sterling institutional review board

Sterling Independent Services, Inc.

6300 Powers Ferry Rd., Suite 600-351, Atlanta, GA 30339

770-690-9491  ●  888-636-1062  ●  FAX 770-690-9492  ●  E-mail info@sterlingirb.com

 New Study Submission Application
The Sponsor/CRO will complete a New Study Submission Application to initiate the review process for a new research study
PROTOCOL INFORMATION

	Sponsor:      

	Primary contact for Sterling IRB:       FORMCHECKBOX 
  Sponsor        FORMCHECKBOX 
 CRO        FORMCHECKBOX 
 *Investigator
*This option is limited to studies where only 1 PI is submitted to SIRB 


	Protocol No.:      

	Number of Principal Investigators to be submitted to SIRB:      

	Protocol Title:      


	Expected duration of this study (from date of enrollment of first subject to study close-out):       




SPONSOR INFORMATION

	Contact Person(s):      


	Street Address:      

	City:                       State:         Zip:         Country:           

	Phone/Ext:      

	Fax:      


	Email Address(es):      


CRO INFORMATION
   FORMCHECKBOX 
 N/A (Skip to Next Section)
	CRO:      
	Contact Person(s):      

	Street Address:      

	City:                       State:         Zip:         Country:           

	Phone/Ext:      

	Fax:      


	Email Address(es):      


DOCUMENT DISTRIBUTION INFORMATION

	Sterling IRB now has a secure web portal, SilverLINK, for Sponsors/CROs and sites to submit and retrieve documents.  Please indicate below how you would like to receive study-level documents as well as how you would like all sites for this study to receive site-specific documents.  All site-specific documents distributed by the IRB will be available electronically for the Sponsor/CRO.  The designated contacts listed above will receive email notification when Sterling IRB uploads documents related to the study to SilverLINK.

	How do you want documents distributed:  
to the Sponsor/CRO
to the Site

Via SilverLINK only; hard copies will not be mailed

 FORMCHECKBOX 

 FORMCHECKBOX 

Via SilverLINK and US Mail* (to the address provided)

 FORMCHECKBOX 

 FORMCHECKBOX 



	*Please note: Certain documents distributed by the IRB will only be provided electronically.  This includes Non-Board Acknowledgments for items such as IND Safety Reports, Protocol Deviation Reports, Serious Adverse Event Reports, Unanticipated Problem Reports and General Acknowledgments.

	If you are submitting the study as the CRO, does the Sponsor wish to be copied (cc) on all approvals/acknowledgements?: 
    FORMCHECKBOX 
  *Yes       FORMCHECKBOX 
 No
*If yes, only electronic copies of these documents will be provided.  Please provide the Sponsor contact email address in the Sponsor Information section above.


BILLING INFORMATION

	Company:      

	Attention:      

	Street Address:      

	City:                                     State:         Zip:         Country:           

	Phone/Ext:      

	Fax:      


	PO number:      
	Special Instructions:      

	How do you wish to receive invoices?      

 FORMCHECKBOX 
 Email             FORMCHECKBOX 
 US Mail (to the billing address)


	Email Address:      



	                    FUNDING INFORMATION

The source of funding for this research study will be (check all that apply):




 FORMCHECKBOX 
  Drug or Medical Device Company     




 FORMCHECKBOX 
  Not-for-profit Company




 FORMCHECKBOX 
  *Federal Government

                                                  If so, please attach: 

1) a completed copy of the Sterling IRB Authorization Agreement located on 
        our website at www.sterlingirb.com in the “forms for institutions” section

2) a complete copy of the grant and/or Federal contract 

                        Also, please indicate the funding federal agency:      



 FORMCHECKBOX 
  Other (Please describe):      



SPECIFIC PROTOCOL INFORMATION
	1. Please describe the purpose of the study:      


	2. Please describe the scientific rationale for the study:                                                                                                 


	3. Does this study involve an Investigational Device?                                                                                             FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No

    * If yes, please attach one of the following types of documentation:

         FORMCHECKBOX 
  FDA Investigational Device Exemption (IDE) Letter verifying the IDE number for the proposed use (if this is not provided,  

              a protocol from the Sponsor imprinted with the IDE number for the proposed use must be submitted)
         FORMCHECKBOX 
  Letter from Sponsor assessing how/why the device is a non-significant risk (NSR) device

         FORMCHECKBOX 
  Letter from Sponsor explaining why the device study is exempt from IDE requirements pursuant to 21 CFR 812.2(c)



	4. This study involves/investigates (check all that apply):

     FORMCHECKBOX 
  Investigational New Drug/Biologic:                                                FORMCHECKBOX 
  Tissue/Blood Bank

          IND Number:                                                                             FORMCHECKBOX 
  Retrospective Chart Review

                                                                                                                  FORMCHECKBOX 
  Registry Applications
     FORMCHECKBOX 
  Investigational Use of a Marketed Drug/Biologic:                          FORMCHECKBOX 
  Social Science/Behavioral Study
           IND Number:                                                                                        

     FORMCHECKBOX 
  Other (provide a description):                                         


	5. Is this an FDA-approved study article?                                                                                                                  FORMCHECKBOX 
  *Yes     FORMCHECKBOX 
 No

    *If yes, list the indications for which it is approved:       



	6. Does this research involve a Schedule I or Schedule II controlled substance or does it involve the                     FORMCHECKBOX 
  Yes      FORMCHECKBOX 
 No

    treatment of drug abuse using any drug (scheduled or not)? 



	7. What phase of research classifies the current study? (please confirm with Sponsor prior to submission)
     FORMCHECKBOX 
  Phase I                   FORMCHECKBOX 
 Phase II                   FORMCHECKBOX 
 Phase III                     FORMCHECKBOX 
 Phase IV                 FORMCHECKBOX 
 N/A



	8. Does the study contain a placebo arm?                                                                                                                 FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No
    *If yes, provide a statement of justification:      


	9. Is there a Data Safety Committee (DSC) or Data Safety Monitoring Board (DSMB) for this protocol?                 FORMCHECKBOX 
  *Yes   FORMCHECKBOX 
 **No       

   * If yes, do you agree to submit summary reports, as available, to Sterling IRB?                                                  FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No
   ** If no, please describe the data safety monitoring plan for the study:      


	10. Will this study enroll participants from vulnerable populations?                                                                            FORMCHECKBOX 
  *Yes    FORMCHECKBOX 
 No    

      * If yes, please check all that apply:
       FORMCHECKBOX 
  Children or Minors                                  FORMCHECKBOX 
  Pregnant Women or Fetuses                                                                  



       FORMCHECKBOX 
  Prisoners                                                FORMCHECKBOX 
  Mentally Disabled/Cognitively Impaired                                                      
       FORMCHECKBOX 
  Other:      


	11. Will women and/or minorities be excluded from this research study?                                                                 FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No

      * If yes, please provide a justification for this/these exclusion(s):      
 

	12. Please describe the provisions that have been made to compensate subjects for study-related injury:      
 

	13. Please describe the procedures performed as part of this research, including procedures being performed for diagnostic or 

      treatment purposes:      


	14. Describe the standard of care treatment for this indication or attach reference material:      


	15. Please describe any benefits that participants may receive by participating in this study:      


	16. Please describe any risks to participants, including physical, social, economic, psychological or legal:      


	17. Please describe how the confidentiality of subject data collected during the study will be maintained:      


	18. Does the study include a sub-study?                                                                                                                   FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No    

      * If yes, is the sub-study being submitted at this time?                                                                                       FORMCHECKBOX 
  Yes        FORMCHECKBOX 
 No

      * If yes, please list all sub-studies:      



	19. Has this protocol previously been disapproved or had approval terminated by another IRB?                            FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No         

      * If yes, please attach a detailed explanation of the previous IRB’s decisions.



	20. Is this protocol under review by another IRB?                                                                                                     FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No 
      * If yes, are you requesting transfer of IRB oversight?                                                                                       FORMCHECKBOX 
  **Yes     FORMCHECKBOX 
 No   

      **If yes, please provide a brief explanation of the reason for this request:       


	21. Is this study initiated by an investigator or by a Sponsor?                                                               FORMCHECKBOX 
  Investigator      FORMCHECKBOX 
 Sponsor




INFORMED CONSENT INFORMATION
	22. Please check to select all informed consent documentation that is being submitted with this protocol:    
       FORMCHECKBOX 
  Participant Informed Consent Form (Adult Directed)                       FORMCHECKBOX 
  Subject Information Sheet for Voluntary DNA Testing  

       FORMCHECKBOX 
  Short Form Consent Form                                                               FORMCHECKBOX 
  Pregnant Partner Data Release Form
       FORMCHECKBOX 
  Addendum to the Informed Consent                                                 FORMCHECKBOX 
  Genetic Tissue Sample
       FORMCHECKBOX 
  Pharmacokinetics                                                                             FORMCHECKBOX 
  Pharmacogenetics
       FORMCHECKBOX 
  Assent Form for Minors                                                                    FORMCHECKBOX 
  Pharmacodynamics     

       FORMCHECKBOX 
  Authorization to Use and Disclose Protected Health                       FORMCHECKBOX 
  Parental Permission Form     
            Information (HIPAA)                                                                          FORMCHECKBOX 
  Assent Form for Adults Unable to Consent
       FORMCHECKBOX 
  Other (Please describe):        


	23. Does the protocol allow for use of Legally Acceptable Representatives (LARs) in this study?                         FORMCHECKBOX 
  *Yes        FORMCHECKBOX 
 No

      * If yes, please provide justification for use of an LAR:       



RECRUITMENT/RETENTION INFORMATION

	24. What is the target number of subjects to be recruited for this study?      


	25. What is the age range of the subjects being recruited for this study?       
      NOTE: Sterling IRB requires a separate age-appropriate assent form for children ages 7 through 11, 
                 though Sponsors may elect to broaden this range to include younger and/or older minors. 



	26. Will enrollment incentives or enrollment bonuses be offered?                                                                           FORMCHECKBOX 
  *Yes       FORMCHECKBOX 
 No

      * If yes, please describe:       
      NOTE:  Sterling IRB does not support the recruitment of subjects by payment for referrals to research 
                  subjects or other persons, including, but not limited to, the Principal Investigator, Sub-Investigator 
                  and Clinical Coordinator.


	27. Are any recruitment materials being submitted at this time?                                                                               FORMCHECKBOX 
  *Yes     FORMCHECKBOX 
 No

      NOTE: All recruitment materials must receive IRB review and approval.  Sterling IRB requirements for 
                 recruitment materials are outlined in the Investigator Handbook, available at www.sterlingirb.com 
     * If yes, what types of recruitment materials will be submitted at this time:

      FORMCHECKBOX 
  Print (i.e. newspaper, brochure, flyer)                  FORMCHECKBOX 
  Website/Internet Use  
      FORMCHECKBOX 
  Recruitment Letter                                               FORMCHECKBOX 
  “On Hold” Message
      FORMCHECKBOX 
  Radio Script                                                         FORMCHECKBOX 
  TV Commercial (submit audio/video version)

      FORMCHECKBOX 
  TV/Video Script                                                   FORMCHECKBOX 
  Radio Commercial (submit audio version)

      FORMCHECKBOX 
  Press Release                                                     FORMCHECKBOX 
  Telephone Screening Script

      FORMCHECKBOX 
  Poster                                                                  FORMCHECKBOX 
  Other (please describe):      
  * 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 and 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.



	28. Are any study-related/retention materials being submitted at this time?                                                             FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No

      NOTE: All study-related/retention materials must receive IRB review and approval. 
      * If yes, what types of study-related/retention materials will be submitted at this time: 

      FORMCHECKBOX 
  Diary/Diaries                                                     FORMCHECKBOX 
  Study Guide(s)

      FORMCHECKBOX 
  Questionnaire                                                   FORMCHECKBOX 
  Study Card(s)

      FORMCHECKBOX 
  Subject Instructions                                          FORMCHECKBOX 
  Other (please describe):      
      FORMCHECKBOX 
  Retention Incentive Materials        
   * 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 and approval prior to use.

     NOTE: For all subsequent submissions of study-related/retention materials, you must complete a Modifications and  

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




NON-ENGLISH SPEAKING SUBJECTS/TRANSLATION

	29. Does the protocol allow for any non-English speaking subjects?                                                                       FORMCHECKBOX 
  *Yes       FORMCHECKBOX 
 No

      * If yes, please indicate the translation process in questions 30-31 below.



	30. Will any of the materials submitted require a language translation from Sterling IRB?                                      FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No

      * Please list the documents requiring translation or check “all”:          
                                                                                                     FORMCHECKBOX 
 All materials submitted.

     * Please list the desired language of translation (if more than one, list all):       
     NOTE: There is an additional fee associated with a language translation.  It typically takes up to 2-3 weeks for sites to receive  

                 translated materials, dependant upon the length and/or complexity of the documentation.


	31. Will any already translated materials be submitted to Sterling IRB at this time?                                                 FORMCHECKBOX 
  *Yes      FORMCHECKBOX 
 No
·       *Please list the materials that are being submitted to Sterling IRB in a translated form at this time:      
·       NOTE: Sterling IRB requires a copy of all translated materials and certification letters from a professional translation service in 
·                  order to approve the translated materials.




CRITERIA FOR APPROVAL

	Please ensure that your submissions meet each of the approval criteria listed below.  Protocols that do not meet all of the following criteria will not be approved.  For further guidance, please refer to the Investigator’s Handbook. 

· Risks to subjects are minimized.                          

· Risks to subjects are reasonable in relation to anticipated benefits, if any, and the importance of the knowledge that may   reasonably be expected to result.

· Selection of subjects is equitable.
· Informed consent is adequate.
· Documentation of informed consent (if required) is adequate.

· Recruitment and direct advertising to solicit prospective participants is equitable and fair with respect to the recruitment procedures, and the methods of advertising communication and advertising materials meet the federal requirements.                                                                          
· Payment arrangements, compensation, and costs to study participants are proportional to the commitments and degree of risk of the study, and payments are promptly issued to study participants.
· Where appropriate, the research plan makes provision for monitoring the data to ensure the safety of subjects.

· Where appropriate, there are adequate provisions to protect the privacy of subjects and maintain the confidentiality of data.
· Appropriate safeguards are included in the study to protect the rights and welfare of vulnerable subjects.  

· Scientific evaluation is sufficient and the research design carries enough likelihood of yielding data sufficient to warrant the risks to the subject.



SPONSOR/CRO AGREEMENT
	I certify that:
1. I have reviewed all of the responses provided in this New Study Submission Application.

2. All of the responses provided in this New Study Submission Application are, to the best of my knowledge, complete and accurate. 

3. The Sponsor/CRO will act in accordance with the Sterling IRB-approved protocol, and will submit any protocol modifications and/or amendments for Sterling IRB’s review and approval prior to implementation.

4. The Sponsor/CRO will follow any applicable laws in the jurisdiction in which the research is conducted, and will abide by ethical standards for research and clinical trials.

5. The Sponsor/CRO will stipulate who will provide any compensation available for medical care for research-related injuries.  This information will be provided on the Sterling IRB-approved consent form.  

6. The Sponsor/CRO will promptly notify Sterling IRB of any information discovered through the monitoring process that could affect subject safety, affect subjects’ willingness to continue study participation, affect the scientific design/integrity of the study, influence the conduct of the study, or alter the IRB’s approval for study continuation.  This information will be provided from any site participating in the research regardless of whether the site is under Sterling IRB’s review. 

7. The Sponsor/CRO will notify Sterling IRB of any results of the research study that would directly affect the safety or medical care of current or former study participants.  Sterling IRB will work with the Sponsor to determine who should notify current and former participants, and how the notification will be accomplished.   

_________________________________________________                                                                                  

 FORMTEXT 
     
Sponsor/CRO Representative Signature                                                                                                          Date

Note: This New Study Submission Application must be executed by an individual

          authorized to act in an official capacity for the Sponsor/CRO                                                                                                          
          

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
                                        

Sponsor/CRO Representative Printed Name
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