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SITE SUBMISSION FORM

Please complete the entire form.  Do not skip any sections.  Please type or print clearly.
	A. General Study Information

	A1. Study Title:

	

	

	A2. Sponsor Protocol Number or Grant Number:

	A3. Will this study be federally funded?    FORMCHECKBOX 
  No    FORMCHECKBOX 
 Yes(  Submit a copy of the entire grant



	B. Investigator Information 
Attach a CV and a license for the Principal Investigator.  


	B1. Principal Investigator Name:

	B2. Principal Investigator Email:

	B3. Principal Investigator Telephone Number (for IRB use):

	B4. Principal Investigator Fax Number

	B5. Sub-investigator qualifications:   FORMCHECKBOX 
 None         FORMCHECKBOX 
 See attached CV      OR 
 FORMCHECKBOX 
 Listed below

Name                               Education                            Research Training           Other Qualifications

______________            __________________        _________________       ________________

______________            __________________        _________________       ________________

______________            __________________        _________________       ________________

______________            __________________        _________________       ________________

Please attach additional page(s) if necessary.

	B6. Has the PI or any sub-investigator ever been disciplined by a medical/licensing board, or been convicted of a crime?
 FORMCHECKBOX 
 No             FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

	B7. Has the PI or any sub-investigator ever been disciplined/sanctioned by the FDA, OHRP 

or by an IRB?  FORMCHECKBOX 
  No
    FORMCHECKBOX 
 Yes ( Attach a summary of the event and resolution

	B8. Does the PI or any sub-investigator have a significant financial interest (other than payment) in 

      this study?   FORMCHECKBOX 
  No             FORMCHECKBOX 
 Yes ( Provide a detailed explanation 
A significant financial interest is defined as a monetary interest in the sponsoring company that does

NOT fit into one of the following categories:

· Less than $10,000 aggregated for the immediate family (investigator’s spouse and dependent children)

· Publicly traded on a stock exchange

· Value will not be affected by the outcome of the research

· Less than 5% interest in any one single entity

· Any compensation related to the research defined that is less than $10,000 when aggregated for the immediate family (i.e. investigator’s spouse and dependent children)

· Any compensation related to the research defined that will not be affected by the outcome of the research
· Proprietary interest related to research, including but not limited to a patent, trademark, copyright or

licensing agreement



	B9. Does the PI or any sub-investigator have a significant non-financial interest in the outcome of 

this study?  FORMCHECKBOX 
  No
 FORMCHECKBOX 
 Yes ( Attach a detailed description of the interest
  Other interest is defined as: a close personal or professional association with the sponsor, direct participation in the research
(e.g., product development, or any significant professional association, such as consulting work, with the sponsoring company).

	B10.  Number of studies conducted by the PI in the last year (can be approximated): 

 FORMCHECKBOX 
  0 studies*

 FORMCHECKBOX 
  Between 1 and 5 studies

 FORMCHECKBOX 
  Between 6 and 10 studies

                         FORMCHECKBOX 
  More than 10 studies

	B11. If the PI has not conducted any studies in the last year, provide a brief description of the PI’s qualifications to be the PI for this study: _______________________________________________________________________________

	B12.  How many studies is the PI currently conducting (either as PI or sub-investigator)?

 FORMCHECKBOX 
  0 studies

 FORMCHECKBOX 
  Between 1 and 5 studies

 FORMCHECKBOX 
  Between 6 and 10 studies

                         FORMCHECKBOX 
  More than 10 studies

	B13. If the PI is currently conducting more than 10 studies, provide a brief description of the resources in place to ensure that the PI has sufficient time to conduct and complete the research: 

 FORMCHECKBOX 
 Not applicable      OR

Description:  ______________________________________________________________

	B14. Describe any additional resources available at your site that will assist with the conduct of this study (if applicable):

 FORMCHECKBOX 
 Not applicable    OR
Description: _______________________________________________________________

	B15. Which of the following human subject protection training activities have research staff participated in?

 FORMCHECKBOX 
  OHRP Training Modules

 FORMCHECKBOX 
  NIH Protecting Human Research Participants web training

 FORMCHECKBOX 
  ACRP Certification

 FORMCHECKBOX 
  SOCRA Certification

 FORMCHECKBOX 
  DIA Certification

 FORMCHECKBOX 
  Training provided at Investigator Meeting

 FORMCHECKBOX 
  Other:  __________________________
 FORMCHECKBOX 
  None:  Explain how research staff are knowledgeable about human subject protections:

      ______________________________________________________________________ 


	C. INVESTIGATIVE SITE INFORMATION

	C1. List the main location in which subjects be screened, enrolled, treated, and followed:

Company Name: ________________________________________________________

Street Address:  _________________________________________________________

City: __________________________   State: _________________  Zip Code:  _______________



	C2. Will subjects be screened, enrolled, treated, and followed at any other locations?  FORMCHECKBOX 
  No  FORMCHECKBOX 
 Yes

	C3. If yes to C2, complete an Additional Location Form, available at www.neirb.com. 

        FORMCHECKBOX 
 Attached        FORMCHECKBOX 
 Not applicable

	C4. List the telephone numbers to be included in the informed consent form(s):

Business hours #:  (____)_____-__________  
After hours #:  (____)_____-__________

	C5. Has this site or the Principal Investigator ever been audited by FDA or OHRP?

         FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes ( Attach a summary of the event and its resolution

	C6. Has an IRB ever suspended or terminated a study at this site?

         FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes ( Attach a summary of the event and its resolution

	C7. Description of the facility where the research will take place:

                     FORMCHECKBOX 
 Private Practice (non-research)             FORMCHECKBOX 
 Clinic                                FORMCHECKBOX 
 Emergency Room

         FORMCHECKBOX 
 Hospital                                                 FORMCHECKBOX 
 Research Facility              FORMCHECKBOX 
 Other __________

	C8. If there is a local IRB, a waiver of jurisdiction must be submitted. If research will be conducted in a hospital, a letter from an institutional official, allowing the conduct of the research, must be submitted.

     FORMCHECKBOX 
 Waiver Attached      FORMCHECKBOX 
 Letter Attached   FORMCHECKBOX 
 Not applicable

	C9.  How close is your site to the nearest emergency facility?

 FORMCHECKBOX 
 Less than 1 mile

 FORMCHECKBOX 
  Between 1 and 5 miles

 FORMCHECKBOX 
  Between 6 and 10 miles

                         FORMCHECKBOX 
  More than 10 miles

	C10. If the site is more than 10 miles from an emergency facility, briefly description of how a medical emergency is handled:                                                                    

  FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________

       

	C11. Is there emergency equipment available at your site?

    FORMCHECKBOX 
  No  (  Attach your site’s SOPs or a brief description of how a medical emergency is handled.

    FORMCHECKBOX 
 Yes  ( Check all that apply:   FORMCHECKBOX 
 Crash cart      FORMCHECKBOX 
Defibrillator      FORMCHECKBOX 
 Oxygen        FORMCHECKBOX 
Other:_____


	D. Subject Information

	D1. How many subjects do you anticipate enrolling (including screen failures) at this site? _______

After the study has begun at your site, if you anticipate enrolling more than this number of subjects, NEIRB approval must be obtained prior to enrolling additional subjects

	D2. Do you anticipate enrolling more of one gender than the other?

        FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes

	D3. If you answered yes to question D2, provide an explanation:                           

       FORMCHECKBOX 
 Not applicable

       FORMCHECKBOX 
 Reflective of practice demographics              FORMCHECKBOX 
 Reflective of disease demographics

       FORMCHECKBOX 
 Per inclusion/exclusion criteria of protocol    FORMCHECKBOX 
 Other:  

	D4. Which of the following types of subjects will be recruited at your site?  (Check all that apply)

         FORMCHECKBOX 
 Out-patients       FORMCHECKBOX 
 In-patients      FORMCHECKBOX 
 General population
 FORMCHECKBOX 
 Private practice patients

	D5. Will subjects from any of the following potentially vulnerable populations be enrolled?  

                   FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes (  Check all that apply:
                                                                       FORMCHECKBOX 
 Nursing Home residents                    FORMCHECKBOX 
 Seriously/Terminally Ill
                                                           FORMCHECKBOX 
 Economically disadvantaged             FORMCHECKBOX 
 Homeless/Shelter   

                                                           FORMCHECKBOX 
 Mentally impaired

                FORMCHECKBOX 
  Pregnant women

	D6. If potentially vulnerable subjects will be enrolled, provide a brief description of mechanisms that will be employed to provide additional  protections For example, subjects may be given additional time to consider participation, or undergo additional screening to test subject's capacity to consent: 
 FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________

  

	D7. Will you enroll prisoners?             FORMCHECKBOX 
  No
   FORMCHECKBOX 
 Yes* 

	D8. Will you enroll minor subjects?     FORMCHECKBOX 
  No
   FORMCHECKBOX 
 Yes*

	            *If you answered yes to D7 or D8, additional regulations/requirements apply. NEIRB will  contact you to

 inform you of the additional requirements.                                                                                                     

	D9. Will you be enrolling employees?  FORMCHECKBOX 
  No  (  Proceed to Item D12

                                                             FORMCHECKBOX 
 Yes  (  Answer items D10 and D11



	D10. When will employees participate?   FORMCHECKBOX 
 On their own time
 FORMCHECKBOX 
 During normal working hours

	D11. Will employees be compensated at the same rate as other subjects?   FORMCHECKBOX 
Yes        FORMCHECKBOX 
 No  

                      If no, provide explanation and the rate of compensation for employees:  

                                                                                                                   

	D12. Will any other type of subject be enrolled?

           FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes (  Describe:  _________________________



	D13. Are there any circumstances under which a segment of your study population may feel it is being coerced into taking part in this study?   FORMCHECKBOX 
 No
      FORMCHECKBOX 
 Yes 

                   

	D14. If yes to item D13, describe how you will assure that subjects will not feel coerced into study participation:                                                                                                            

 FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________


	            D15. Are there any community attitudes that may affect subjects in the study?    FORMCHECKBOX 
  No
  FORMCHECKBOX 
 Yes

         

	            D16. If yes to D15, Describe negative and/or positive attitudes and their effect(s) on subjects:   

 FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________


	            D17. How will subjects be recruited for participation? (Check all that apply.)

                       FORMCHECKBOX 
 From the practice patient population                        FORMCHECKBOX 
 By database review              
 


                       FORMCHECKBOX 
 Referred by other physicians

              FORMCHECKBOX 
  Other: ______________

                                                                                             

                       FORMCHECKBOX 
 By chart review                                                         FORMCHECKBOX 
Direct subject advertising:
  

         
                                                                                     
 FORMCHECKBOX 
 Bulletin board        FORMCHECKBOX 
 Internet

                                                                                                           FORMCHECKBOX 
Newspaper             FORMCHECKBOX 
 Radio

                                                                                                           FORMCHECKBOX 
 Flyers                     FORMCHECKBOX 
 TV    



                                                                                                           FORMCHECKBOX 
 Patients Letter       FORMCHECKBOX 
 Other

         

           All direct subject advertising must be approved by NEIRB, prior to use.

	             D18.  If using a database to recruit subjects, have subjects in the database agreed to be contacted 

           to take part in research?   FORMCHECKBOX 
  No        FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 Not applicable

                                                                     

	             D19. If using database, describe how subjects are initially recruited into the database:

 FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________



	E. Informed Consent Process

             Please answer each question below with respect the consenting process principle listed



	Principle: The investigator must obtain the legally effective informed consent of the
subject or the subject’s legally authorized representative.

	E1.Who will discuss the study with and get the consent of potential study subjects? (Check all that apply)

    FORMCHECKBOX 
 Principal Investigator     FORMCHECKBOX 
 Sub-Investigator(s)      

    FORMCHECKBOX 
 Others: List Names, Roles and Qualifications (Attach additional pages if needed)

Name                                                                      Role and Qualifications
_____________________________                      _________________________________

_____________________________                      _________________________________

_____________________________                      _________________________________

	E2. Who will provide consent for the study (Check only one):

       FORMCHECKBOX 
   Subject       FORMCHECKBOX 
 Legally Authorized Representative* (contact NEIRB for Form FO 302-C)                                           

       FORMCHECKBOX 
    Parent*      FORMCHECKBOX 
  Other: _______________________________________________

*This method of consenting must be approved by the IRB for the study

	E3. What methods will be used to ensure that the study subject understands the information provided during the consenting process (Check all that apply)?

   FORMCHECKBOX 
  Ample time provided for question and answer period                                             

   FORMCHECKBOX 
  Subjects are asked questions about the study                              

   FORMCHECKBOX 
  All study procedures and risks are carefully explained

   FORMCHECKBOX 
   Medical jargon is not used during the discussion                      

   FORMCHECKBOX 
  Other: _____________________________________________________________

	Principle: The circumstances of the consent process provided the potential subject with sufficient time to consider participation.

	E4. How much time does the coordinator spend obtaining consent? ______ (per individual subject)

	E5. How much time does the investigator spend obtaining consent? ______ (per individual subject)

	E6. Are subjects allowed at least 24 hours to consider participation?   FORMCHECKBOX 
  Yes
       FORMCHECKBOX 
 No

	E7. If no to question E6, provide an explanation:                            FORMCHECKBOX 
 Not applicable

      _________________________________________________



	Principle: The circumstances of the consent process minimize the possibility of coercion or undue influence

	 E8. Describe the location in which the consent process will occur:

  FORMCHECKBOX 
 In a private room                     FORMCHECKBOX 
 Over the phone                               FORMCHECKBOX 
Via mail

  FORMCHECKBOX 
 In a group setting                    FORMCHECKBOX 
 N/A (consent has been waived)      FORMCHECKBOX 
 Via the Internet
  FORMCHECKBOX 
Other:  Provide description:                                 

     ___________ ____________________________________________

   ________________________________________________________


	 E9. Which of the following mechanisms are used minimize potential coercion (check all that apply):

  FORMCHECKBOX 
If the investigator is also the subject’s physician, the differences between research and standard medical care are carefully explained

  FORMCHECKBOX 
 If the study includes payment to subjects, this payment is not emphasized during the consenting discussion

  FORMCHECKBOX 
Any potential benefit of the study is not overstated during the consenting discussion

  FORMCHECKBOX 
The voluntary nature of the study is carefully explained

  FORMCHECKBOX 
 Subjects are informed that their decision to participate or not participate will have no effect on

      their normal medical care

  FORMCHECKBOX 
Other:  Provide description:         

      __________________________________________________________                                                                             

      ___________________________________________________________

	Principle: The consenting process will occur in a language understandable to the potential subject

	 E10. Will subjects who do not understand English be enrolled?
                    FORMCHECKBOX 
  No
       FORMCHECKBOX 
 Yes (Subjects who speak the following languages will be enrolled:






 FORMCHECKBOX 
 Spanish
 FORMCHECKBOX 
 Portuguese
      FORMCHECKBOX 
 Other: _______________

	 E11. What languages (other than English) does the study staff speak?

           FORMCHECKBOX 
 Spanish
 FORMCHECKBOX 
 Portuguese
      FORMCHECKBOX 
 Other: ______________    FORMCHECKBOX 
 N/A



	Principle: The consenting process will not include any exculpatory language that waives, or appears to waive, subject’s rights or releases any entity involved in the research (sponsor, investigator, etc.) from liability for negligence

Examples of exculpatory language:

· You understand that no compensation for lost wages will be provided to you

· You agree the sponsor is not responsible for any injuries you suffer from participation in this study

· You understand the investigator and sponsor are not responsible for any study-related injuries you suffer if you do not follow the protocol


	 E12. Is the plan for treatment and compensation of a research related injury carefully explained?

  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No*

	 E13. Does the person obtaining consent refrain from using exculpatory language? 

  FORMCHECKBOX 
  Yes       FORMCHECKBOX 
 No*

	 E14. If E12 or E13 are answered no, provide an explanation:

	Regulatory Issues

	E15. Do you agree that all potential subjects will be consented prior to conducting any study-related procedures?  FORMCHECKBOX 
  No       FORMCHECKBOX 
 Yes       

                       

	E16. Do you agree to consent subjects using the only the NEIRB-approved, site-specific, most recent version of the Informed Consent Form?  FORMCHECKBOX 
  Yes
       FORMCHECKBOX 
 No

          

	E17. Do you agree that only the Principal Investigator, Sub-investigators and Research Nurse/Study Coordinator(s) identified above will consent subjects at your site?  FORMCHECKBOX 
  Yes
    FORMCHECKBOX 
 No           

	E18. If any of the above questions (E16-18) are answered “No”, provide an explanation:




	F. Compensation Information 

	           F1.  Are subjects being paid for participation (including all types of reimbursement, such as 
                 parking)? 

                       FORMCHECKBOX 
  No   (   Proceed to Item F5

                       FORMCHECKBOX 
 Yes  (   Check all that apply

                     
 FORMCHECKBOX 
 Cash          FORMCHECKBOX 
 Check        FORMCHECKBOX 
 Gift certificate         FORMCHECKBOX 
 Other: _______

	F2. Provide the amount of payment to each subject, per visit:   $  _____________

                  The payment must be pro-rated per visit.

	F3. Provide the maximum total payment for each subject:   $ __________

	            F4. When will subjects be paid?    FORMCHECKBOX 
 Each visit 
 FORMCHECKBOX 
 Study completion      FORMCHECKBOX 
 Other:__________

  For studies 6 months or longer, NEIRB recommends that payment occurs throughout the study, not at study completion.                                                                         

	            F5. Are you aware of any bonus payments or other incentives, beyond the original contractual

                  agreement, be offered by the sponsor for additional subject recruitment?    FORMCHECKBOX 
  No
   FORMCHECKBOX 
 Yes

                                                                     

	F6. If yes to F5, provide a detailed explanation:

 FORMCHECKBOX 
 Not applicable

_______________________________________________________________________________

_______________________________________________________________________________

	F7. During the course of the study, do you agree to inform NEIRB of any proposed bonus     

      payments or other incentives, beyond the original contractual agreement, be offered by the 

      sponsor for additional subject recruitment?    FORMCHECKBOX 
  No
   FORMCHECKBOX 
 Yes

                  


	G. Confidentiality

	G1. Are the subject’s names, social security number, hospital record number, or any identifier (other than subject initials and study number) being sent off site?       FORMCHECKBOX 
 No                           FORMCHECKBOX 
 Yes   

If yes, provide an explanation: ______________________                     

	            G2. Who will have access to study records?  FORMCHECKBOX 
  Research Personnel Only     FORMCHECKBOX 
  Other: _____

	G3. Describe the security of the study records, including the physical security and technological security.

____________________________________________________________________                                       _____________________________________________________________________

	

	            G4. For how long will study records be stored?  

                    FORMCHECKBOX 
 2 years after study completion   FORMCHECKBOX 
 As required by sponsor

                    FORMCHECKBOX 
 Indefinitely    FORMCHECKBOX 
 Other: ___________


	            G5. After the storage period, will the data be destroyed?   FORMCHECKBOX 
 No 
 FORMCHECKBOX 
  Yes  If yes,           

                   describe method of destruction: _______________________________________________________________

              

	            

	            G6. Will this data be used for any other purpose other than that for which the subjects will be             

                     consented?  FORMCHECKBOX 
No

 FORMCHECKBOX 
  Yes 

                         If Yes, provide explanation:  ______________________________


	H. Other Information

	H1. Please use this space to provide any necessary additional information (mailing address, changes to informed consent, etc.)   

____________________________________________________________________                                       _____________________________________________________________________




	I. Investigator Statement

	I1. Are you obligated to use another institutional review board for this study?  

 FORMCHECKBOX 
 No       FORMCHECKBOX 
 Yes (  Attach:

                                             A. A letter from an institutional official, allowing the conduct of the            

                                                                 research, must be submitted. 

                                             B. A waiver of  jurisdiction, if there is a local IRB            

	I2.  By signing this form, I acknowledge and agree that:

·  All information submitted is accurate.
· No subjects will be consented or enrolled into this study at this study site until final New England Institutional Review Board (NEIRB) approval has been granted.
· NEIRB has the authority to oversee this study and there is no other IRB with jurisdiction of this study at this study site.
· NEIRB has the authority to suspend the study if necessary to protect the rights and welfare of the study subjects.  
· I will provide NEIRB with the information  required to conduct initial and continuing review of this study on a timely basis and that if the information is not provided, NEIRB may suspend the study.
· I will conduct the study in accordance with the conditions of approval required by NEIRB and in accordance with all applicable regulations and ethical guidelines. 
·  Any and all delegation of my responsibilities as Principal Investigator will be made to individuals qualified and appropriately licensed to carry out the delegated duties.                                                                                        

___________________________________________________             _________

Principal Investigator 
(signature)

                     Date


	State Laws:

Please use this space to notify NEIRB of any changes to your state's laws regarding research of which you feel NEIRB should be made aware:  _______________________________________________________________________________

_______________________________________________________________________________ 



	


	New England Institutional Review Board
Contact Information:

85 Wells Avenue, Suite 107, Newton, MA  02459    
Phone: 617-243-3924 .  Fax: 617-969-1310





                       www.neirb.com


	Please include the following attachments, as applicable to your submission:

· CV and license for Principal Investigator

· FDA or OHRP audit documentation

· Description of any financial conflict of interest

· Description of any other conflicts of interest

· Explanation of any disciplinary or criminal history

· Site SOPs for handling a medical emergency
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