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

Submission Application for the Investigator/Site
	Protocol #:      
	SIRB Official Use Only

If a 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 study? 

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

	Yes  FORMCHECKBOX 
    No  FORMCHECKBOX 



PRINCIPAL INVESTIGATOR (PI) INFORMATION

Please provide information about the person who will be responsible for the conduct of the research.  Attach a copy of the PI’s current medical license with CV, and DEA registration (if the study involves controlled substances).

	1.
	Principal Investigator’s Name:       


	2a.
	Principal Investigator’s Company Name:       


	2b.
	Principal Investigator’s Mailing Address:      


	2c.
	PI’s Phone:                                                     PI’s Fax:       


                          

	2d.
	PI’s Email:       


	3.
	PI Degree(s):            PI Specialty(ies):       


	4.
	Medical License # :            State:            Expiration Date:       

	N/A  FORMCHECKBOX 


	5.
	DEA Registration # (if applicable):               Expiration Date:       

	N/A  FORMCHECKBOX 


	6.
	Will the PI conduct research involving an investigational drug in the State of Massachusetts?

If Yes, please complete and attach the Massachusetts Compliance Agreement located on our website, www.sterlingirb.com (under Forms).  
In addition, please provide the Research Registration number under which the study will be conducted:       

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	7.
	Is the PI Board certified? 
If Yes, please select the certifying Board, and fill in the area(s) of specialty. 
 FORMCHECKBOX 
 ABMS:       

 FORMCHECKBOX 
 AOA:          

 FORMCHECKBOX 
 ABPM:       

 FORMCHECKBOX 
 ABPS:       

 FORMCHECKBOX 
 Other:        

Note: A list of ABMS Boards is available at http://www.abms.org/About_ABMS/member_boards.aspx.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	8.
	Has the PI received an FDA 483 within the last 5 years, or ever received a Warning Letter or 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.

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	9.
	In how many ongoing studies is the Investigator listed as the PI?         

As a Sub-Investigator?       

	10.
	Is the PI ‘Clinical Research Investigator’ certified?  (i.e. ACRP)

If Yes, please list the certifying organization:       

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	11.
	How long has the PI been conducting research?       


	12.
	List the totals in the following categories that the PI currently supervises:  

Locations:        Sub-Investigators:        Research Staff:        Approximate number of active subjects:         


	13a.
	Within the last five (5) years, has the PI or any Sub-Investigator been involved with and/or 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 pertinent correspondence.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	13b.
	Has the PI ever had a sponsor or IRB suspend or terminate a study for any reason, or impose any sanctions or restrictions on them?

If Yes, please attach an explanation and if an IRB action, the IRB’s contact information.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



SUB-INVESTIGATOR INFORMATION
Please attach a CV for each Sub-Investigator. 
(Attach a separate page if additional Sub-Investigators need to be listed.)

 This section is used to capture information about individuals who, as part of a research team, will assist the investigator and make a direct and significant contribution to the data. In general, if an individual is directly involved in the performance of procedures required by the protocol, and the collection of data, this person should be listed below.
	14a.
	Name of Sub-Investigator
	Role and Responsibilities
(as they relate to this study)

	Affiliated with Site?
	Degrees/ Specialty
	Years Experience in Research
	Clinical Research  Certified? 
(i.e. CCRC, ACRP)

	Name:

     
Phone:

(     )     -     x     
Fax:

(     )     -     
Email:     

	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	     
	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	Name:

     
Phone:

(     )     -     x     
Fax:

(     )     -     
Email:

     

	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     
	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	Name:

     
Phone:

(     )     -     x     
Fax:

(     )     -     
Email:

     

	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

	     
	     
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



	14b.
	Has any Sub-Investigator received an FDA 483 within the last 5 years or ever received a Warning Letter or 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.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



TRAINING AND EDUCATION 
For additional information concerning training and education please visit our website at www.sterlingirb.com
	15.
	Have the Principal Investigator and Sub-Investigator(s) received training in Good Clinical Practices, the Belmont Report, HIPAA and FDA regulations?  

If Yes, please indicate training completed and attach any certificates:

 FORMCHECKBOX 
   NIH Clinical Research Training Course
 FORMCHECKBOX 
  OHRP Human Subject Assurance Training Modules
 FORMCHECKBOX 
  CITI Training Modules:    FORMCHECKBOX 
   Basic Modules   FORMCHECKBOX 
    Continuing Education Modules    
 FORMCHECKBOX 
  NCI Human Participant Protections Education for Research Teams

 FORMCHECKBOX 
  Other: (identify training)      
If No, the PI and Sub-Investigator(s) must review the following links:

· Guidance on Good Clinical Practices: http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm073122.pdf
· Belmont Report: http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.html
· HIPAA Guidance: http://privacyruleandresearch.nih.gov/pdf/HIPAA_Booklet_4-14-2003.pdf

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



RESEARCH SITE LOCATION(S) AND INFORMATION

Sterling IRB requires information about each location where research will be conducted. 

	16a.
	Research Site Name:          



	16b.
	Research Site Address:      


	16c.
	Mailing Address (or “same as above”):      


	16d.
	Phone:                                                                           Fax:         



	17.
	Contact person for this site:                              Phone:                                E-mail:         


	
	Please Note:  The sponsor of this study will determine whether documents from Sterling IRB will be distributed via SilverLINK, the secure online portal only, or via SilverLINK and US Mail.  The email provided for the site contact person above will be used to set up access to SilverLINK if the site is not already set up.  
Certain documents distributed by the IRB will only be provided electronically even if the sponsor selects the “mail” option.  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.

	18.
	Please describe this facility:        

(e.g., medical office, hospital, nursing home, university, dedicated research site, imaging facility, etc.)



	19.
	Does the site have adequate resources, including staff, to conduct this study?
If No, please provide an explanation: 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	20a.
	Will any subjects be seen at this site?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	20b.
	Will any study article(s) (i.e. study drug or study device) be administered to subjects at this site?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	21.
	Indicate the types of personnel and equipment available at this site to treat life-threatening reactions, if they occur: 

(Check all that are applicable)

 FORMCHECKBOX 
 M.D./D.O. available                    FORMCHECKBOX 
 R.N. available                            FORMCHECKBOX 
 Access to 911 (or equivalent)                            
 FORMCHECKBOX 
 Defibrillator                                 FORMCHECKBOX 
 Monitor(s)                                   FORMCHECKBOX 
 Suction       
 FORMCHECKBOX 
 Oxygen                                       FORMCHECKBOX 
 IV Supplies                                FORMCHECKBOX 
 Epinephrine                                             
 FORMCHECKBOX 
 Other (please list):        



	22.
	Name of medical facility to be used in the event of an emergency:        
Distance from research site:                                       Does the PI have privileges at this facility?  Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

NOTE:  While the PI is not required to have privileges at this medical facility, it must be 
located within a reasonable distance from the research site.



	23.
	Does the PI have an obligation to use another IRB for this site’s participation in this study?

If Yes, attach a written statement from the other IRB acknowledging Sterling IRB’s review of this research. A Sample Hospital/University IRB Release letter is available at www.sterlingirb.com in the “forms” section. 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	24.
	Are there any special laws governing medical research in your community or state?  

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):       

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	25.
	What are the local community attitudes (i.e. religious, ethical, ethnic or economic) regarding the conduct of research that may affect the conduct of research at this site? 

If Negative, please provide an explanation:      

	(select one)

Neutral  FORMCHECKBOX 

Positive  FORMCHECKBOX 

  Negative  FORMCHECKBOX 



	26.
	Has this site been audited by the FDA or OHRP in the last 5 years? 

If Yes, please attach all 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.*

* If you have already attached all audit-related correspondence with question # 8 and/or question  # 14b, please check here:   FORMCHECKBOX 
 


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	27.
	Will the PI conduct this research at more than one location? 

If Yes, list the total number of sites:      
If Yes, the Supplemental Site Form, 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.  


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	28.
	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.     


ENROLLMENT

	29.
	Indicate the approximate number of subjects you plan to enroll:       


	30.
	Provide the approximate racial and ethnic makeup of the population from which you plan to recruit for research (percentages should add up to 100%): 
Ethnicity 

Ethnic Makeup (approximate percentage)

Hispanic or Latino

      %

Not Hispanic or Latino 

      %

Total

100 %

Race

Racial Makeup (approximate percentage)
Black or African American 
      %

White
      %

Asian

      %

Native Hawaiian / Pacific Islander

      %

American Indian or Alaska Native 
      %

Other (please specify):
      %

Total

100 %


	31.
	Will you recruit any minors for research? (persons under the site state’s age of majority)

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.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	32.
	Will you enroll any subjects from the following categories of vulnerable groups?

If Yes, check all that apply:

 FORMCHECKBOX 
  Pregnant Women or Fetuses                                           FORMCHECKBOX 
  Economically Disadvantaged                   
 FORMCHECKBOX 
  Prisoners                                                                          FORMCHECKBOX 
  Life-Threatening Illness

 FORMCHECKBOX 
  Mentally Disabled/Cognitively Impaired                           FORMCHECKBOX 
  Employees of the PI/site

 FORMCHECKBOX 
  Physically Handicapped Persons                                     FORMCHECKBOX 
  Students of the PI/primary site
 FORMCHECKBOX 
  Nursing Home Residents                                                 FORMCHECKBOX 
  Terminally Ill

 FORMCHECKBOX 
  Educationally Disadvantaged                                           FORMCHECKBOX 
  Traumatized/Comatose

 FORMCHECKBOX 
  Limited or non-readers (e.g., blind, illiterate)                    FORMCHECKBOX 
  Employees of the Sponsor
 FORMCHECKBOX 
  Other:        
Please include a description of additional safeguards that will be used to protect the rights and welfare of each vulnerable population selected. For example, subjects may be given additional time to consider participation, if an independent witness is needed, or how capacity for consent will be determined.  Attach a separate page if necessary.

      

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	33a.
	If you plan to enroll cognitively impaired subjects, please provide a description of how capacity for 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.

	N/A  FORMCHECKBOX 

(If N/A, 

proceed to #34a)



	33b.
	For studies enrolling cognitively impaired subjects, please describe the process for continued 
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.



INFORMED CONSENT INFORMATION

	34a.
	Are there non-English speaking subjects to be enrolled?  If No, proceed to # 35.

Informed Consent must be in a subject’s fluent language, and all translations must be approved by Sterling IRB.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	34b.
	Will you need for Sterling IRB to have the consent document translated? (additional fee)

If Yes, indicate languages:

 FORMCHECKBOX 
  Spanish           FORMCHECKBOX 
  French            FORMCHECKBOX 
  Armenian         FORMCHECKBOX 
  Other(s):       

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	34c.
	If non-English speaking subjects are to be enrolled, please provide an explanation of how you will provide interpreters for general communication, study medication compliance assessments, follow-up visits, adverse event assessments, questionnaires, telephone visits, etc.

Note: It is not appropriate to use subjects’ friends or family members as interpreters for the above-referenced  

         purposes.  

     


	35.
	Who will conduct the informed consent discussion with potential subjects for this research study? 

 FORMCHECKBOX 
  Principal Investigator                                           

 FORMCHECKBOX 
  Sub-Investigator                                                  
 FORMCHECKBOX 
  Other: (please list)


	36a.
	Who will provide consent? 
 FORMCHECKBOX 
 Subject (skip to #37)   FORMCHECKBOX 
 Parent/guardian (skip to #37)   FORMCHECKBOX 
 Legally acceptable representative (LAR) (proceed to #s 36b-c)


	36b.
	Has this protocol been approved to use a LAR? 

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 #37

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	36c.
	If the protocol has been approved to use a LAR and you plan to make use of LARs at 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) 

If Yes, please attach an explanation of how legal restrictions on the use of a LAR at this/these site(s) will be addressed.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

            N/A  FORMCHECKBOX 


	37.
	Provide a brief description of the informed consent process to be used.  Note that Sterling IRB requires the continued consent of subjects for the duration of the study. 
(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 subjects may have, how long subjects have to decide whether to participate, steps taken to minimize the possibility of coercion or undue influence, and whether subjects are encouraged to discuss study participation with their family.) 

     
NOTE: You may elect to attach a copy of the informed consent process SOP if the preceding questions are thoroughly addressed therein.  

	38.
	What telephone number(s) should be used on the informed consent document for questions related to the study, or in the event of a research related injury?  

If contact information changes, Sterling IRB will need to be notified to revise the informed consent document. 
Phone number:                                                               Contact hours:       
After hours phone number:                                             Contact hours:       


	39.
	Will subjects be compensated for their participation in the study? 

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 parts a & b of this item.

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	40.
	In a multi-site study where the informed consent document has already been approved, are there any other site specific changes you wish to make to the consent (other than the PI name, site information, and compensation information)?

If Yes, please attach a copy of the informed consent document with the changes clearly highlighted or marked.


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



CONFIDENTIALITY INFORMATION (HIPAA)
“Confidentiality” pertains to the use and disclosure of information (i.e. a subject’s Protected Health Information (PHI)).  An authorization may be needed from the subject, or a waiver or partial waiver of authorization from the IRB, prior to using or disclosing (PHI) for research purposes. For more information 
on HIPAA compliance, please visit our website at www.sterlingirb.com.

	41a.
	Who will have access to the subjects’ PHI?

 FORMCHECKBOX 
 Principal Investigator
 FORMCHECKBOX 
 Sub-Investigator(s)

 FORMCHECKBOX 
 Others (Please identify):      


	41b.
	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):             

            


	42.
	Will the research site(s) send any of subjects’ PHI (other than subject initials and study number) off site?      

If Yes, please provide an explanation:      

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	43.
	How long will the research site(s) store study-related data?      


	44.
	Who (persons and/or entities) will have access to the study-related data stored by the research site(s)?       




PRIVACY

“Privacy” addresses the way(s) a person is kept from the presence or observation of others 
and/or protected from unauthorized intrusion(s).   

	45.
	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):

            


	46.
	Describe how prospective subjects will be approached regarding potential study participation:

(i.e. letter to prospective participants, telephone call, direct contact, etc.; include the privacy measures that will be employed for each anticipated method of approach)

      



RECRUITMENT PRACTICES INFORMATION

Sterling IRB does not support the recruitment of subjects by payment for referrals to subjects or other persons, including but not limited to the Principal Investigator, Sub-Investigator and other members of the research team. 

	
47.
	Indicate the following methods the PI will use to recruit subjects for this study:

 FORMCHECKBOX 
  PI to recruit subjects from his own patient population.

 FORMCHECKBOX 
  Database other than the PI’s personal contacts.  Please describe the type of database (e.g., disease registry,     CRO/SMO database), the protections for subject confidentiality and the method by which subjects will be contacted:      
 FORMCHECKBOX 
  Advertising (All recruitment materials must be approved by Sterling IRB)
 FORMCHECKBOX 
  PI to send letter to colleagues asking for referrals of eligible subjects.

 FORMCHECKBOX 
  PI to send IRB approved “Dear Patient” letter to potential patients

 FORMCHECKBOX 
  PI to send IRB approved “Dear Patient” letter to colleagues for mailing to their patients.

 FORMCHECKBOX 
  Other (please specify):      
NOTE:  You may need an authorization from the subject or a waiver of authorization before you can use or disclose PHI for research screening or recruitment purposes.

	48.
	Are site-specific recruitment materials being submitted at this time?  

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, 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.


	Yes*  FORMCHECKBOX 
  No  FORMCHECKBOX 


	49.
	What additional measures will be used at the research site(s) to minimize the potential for undue coercion and influence? (Please select all that apply)
 FORMCHECKBOX 
  Recruitment activities do not target individuals without insurance coverage

 FORMCHECKBOX 
  Potential subjects are not threatened with harm/negative consequences if they decline to participate 

 FORMCHECKBOX 
  During the consent process, information is presented to subjects in a balanced and unbiased fashion, avoiding   

      over-emphasis of potential benefits or under-emphasis of risks. 
 FORMCHECKBOX 
  Other (please specify):      




	50.


	Financial arrangements whereby the value of the compensation, value of ownership interest, stock options, or other financial interests could be influenced by the outcome of the study.  This should include, for example, compensation that is explicitly greater for a favorable outcome, or compensation to the investigator in the form of an equity interest in the sponsor or in the form of compensation tied to the sales of the product, such as royalty interest.  
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	51.
	Significant payments of other sorts, excluding the costs of conducting the study or other clinical studies.  This could include, for example, payments made to the investigator of the institution to support activities that have a monetary value of $10,000 or greater (i.e., a grant to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation or honoraria) when aggregated by family members.  
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	52.
	An ownership interest, stock options or other financial interest in the research that is valued at $10,000 or more or 5 % or greater ownership when aggregated by family members. 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	53.
	A proprietary or financial interest in the test product such as a patent, trademark, copyright, or licensing agreement. 
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	54.
	A significant equity interest in the sponsor of the covered study, meaning any ownership interest, stock options, or other financial interest whose value cannot be readily determined through reference to public prices (generally, interests in a nonpublicly traded corporation), or any equity interest in a publicly traded corporation that exceeds $50,000. 
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	55.
	A Board or executive relationship related to the research regardless of compensation. 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



If “Yes” was marked to any question(s) in this “Financial Disclosure” section,  SEQ CHAPTER \h \r 1Sterling IRB requires that a completed Financial Disclosure Form, located on our website at www.sterlingirb.com (under forms), be attached for each individual to whom the conflict applies.
	Please verify that you have answered all questions and included all required attachments.




NAME OF PERSON COMPLETING THIS FORM: 

Printed Name:            

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
          

Company and Position:            

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
Phone Number:       

 FORMTEXT 
          Fax Number:                 E-mail Address:            

 FORMTEXT 
     

 FORMTEXT 
      

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 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 research 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.  

Printed Name of Principal Investigator:            
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____________________________________________________
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Signature of Principal Investigator




Date



FINANCIAL DISCLOSURE


Indicate by marking “Yes” or “No" if any financial interests or arrangements (as described below) apply to the PI or any Sub-Investigator, their spouse(s), or their dependent children. 





If any information provided in the Financial Disclosure section changes during the course of the study, or within one year after the last participant completed the study as specified in the protocol, Sterling IRB must be immediately notified. 
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