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Registry Study Submission Application for the Investigator/Site
	Protocol #:      

	SIRB Official Use Only

If an SIRB ID# 

has been 

assigned, 

list here:        


	Sponsor:      

	


	Are you submitting this Application as a “replacement” Principal Investigator to achieve a change in PI for the registry study? 

If Yes, please list the name of the PI you will replace:       


	Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 



	1
	Principal Investigator’s Name:      


	2
	Research Site Name:      


	3
	Site Address (DO NOT LIST MORE THAN ONE SITE):      


	4

	Mailing Address (if different from Site Address):      


	5
	Site Phone:      

	6
	Site Fax:      


	7
	Site Email:      


	8
	Site Contact Person (for study-related inquiries and documents):      


	9
	Contact Person’s Phone:      


	10
	Contact Person’s Email:      


	11
	Will there be additional research sites?                                                                                                  Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
         
If Yes, please list the total number of sites:         
If Yes, the Registry Study Supplemental Site Form(s), located on our website at www.sterlingirb.com in the “forms” section, must be completed and attached for each additional location where research will be conducted.   


	12
	Describe how the PI plans to provide adequate oversight and supervision of the conduct of this study. 

(To the extent it applies or will apply at any point during the study, please specifically address how the PI plans to manage complex studies, a large number of subjects, studies conducted at multiple locations, and numerous studies being conducted concurrently) 

     
For example, routine meetings with the research team to review study progress, routine meetings with the study sponsor or representative, a description of the procedures for the timely correction and documentation of problems identified during the study, periodic review of the performance of delegated tasks, etc.     

	13
	Has this research site been audited by the FDA or OHRP in the last 5 years?                                     Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
                                                                                                                                           
If Yes, attach audit-related correspondence including, but not limited to, the FDA 483, Warning 
letter, Establishment Inspection Report (EIR), response from the PI and any follow-up correspondence 
from the regulatory agencies.                        


	14
	Does the Principal Investigator have an obligation to use another IRB for this site?                             Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
                                                                                                                                           
If Yes, a written statement is needed from the other IRB acknowledging Sterling IRB’s review of 
this research.  Please visit our website www.sterlingirb.com for a Sample Hospital/University letter. 


	15
	Are there any special laws governing medical research in your community or state?                           Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
                                                                                                                                           
If Yes, please check all that apply:

 FORMCHECKBOX 
  State laws related to the use of Protected Health Information

 FORMCHECKBOX 
  California Experimental Bill of Rights

 FORMCHECKBOX 
  Mandatory IRB site visits

 FORMCHECKBOX 
  Age of majority different than 18

 FORMCHECKBOX 
  Other (Please list and attach additional information, if needed):       


	16
	Has the PI received an FDA 483 within the last 5 years, or ever received a Warning Letter or             Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
                                                                                                                                           
Notice of Initiation of Disqualification Proceedings and Opportunity to Explain (“NIDPOE”)?

If Yes, please attach all audit-related correspondence including, but not limited to, the FDA 483, 

Warning letter, Establishment Inspection Report (EIR), NIDPOE, response from the PI and any 

follow-up correspondence from the regulatory agencies.

	17

	Within the last five (5) years, has the PI or any Sub-Investigator(s) been involved with and/or             Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 
                                                                                                                                           
implicated in any legal, professional, or regulatory actions or restrictions (entered into either 
voluntarily or involuntarily) related to the practice of medicine or research? 

If Yes, please attach an explanation and all correspondence.                                                                                                                                                                                                          



	18

	Has the PI ever had a sponsor or IRB suspend or terminate a study for any reason or impose any      Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

sanctions or restrictions on them?                                                                                                                                                          
If Yes, please attach an explanation and if an IRB action, the IRB’s contact information.                                                     


	19
	Will informed consent be obtained from subjects?                                                                                  Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If No, you will need to complete and attach a request for Waiver of Informed Consent (available  
on our website at www.sterlingirb.com).  If No, skip to Question #25a. 

	20
	Will you need for Sterling IRB to have the consent document translated? (additional fee)                     Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If Yes, list language(s):                                                                                                                                                                               



	21
	Who will conduct the informed consent discussion with potential subjects for this research study? (select N/A if a Waiver of Informed Consent is sought) 

Principal Investigator  FORMCHECKBOX 
      Sub-Investigator  FORMCHECKBOX 
       Other   FORMCHECKBOX 
  (please list):        N/A  FORMCHECKBOX 

For all persons indicated, please describe their qualifications and/or training to obtain informed consent:

     


	22
	Provide a brief description of the informed consent process or attach a copy of your SOP.  Please address when and where the subjects will be consented, how much time will be spent discussing the study with each subject, whether the PI is available to answer any questions the subject may have, how long the subject has to decide whether or not to participate, and whether they are encouraged to discuss study participation with members of their family. 

     


	23
	Provide the phone numbers to be listed on the informed consent document for study-related questions/concerns.  If contact information later changes, Sterling IRB will need to be notified to revise the informed consent document. 

Phone number:                                                                       Contact hours:            
After hours phone number:                                                     Contact hours:       


	24
	Will subjects be compensated for their participation in the study?                                                          Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If Yes, do not submit this application to the IRB if you are not ready to 

*complete the following:
a. What is the amount per visit?      
b. When will payment occur?      
*You may also attach a schedule of payment if it answers both a & b.


	25a
	How will participants be recruited for this registry study? (check all that apply)  

Existing Patients  FORMCHECKBOX 
            Referrals  FORMCHECKBOX 
            Other  FORMCHECKBOX 
 (please list):     


	25b
	Are site-specific recruitment materials being submitted at this time?                                                      Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

For template recruitment materials submitted by the Sponsor and IRB-approved for study-wide use, insertion of site-specific information (i.e. site name, address, phone number, etc.) does not require separate submission as a site-specific item for IRB approval.  Only answer “yes” if you are submitting materials other than the Sponsor’s templates for study-wide use.  (Sterling IRB requirements for recruitment materials are outlined in the Investigator Handbook, available at www.sterlingirb.com) 
If Yes, attach all recruitment materials you plan to use in this study. If your submission includes a reference or link to a website, it is your responsibility to submit any research-related content, including any information which pertains to a study under the review of Sterling IRB, for review. Recruitment materials must receive IRB approval prior to use. 
NOTE: For all subsequent submissions of recruitment materials, you must complete a Modifications and

Amendments Submission Form and attach to the materials being submitted for IRB review.

	26
	Will you recruit any minors for research? (persons under the site state’s age of majority)                          Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

Note: Unless waived by Sterling IRB, assent is required of all minors. Sterling IRB requires a separate 

assent form, written at an appropriate reading level, for children 7-11 years of age. The Sponsor may 

increase the range for the separate assent form to less than 7 years or greater than 11 years. Otherwise, 

the consent form may also be used as an assent form for children 12 years of age or older.



	27a
	Has this protocol been approved to use a LAR?                                                                                     Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

If No, please note that LARs cannot be used in the informed consent process at this site unless approval was specified for the entire protocol. (Proceed to # 28)


	27b
	If the protocol has been approved to use a LAR and you plan to make use of LARs at                         Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

this/these site(s), are there are any legal restrictions on the use of LARs in the jurisdiction

of this/these site(s)? (if unsure, consult with legal counsel in the applicable jurisdiction)                                     N/A  FORMCHECKBOX 
    
If Yes, please attach an explanation of how legal restrictions on the use of a LAR at 

this/these site(s) will be addressed.



	28
	Will this research enroll any subjects from a vulnerable population?                                                      Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

(i.e. children/minors, pregnant women/fetuses, prisoners, mentally disabled/cognitively impaired, physically 

handicapped, nursing home residents, educationally disadvantaged, employees of the institution/site, employees 

of the Sponsor, economically disadvantaged, students of the sponsor institution, life-threatening illness, terminally ill, 

traumatized/comatose, limited or non-readers) 

If Yes, please provide the IRB an explanation of the additional measures to be taken by your 

site to ensure the safety and welfare, informed consent, appropriate follow-up, etc. of these 

potential subjects:      


	29
	If you plan to enroll cognitively impaired subjects, please provide a description of how capacity for                   N/A  FORMCHECKBOX 
   
consent or assent will be determined. 

     
NOTE: Sterling IRB usually requires that cognitively impaired persons who are unable to provide legally 

effective informed consent on their own, assent to participation whenever possible, and also sign and 

personally date a written informed consent / assent document.


	30
	For studies enrolling cognitively impaired subjects, please describe the process for continued                         N/A  FORMCHECKBOX 
   
verification of a subject’s understanding and willingness to continue participation throughout the study. 

For example, subjects will have an opportunity during every contact, whether by phone or in person, to ask questions regarding the study, and will be asked during every contact whether they wish to continue in the study



	31
	Who will have access to the subjects’ PHI?

 FORMCHECKBOX 
 Principal Investigator                    

 FORMCHECKBOX 
 Sub-Investigator(s)                        
 FORMCHECKBOX 
 Others (Please identify):      


	32
	What procedures/precautions will be used at the research site(s) to maintain the confidentiality of subjects’ PHI?  (Please select all that apply)  
 FORMCHECKBOX 
  All persons who will have access to subjects’ PHI have been educated on the HIPAA Privacy Rule, OR will  

      receive HIPAA Privacy Rule education prior to having such access 

 FORMCHECKBOX 
  All persons who will have access to subjects’ PHI have been trained on their respective site’s policies relating 

      to privacy and confidentiality OR will receive this training prior to having such access   

 FORMCHECKBOX 
  All persons who will have access to subjects’ PHI have signed a confidentiality agreement or similar obligation 

      to protect the confidentiality of subjects’ PHI OR will sign a confidentiality agreement or similar obligation prior 

      to having such access       

 FORMCHECKBOX 
  Access to subjects’ PHI will be limited to only those persons who need to have access for study-related 

      purposes

 FORMCHECKBOX 
  For PHI that is maintained electronically, electronic safeguards will be used (i.e. secure data network, limited 

      access to electronic data, password protections)

 FORMCHECKBOX 
  For PHI that is maintained on paper, physical safeguards will be used (i.e. storage in a secure, locked area)

 FORMCHECKBOX 
  Other (please describe any additional plans to protect subjects’ PHI from improper use and disclosure):             

            


	33
	If any of participants’ PHI at the research site(s) (other than subject initials and study number)                      N/A  FORMCHECKBOX 
    
will be sent off site, please provide an explanation, or select “N/A.”:      


	34
	Briefly describe how long research data will be stored by the PI and who 

(persons or entities) will have access to the information:       



	35
	What procedures/precautions will be used at the research site(s) to protect subjects’ privacy?  

(Please select all that apply)  
 FORMCHECKBOX 
  The personal information collected from subjects is limited to only that which is necessary for study purposes

 FORMCHECKBOX 
  The research site(s) will collect subjects’ personal information in a private setting/location

 FORMCHECKBOX 
  The research site(s) will conduct study-related activities and procedures in a private setting/location

 FORMCHECKBOX 
  Drapes or other physical barriers will be used for subjects who must disrobe 

 FORMCHECKBOX 
  Other (please describe any additional measures that will be taken to protect subjects’ privacy):

            

	36
	Please review the Financial Disclosure Form available on our website at www.sterlingirb.com.           Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

Do any of the financial interests or arrangements as described therein apply to the 

PI or Sub-Investigator(s), their spouse(s), or their dependent children?  

If Yes, attach a completed Financial Disclosure Form for each person for whom such 

financial interests or arrangements exist.    


INVESTIGATOR COMPLIANCE AGREEMENT

· I have received and read the protocol and its appendices and other materials provided by the Sponsor.  I agree to the terms of the study and to follow the provisions of the protocol and all appendices.  I will also abide by any changes called for in subsequent amendments or revisions, unless I notify Sterling IRB (Institutional Review Board) otherwise in writing.

· I have read and understand the protocol, and will abide by it.  I will not make any changes to the protocol without prior written approval from Sterling IRB.

· I agree that either I or someone under my supervision will verbally explain the current Informed Consent form as approved by Sterling IRB in a language understood by the prospective research subject.  A signed copy will be given to each research subject for their records.

· I agree that all tests, procedures and the dispensing of drugs required by the protocol will be performed by individuals who are qualified by education, licensure and/or the governance of the local medical board to perform these tasks.

· I certify that this site is adequately equipped to manage adverse events that may occur during the course of this study and that unexpected events should be reported within 10 business days to the Sponsor and Sterling IRB, and that all fatal or life threatening events should be reported immediately.

· I agree to conduct this study in accordance with applicable federal regulations, state and local laws, the ICH Guidelines for GCP, the principles of the Belmont Report, and HIPAA privacy regulations, regarding research in human subjects.

· I acknowledge that I am responsible for reporting to Sterling IRB any and all unanticipated problems involving risks to study subjects or others.  

· I acknowledge that I am responsible for reporting to Sterling IRB any significant protocol deviations within 10 business days of the site becoming aware of the event, and for obtaining IRB approval of all Sponsor-granted exceptions prior to initiation except where necessary to eliminate apparent immediate hazard to human subject(s) (see Investigator Handbook).  

· I understand that Sterling IRB has the right to visit the research site at any time, with appropriate notice.

· I will renew this application annually (or at more frequent intervals if requested by Sterling IRB).

· I agree that I and the research staff will monitor participants for potential harm and take steps to minimize or mitigate those harms and risks when possible.

· I understand that falsification of information provided to Sterling IRB may result in sanctions by the IRB, notification to the Sponsor and notification to my state medical licensing board.

· I agree that this research project will not be put into effect until the Sterling IRB approval is received.

	PRINCIPAL INVESTIGATOR:

I hereby certify that the information on this Registry Study Submission Application is accurate to the best of my knowledge.  I attest that, as a Principal Investigator, I have read the Investigator Compliance Agreement and understand that I am responsible for the conduct of this registry study.  I acknowledge that Sterling Institutional Review Board has the authority to oversee this study and suspend the study if necessary to protect the rights and welfare of the study subjects.
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Printed Name of Principal Investigator
__________________________________________________                                     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Signature of Principal Investigator                                                                          Date
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