration of study : 

            iii.        Will subjects from both sexes be recruited                                                                                                                               Yes   No 
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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    

fetus          illiterate              handicapped 

                      terminally ill        seriously ill                     mentally  

                                                                                    challenged 

economically &  

                      socially backward               any other 

vii . 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/ delinked 

          ii.        Confidential handling of data by staff  Yes No 

7. Use of biological/ hazardous materials  
          i.         Use of fetal tissue or abortus  

Yes No 

          ii.        Use of organs or body fluids Yes No 

          iii.       Use of recombinant/gene therapy 

 

          If yes, has Department of Biotechnology (DBT) approval for                   

           rDNA  products been obtained?    

Yes 

 

Yes 

No 

 

No 

          iv.        Use of pre-existing/stored/left over  samples   Yes No 

          v.         Collection for banking/future research   Yes No 

vi. Use of ionizing radiation/radioisotopes 

 

          If yes,has Bhabha Atomic Research Centre (BARC) approval 

             for Radioactive Isotopes been obtained?                               

Yes 

 

Yes 

No 

 

No 

          vii.       Use of Infectious/ bio hazardous specimens   Yes No 

          viii.       Proper disposal of material Yes No 

          ix.        Will any sample collected from the patients be sent       

                      abroad ?   

If Yes, justify with details of collaborators 

Yes No 

a) Is the proposal being submitted for clearance from  

Health Ministryôs Screening Committee (HMSC) 

for International collaboration? 

Yes No 
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                      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, reasonsé 

 

 

8. Consent :            *Written                                   Oral                             Audio-visual 

     i. Consent form : (tick the included elements)  

 

Understandable language                              Alternatives to participation 

Statement that study involves research         Confidentiality of records 

Sponsor of study                                           Contact information 

Purpose and procedures                                Statement that consent is voluntary 

Risks & Discomforts                                    Right to withdraw 

Benefits                                                         Consent for future use of biological material  

Compensation for participation                    Benefits if any on future commercialization  

Compensation for study related injury            eg. genetic basis for drug development 

 

*If written consent is not obtained, give reasons: - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -  

 

    - - - -- - - - - -- - - -- - - - - -- - - - - -- - - - -- - -- - - - - - - -- - - - - - -- - - -- - - -- - -- -- - - - -  

 

 

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

                                                            Research staff                          Any other 

 

9. Will any advertising be done for recruitment of 

Subjects ?   

    (posters, flyers, brochure, websites ï if so kindly attach a copy) 

 

Yes  No 

10. Risks & Benefits: 
           i. Is the risk reasonable compared to the anticipated benefits 

to                                    subjects / community / country?   

                                        

Yes 

                      

No        

          ii. Is there physical / social / psychological risk / discomfort? 

            If Yes,   Minimal or no risk  

                          More than minimum risk 

                          High risk   

 

Yes No 

           Iii.Is there a benefit a) to the subject  ?  

 

                                                  Direct               Indirect                   

                                           b)    Benefit to society                 

11. Data Monitoring  
i.       Is there a data & safety monitoring committee/ Board   

                     (DSMB)?                                  

Yes No 
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ii .     Is there a plan for reporting of adverse   

         events ? 

If Yes, reporting is done to : 

 

          Sponsor             Ethics Committee            DSMB  

Yes No 

          iii.   Is there a plan for interim analysis of data?    Yes No 

          vi.  Are there plans for storage and maintenance of all trial             

               database? 

               If Yes, for how long ?    

Yes  No 

12. Is there compensation for participation? 
           If Yes,        Monetary                       In kind 

            Specify amount and type:    

Yes No 

13. Is there compensation for injury? 
           If Yes,   by Sponsor            by Investigator 

                         by Insurance          by  any other  company   

                                               

Yes No 

14. Do you have conflict of interest? 

            (financial/nonfinancial) 

           If Yes, specify 

Yes No 

Checklist for  attached documents: 

 

  1. Project proposal (IRB form) ï in  10 Copies
#
 

  2. Curriculum Vitae of all the  Investigators 

  3. Brief description of proposal 

  4. Patient information sheet * in vernacular language & in English                         

  5. Informed Consent form ** in vernacular language & in English                         

 6.  Investigatorôs brochure for recruiting  subjects 

 7. Copy of advertisements / Information brochures, if any. 

 8. Copy of clinical trial protocol and / or questionnaire 

 9. Case Record Form     

10. Attendance sheet of departmental scientific meeting.  

11. If any  HMSC/DCGI/DBT/BARC clearance if obtained   

12. Investigatorôs undertaking   

13. Copy of Insurence Policy obtained for the present research work 

14. Agreements between PI and Sponsor                           

 
# 
Submit one soft copy of above check listed documents to irb_gmcb@yahoo.com with copy to 

cbrtripathi@yahoo.co.in                 

   * Dardi Mahiti Patrak            ** Dardi Sahmati Patrak     

Note: 1) Everytime as per the sugessions from the respected IRB members, we update the IRB  

              proforma. So, ask your younger collegues, collegues and other staff members to use the   

              updated proposal form and procure it from Dept. Of Pharmacology, Govt. Medical  

              College, Bhavngar for submission for next IRB meeting. 

          2) Please maintain one copy of all your IRB documents for your reference. 

 

    Date:                                                                                  Name, Signature & Designation of PI  
FOR FURTHER COMMUNICATION AND SUBMISSION OF FILLED IN FORM KINDLY CONTACT:  

Secretary IRB, Prof. & Head, Department of Pharmacology 

                                         

mailto:irb_gmcb@yahoo.com
mailto:cbrtripathi@yahoo.co.in
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                                                  Investigator's declaration 
                                                 Department of  _______________, 

         Government Medical College & Sir Takhatsinhji General Hospital Bhavnagar-364001 

  For the research proposal entitled (In Times New Roman fonts, size: 12,  capital letters)     

    _________________________________________________________________________ 

 

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

previously reported research.  

2. 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 .  

3. 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.  

4. 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.      

5. 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 Bio safety Committee's (IBC) certification of review 

and concurrence will be taken (Required for studies utilizing DNA agents of human pathogens).  

6. 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.   

7. We will report adverse drug reaction to Pharmacovigilance cell and IRB whenever, we come across 

the adverse drug reaction while doing research work. (If applicable)  

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

regulation issued from time to time. 

9. 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. 

10. At the time of submission of dissertation to Bhavnagar 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. 

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

the work. 

 Signature  & Name  of  

 
1. ----------------------                     2. --------------------                   3. ---------------------- 

 

            ______________                          _____________                        ______________ 

  

          Principal Investigator                         P.G. Guide                          Professor and Head, 

    Dept. of _____________             Dept. of _____________            Dept. of _____________ 

                                                                       (If applicable)                       (If applicable) 

     Date: . . . . . . . . .                                                                                                                                        

     Place: Bhavnagar - 364001                                                                                              
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FORMAT FOR COMMUNICATION TO THE PRI NCIPAL INVESTIGATOR BY THE 

MEMB ER SECRETARY, INTITUTIONAL REVIEW BOARD  

                         
Institutional Review Board  (Human Ethics Committee ) 

¢{a¦{Ì pw¨w¨ y£¦§~Ŋ¦|z+  x¦~tc{ Govt. Medical College, Bhavnagar-364001 
\¢.kÌ ǦkîǙm u¦g} ,Ɏ| {±m ,x¦~tc{ - ¹¼º¶¶·) ɢ©h{¦p,( 

Behind S.T. Stand, Jail Road, Bhavnagar 364001 (Gujarat) India. 

Phone no (0278) 2430808   Web site: www.bvnmedicol.org   Fax no.(0278) 2422011 

        No. Pharma  / GMCB /é  IRB  (HEC) Meeting / . . . . . . . . . . . . . . . . . . . . . . . / 2010 

 

Department of Pharmacology,  

Government Medical College, 

Bhavnagar -364001(Gujarat). 

Date:     

 

 

 

To,  

Dr._________________________________ 

____________________________________ 

Department of _______________________ 

Government Medical College, 

                  &  

Sir Takhtsinghji General Hospital,   

Bhavnagar- 364001. (Gujarat), India. 

 

Dear Dr. ____________________________   

 

     The Institutional Review Board of Government Medical College, Bhavnagar has reviewed and 

discussed your application dated______to conduct the research work entitled 

ñ_______________________________________________________ò  on _________.    

 

Following documents were reviewed: 

      1.  IRB (IEC) filled up form.  

2.  Principal Investigator and Co-investigatorôs current Curriculum Vitae (CV). 

3.  Brief description of Proposal. 

4.  Patient / Volunteerôs information sheet in vernacular language and English. 

5.  Informed consent form in vernacular language and English. 

6.  Pre - tested questioners. (Not applicable). 

The following members of the ethics committee were present in the meeting held on  

            Day & Date  : ________ 

            Time             : ________ 

            Place             :  Dean Office, Government Medical College, Bhavnagar, Gujarat.  

For Office Use:  

IRB (HEC) no._____________. 

Subject no.       _____________ 

Government  Medical College,  

Bhavnagar-364001(Gujarat). 

Date:  

 

 

 

http://www.bvnmedicol.org/
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1.   Dr. V.H. Bhavsar,  M.D. Pharmacology,  
      Chairman,  Institutional Review Board, Senior Professor & Head Department of      

      Pharmacology, College of Medical sciences & K.J. Mehta General Hospital, Jithari, Amargarh,    

2.   Dr. B.D. Parmar, M.D. Medicine,  
      Co-chairman, Institutional Review Board, Dean, Government Medical College, Bhavnagar. 

3.   Dr. M.P. Singh, M.D., Preventive & Social Medicine. 

      Member of the Institutional Review Board. Medical Superintendent, Professor &   

      Head, Department of  PSM, Sir T. General Hospital, Government Medical College, Bhavnagar. 

4.   Mr. Navinbhai Rajyaguru, L. L.B.,  

      Member,  Institutional Review Board, Advocate & Socially active member. 

5.   Dr. P.R. Jha, M.D. Medicine 
 Member,  Institutional Review Board. (Clinician) . Professor and Head, Department of    

 Medicine, Government  Medical College & Sir T. General Hospital, Bhavnagar-364001. 

6.   Dr.Bharat Panchal, M.D. Psychiatry- leave of absence  

      Member, Institutional Review Board. (Philosopher). Professor and Head, Department     

      of  Psychiatry, Government Medical College & Sir T. General Hospital, Bhavnagar- 364001. 

7.   Dr. H.B. Mehta, M.D. Physiology 

      Member, Institutional Review Board. (Scientist from Institution ). Professor and 

      Head, Department of Physiology, Government Medical College, Bhavnagar- 364001.  

8.   Dr. Pramila Jha, M.D. Anesthesiology- 

      Member, Institutional Review Board, Associate Professor, Department of Anesthesiology, Government 

Medical College & Sir T. General Hospital, Bhavnagar-364001 

9.    Mr. Manbhabhai Mori,  

       Member, Institutional Review Board, Member from the Society,  

       Bhavnagar Seva Sadan, Bhavnagar. 

10.  Dr. C. B. Tripathi, M.D. Pharmacology, 

       Member Secretary, Institutional Review Board (Pharmacologist). Professor and  Head,       

       Department of Pharmacology and Dean, Faculty of  Medicine, Government Medical College and  

       Bhavnagar University, Bhavnagar ï 364001.  (M): 9825951678, e-mail: cbrtripathi@yahoo.co.in 

 

        We approve the above mentioned study in the present form to be conducted by  

Principal Investigator   - Dr_____________________ 

Co ï Investigator          - Dr. ____________________ 

 

     The IRB (IEC) reference number for future correspondence is IRB (HEC) no. ________Subject 

no._________, Dated: ____________. 

     The Institutional Review Board expects to be informed about the progress of the study, any 

changes in the protocol and pre tested questioners (if applicable) and receive copy of the final 

report in duplicate. 

                                                                                                      

    

                                                                                                   

                     

                                                                                                             Yours Sincerely 

 

                                                                                                           Member Secretary, 

                                                                                                     Institutional Review Board, 

                                                                                                    Government Medical College, 

                                                                                                     Bhavnagar-364001(Gujarat). 

 

 

 

mailto:cbrtripathi@yahoo.co.in
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INTIMATION OF START OF STUDY  

 

 

1. Project Trial Code Number: 

 

2. Title of study/ trial: 

 

3. Principal Investigator (Name & Department): 

 

4. Sponsor: 

 

5. Date of approval from IRB: 

 

 

6. Date of start of study: 

 

 

 

 
Date: 

 

 

 

      Name & Signature of PI       Name & Signature of Guide             Name &Signature of 

                                                           (If applicable)                       Head of the Department 
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PROGRESS REPORT (Annual)/FINAL REPORT  

 
1. Project IRB no. 

 

 

2. Title of project 

 

 

3. Principal Investigator(PI) (Name and Department) 

 

 

4. Sponsor 

 

 

5. Date of approval form IRB 

 

 

6. Date of start 

 

 

7. Objectives of the study 

 

 

8. Progress report as per objectives(in separate page) 

 

 

9. Serious Adverse Event if any with details 

 

 

10.Protocol deviation  if any with reasons justification 

 

 

      11.Report publication conference presentation 

 

 

12.Awards (if any) 

 

Date: 

 

 

     Name & Signature of PI       Name & Signature of Guide           Name &Signature of 

                                                                  (If applicable)                 Head of the Department 
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                   GUIDELINE S FOR PATIENT   INFORMATION   SHEET 

   Potential recruits to your research/trial study must be given sufficient information to allow them 

to decide whether or not they want to take part. An Information Sheet should contain information 

under the headings given below where appropriate, and preferably in the order specified. It should 

be written in simple, non-technical terms and be easily understood by a lay person. Use short words, 

sentences and paragraphs. 

 

1. Study Title  

Is the title self explanatory to a lay person? If  not, an additional simplified title may also be 

included. 

 

2. Invitation Paragraph  

You should explain that the patient is being asked to take part in a research/trial study. The 

following is an example:  

 

 "You are being invited to take part in a research trial study. Before you decide it is important for 

you to understand why the research/study is being done and what it will  involve. Please take time to 

read the following information carefully and discuss it with friends, relatives and your treating 

physician/family doctor if you wish. Ask us if  there is anything that is not clew- or if you would like 

more information. Take time to decide whether or not you wish to take part. 

 

3. What is the purpose of the study? 

The background and aim of the study should be given here. 

 

4. Why have I been chosen? 

You should explain how and why the patient was chosen and how many other patients will be 

studied. 

 

5. Do I have to take part? 

You should explain that taking part in the research/trial is entirely voluntary. You could use the 

following paragraph:-  

"It is up to you to decide whether or not to take part. If you do decide to take part you will be given 

this information sheet to keep and be puked to sign a consent form. If you decide to take part you are 

still free to withdraw at any time and without giving a reason. This will not affect the standard of 

care you receive." 

 

6. What will happen to me if I take part?  

You should say how long the patient will be involved in the research/trial, how long the 

research/trial trial will l ast (if this is different), how often they will need to visit the hospital or a 

clinic (if this is appropriate) and how long these visits will be. You should explain if the patient will 

need to visit the doctor (or clinic) more often than for usual treatment and if travel expense are 

available. What are the patient's responsibilities set down clearly what you expect of them in the 

form of simple instructions, for example asking them to come to the clinic at 8.00 am without 
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having eaten anything/on empty stomach/fasting. You should explain simply and briefly the 

research/trial methods you intend to use - the following simple definitions may help:-  

 

Randomized Trial: Sometimes. because we do not know which way of treating patients is 

best. we need to make comparisons. People will be put into groups and then compared. The 

groups are selected by a computer. which has no intimation about the individual -- by chance. 

Patients in each group then have a different treatment and these are compared. This way. the 

chances of something happening as a result of our choosing to put you in a specific group or bias 

is reduced. You should tell the patients what chance they have of getting the study drug 

treatment: e.g. a one in four chance. 

 

Blind trial : In a blind trial you will not know which treatment group you are in. If the trial is 

a double blind trial, neither you not your doctor will know in which treatment group you 

are (although, if your doctor needs to find out he/she can do so). This is done to ensure that the 

trial is carried out without a bias that may result form knowing which group you are in, which 

can adversely affect the results. 

 

Cross-over Trial : In a cross-over trial both the groups have the different treatments in turn. 

There may be a break between treatments, a washout period, so that the effects of the first 

drug or treatment are cleared from your body before you start the new treatment. 

 

Placebo: A placebo is a dummy treatment such as a pill. which looks like the real thing but is 

not. It contains no active drug. chemical or ingredient. 

7. What do 1 have to do? 

Are there any lifestyle restrictions? You should tell the patient if there are any dietary 

restrictions. Can the patient drive? Drink? Take pail in sport? Can the patient continue b take 

his
/
her regular medication? Should the patient refrain from giving blood? What happens if the 

patient becomes pregnant? Explain (if  appropriate) that the patient should take the medication 

regularly. 

8. What is the drug or procedure that is being tested? 

You should include a short description of the drug or device and give the stage of        

Development. You should also state the dosage of the drug and method of      administration. 

Patients entered into drug trials should preferably be given a card /(similar to an identity-card) 

with details of the trial they are in. They should be asked to carry it at all times. 

 

9. What are the alternatives for diagnosis or treatment?  

For therapeutic research trial the patient should be told what other treatment options are available. 

 

10. What a v the side effects of taking part? 

For any new drug or procedure von should explain to the patients the possible side effects. II 
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they suffer these or any other symptoms they should report them next time you meet. You 

should also give them a contact name and number to phone if they become in any way 

concerned or in case of emergency. The known side   Meets should be listed in kilns the 

patient will clearly understand (e.g ódamage to the heart' rather than 'cardiotoxicity% 

'abnormalities of liver tests' rather   than 'raised liver enzymes
.
). For any relatively new 

drug it should be explained that them may be unknown side effects. 

 

11. What are the possible disadvantages and risks of taking part?  

For studies where there could be harm to an unborn child if the patient were pregnant or 

became pregnant during the study, the following (or similar) should be said:    

 

"It is possible that if the treatment is given to a pregnant woman it will harm  the unborn 

child. Pregnant women must not therefore take part in this study, neither should woman who 

plan to become pregnant during the study. Women who are at risk of pregnancy may be asked 

to have a pregnancy test before taking part to exclude the possibility of pregnancy. Women 

who could become pregnant must use an effective contraceptive during the course of this 

study. Any woman who finds that she has become pregnant while taking part in the study 

should immediately inform the investigator. 

 

Use the pregnancy statement carefully. In certain circumstances (e.g. terminal illness) it would 

be inappropriate and insensitive to bring up pregnancy. 

 

There should also be an appropriate warning and advice for man if the treatment could 

damage sperm which might therefore lead to a risk of foetal damage. 

 

If' f uture insurance status. e.g. for life insurance or private medical insurance, could be affected 

by taking part this should he stated (if e.g. high blood pressure is detected). If the patients have 

private medical insurance you should ask them to check with the company before agreeing to 

take pan in the trial. They will need to do this to ensure that their participation will not affect 

their medical insurance. 

You should clearly state what will happen if you detect or find a condition of which the 

patient was unaware. It is treatable? What are you going to do with this information? What 

might be uncovered (e.g. high blood pressure? HIV status)? 

12. What are the possible benefits of taking part? 

Where there is no intended clinical benefit to the patient from taking part in the trial this should 

he stated clearly. 

 

It is important not to exaggerate the possible benefits to the patient during the course of the 

study. e.g. saying they wil l be given extra attention. This could be seen as coercive. It 

would be reasonable to say something similar to: 

 

"We hope that both (all) the treatments will help you. However, this cannot he guaranteed. The 




