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	PROTOCOL SPECIFIC INVESTIGATOR AND SITE RESOURCES



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
If you require assistance answering any of the questions on this form, 
please contact Salus IRB at the number listed above.
	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


A. SITE CONTACT for IRB inquiries:
	1.
	Primary contact name:
	     

	2.
	Research site name:
	     

	3.
	Phone number: 
	     

	4.
	Email (please include email for additional study contacts, as needed):
	     


B. DOCUMENT DISTRIBUTION 
Salus IRB is pleased to offer GlobeSync web-portal technology to our clients providing real-time, 24-hour password‑protected access to study documents which will serve as an on-line document repository for study duration. If selected as the distribution method for this research, Salus IRB will distribute all documents via GlobeSync.

Step 1: Please provide a list of names and email addresses of the individuals who are authorized to access. If you require more contacts than the space below allows, please send additional contact information in a separate attachment.

	Name
	Email Address

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


Step 2: Each new user must request an account and create a username and password. To request an account:

· go to www.salusirb.com,

· select the GlobeSync button at the top of the screen,

· select “Request an Account”, and 
· follow the prompts to create your user information.

An email notification is sent to authorized users when study documents are available on GlobeSync. This notification will include a link to the secure site to allow access to the approved documents.  

Please note: In order to ensure continued confidentiality of study documents, please notify Salus IRB of any staff changes that require us to disable GlobeSync access. 

 FORMCHECKBOX 
 Please check here if use of GlobeSync is not feasible for you. Please provide an email address in Section A for document distribution.
C. REGULATORY AGENCY:

	1.
	If the research is federally funded or supported, OR the research will be conducted under your institution’s FWA, please supply the following information:
	 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 IRB Authorization Form (please complete the authorization form found on the Salus IRB website)

 FORMCHECKBOX 
 FWA#      
 FORMCHECKBOX 
 Please submit a copy of the FWA on file with OHRP


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


D. RESEARCH SITE INFORMATION (as compared to FORM 110.A Investigator and Site Information):

	All sites where research procedures will be performed must receive IRB approval and should be listed on the site specific informed consent document (ICD). 

	1.
	 FORMCHECKBOX 
  All sites identified on Form 110.A will be used for this research;
 FORMCHECKBOX 
  Only the following site(s) identified on Form 110.A will be used for this research;


Site name(s) -      
 FORMCHECKBOX 
  In addition to those site(s) identified on Form 110.A, the following site(s) not previously identified will be used for this research. Please complete Question A below.  [If the following site(s) will be used for research in the future, please consider submitting an updated Form 110.A]
 FORMCHECKBOX 
  None of the site(s) identified on Form 110.A will be used for this research. Please complete Question A below. [If the following site(s) will be used for other research in the future, please consider submitting an updated Form 110.A]  
A. Additional/New Site (if there is more than one (1) site, please supply this same information in an attachment):


Site name(s) -      

Site address -      

24-hour number (to be listed on the ICD) -      

List procedures to be done at this site -      


E. IRB JURISDICTION: 
	1.
	Is the research site(s) under the jurisdiction of a local IRB (e.g., hospital, university, surgery center, or network)?
	 FORMCHECKBOX 

N/A (Site is a private practice/clinic) Skip to section F.
 FORMCHECKBOX 
  No (Please provide the Institutional Official’s signature below)

 FORMCHECKBOX 
  Yes (Please provide the IRB Chair’s signature below)

	Institutional Official or Designee:

I confirm that this institution does not have an IRB or is not under the jurisdiction of a local IRB and that Salus IRB may serve as the IRB of record for this research.

Name of Institution:       
Printed Name:        

Title:       
Signature:







Date: 




	IRB Chair or Designee:

I am aware that study-related procedures for the above referenced research will be conducted at our institution, and I hereby defer authority to Salus IRB to serve as the IRB of record for this research.

Name of Institution:        
Printed Name:       
Title:       
Signature:







Date: 





	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


F. RECRUITMENT PRACTICES, MATERIAL: 

	1.
	Describe how prospective research participants will be identified and approached for this study:
     

	2.
	Will the site make use of recruitment material for this research? See the Guidance on Recruitment and Study Material for additional instruction.

Please do not submit template material already submitted for approval by the sponsor/project manager (PM).
	 FORMCHECKBOX 
 No (skip to question #4)    
 FORMCHECKBOX 
 Yes (identify below)

	3.
	Please forward the Microsoft Word version of each file requiring review.  Include the document title and version (number or date) in each file. 
The following recruitment material is attached (please include quantity of each): 
      FORMCHECKBOX 
 Proposed printed advertisement, #      



 FORMCHECKBOX 
 Proposed web site content, #      

 FORMCHECKBOX 
 Script of proposed video recording, #       



 FORMCHECKBOX 
 Script of proposed audio recording, #       


 FORMCHECKBOX 
 Participant screening tool, #       




 FORMCHECKBOX 
 Other (describe, include quantity):      

	Research Participant Finder’s Fees/Referral Fees: Such arrangement may place participants at risk of coercion or undue influence or cause an inequitable selection of research participants. Salus IRB will consider these types of requests on a case-by-case basis.
· The payment arrangement for the referral must be approved by the board and should be disclosed in the ICD or addendum.
Finder’s fees paid to PIs or other physicians are never allowed.

	4.
	Is the PI or sponsor providing a finder’s fee or referral fee to participants for potential participant referrals?
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes 

	5.
	If yes, please describe your policy regarding these fees and include the amount of the fee (or indicate if already on file with Salus IRB).

     


G. STUDY MATERIAL:
	1.
	Will the site make use of study material for this research? See the Guidance on Recruitment and Study Material for additional instruction.
Please do not submit template material already submitted for review by sponsor/PM.
	 FORMCHECKBOX 
 No (skip to section H)   

 FORMCHECKBOX 
 Yes (identify below)

	2.
	Please forward the Microsoft Word version of each file requiring review.  Include the document title and version (number or date) in each file. The following study material is attached (please include quantity of each): 


 FORMCHECKBOX 
 Participant diaries, #      





 FORMCHECKBOX 
 Survey or questionnaire(s), #               


 FORMCHECKBOX 
 Participant education material, #      




 FORMCHECKBOX 
 Other (describe, include quantity):       


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


H. TRANSLATION REQUESTS:
	1.
	Will the documents require translation?
	 FORMCHECKBOX 
  No (Go to section I)    

 FORMCHECKBOX 
  Yes 

	2.
	Who will translate these documents?
	 FORMCHECKBOX 
 Salus IRB (complete #3)

 FORMCHECKBOX 
 Site (skip to question 4)

	3.
	What documents would you like translated? 

What language would you like them translated into?  

Do you require a quote before proceeding with the translation?

Do you require back-translation? 
	 FORMCHECKBOX 
 ICDs   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Material
Language:      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 

	4.
	Describe your plan for recruiting and enrolling non-English speaking participants:
     

	5.
	What language(s) do those obtaining consent speak?




I. PI RESOURCES:
	1.
	Does the PI have access to the necessary population and number of participants needed for this study, within the agreed recruitment period?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 

	2.
	Does the PI have the sufficient time to properly conduct and complete the study within the agreed study period?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes

	3.
	Does the PI have an adequate number of qualified staff, and adequate facilities for the duration of the study, to conduct the study properly and safely?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes

	4.
	Describe additional resources available at this site to support the conduct and successful completion of this study:

     


J. PI EXPERIENCE AND TRAINING:
	1.
	Please describe any previous experience or training that the PI has which will aide in the conduct of this study:

     

	2.
	Will Sub-Investigators perform procedures the PI is not qualified and licensed to perform?
	 FORMCHECKBOX 
  No       

 FORMCHECKBOX 
  Yes (please attach the CV and licenses of those Sub-I’s)

	
	Please describe those procedures:
     


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


K. REQUIRED SAFETY AND EMERGENCY MEDICAL EQUIPMENT AND PSYCHOLOGICAL RESOURCES:
	1.
	Describe your plan for treating medical emergencies or providing counseling or additional psychological support that may be needed as a consequence of the research:

     

	2.
	Do you have a written agreement with the sponsor that addresses medical care for research related injuries?  This information will be disclosed in the ICD.
 FORMCHECKBOX 
 Yes - Attach page from the contract, a statement from the sponsor, or a written explanation

 FORMCHECKBOX 
 No - Explain your plan for addressing medical care for research related injuries      

	3.
	Drug/Device Storage and Handling:    FORMCHECKBOX 
  N/A – this study does not involve any drug or device

If the study involves drug(s) or device(s), which of the following measures will be followed?  

Check all that apply for each section.

a.   FORMCHECKBOX 
  All drugs/devices will be stored appropriately in a secure area 
                       FORMCHECKBOX 
 pharmacy or central area

                       FORMCHECKBOX 
 locked storage unit, cabinet or office

                       FORMCHECKBOX 
 Other:  
b.  FORMCHECKBOX 
  Access to the drugs/devices will be limited to authorized research personnel

                       FORMCHECKBOX 
 use of log indicating authorized personnel for controlled access

                       FORMCHECKBOX 
 Other: 
c.  FORMCHECKBOX 
  Accountability records will be adequately recorded and maintained

d.  FORMCHECKBOX 
  Who is responsible for dispensing the drug/device? 

                       FORMCHECKBOX 
 PI
                       FORMCHECKBOX 
 Pharmacy personnel

                       FORMCHECKBOX 
 Other:  
When appropriate, describe additional plans for the secure storage, handling and dispensing of drug(s) or device(s): 


L. DATA PROTECTIONS AND CONFIDENTIALITY:

	1.
	Will eConsent be utilized for this research?
If yes, please provide a written statement or SOP confirming the eConsent process is Part 11 compliant.
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes

	2.
	Sensitive Information: Information which may upset the individual being asked about the information, or that if misused, could reasonably cause discrimination or stigmatism, and result in damage to the individual’s financial well-being, employability, insurability, or reputation.

Will sensitive information be collected for this research? Examples include:

· Use or treatment for alcohol or drugs

· Illegal conduct or arrest record

· Sexual attitudes, preferences or practices

· Psychological or mental health information

· HIV or sexually transmitted diseases
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


	3.
	Identifiable, Sensitive Information: Information about an individual that is gathered or used during the course of biomedical, behavioral, clinical, or other research, where an individual is identified or for which there is at least a very small risk, that some combination of the information, a request for the information, and other available data sources could be used to determine the identity of an individual.
Will identifiable, sensitive information be collected for this research that when used in combination with other information may lead to identification of an individual? Examples include:
· Name

· Address

· Social security or other identifying number 

· Fingerprints

· Voiceprints

· Photographs

· Genetic information

· Tissue samples

· Data fields


	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes

	4.
	How long will the information be stored?       

	5.
	If the participant does not qualify for the research, what will happen to their data?       

	6.
	Will the information be stored and used in the future? 

If yes, please explain.       
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes

	7.
	Will the information be sold to 3rd parties?  

If yes, please explain.       
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes

	8.
	Will sensitive or individually identifiable health information, including demographic information, be collected using web-based tools, email, online surveys, etc.?
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes

	9.
	If yes, the website or online tool should clearly explain how the information might be used and what measures will be taken to ensure confidentiality of their data. 

Attach the text version of the online tool for IRB approval.

	10.
	What security methods are in place to ensure confidentiality of the sensitive information during and after collection of the data and the completion of the research (check all that apply):

 FORMCHECKBOX 
  Replace the identifiers with a unique code and storing identifiers in a separate location and/or device

 FORMCHECKBOX 
  Never store identifiers on portable electronic devices, such as laptops, portable hard drives, flash drives, USB memory sticks, and smart phones, unless devices are encrypted
 FORMCHECKBOX 
  PHI will be transferred only over secure networks or as encrypted files

 FORMCHECKBOX 
  PHI will only be transferred using encryption

 FORMCHECKBOX 
  Remove and destroy identifiers as soon as possible

 FORMCHECKBOX 
  De-identification:  once data has been de-identified, it no longer qualifies as PHI

 FORMCHECKBOX 
  Destruction of data.  At what point will data be destroyed?       
 FORMCHECKBOX 
  Paper files will be kept in a secure location with limited access by authorized study staff

 FORMCHECKBOX 
  Electronic files are password-protected with limited access by authorized study staff

 FORMCHECKBOX 
  Participant’s identifying information will be protected from improper use and disclosure (e.g. coding, making data anonymous)

 FORMCHECKBOX 
  Research staff sign confidentiality agreements before engaging in research activities

 FORMCHECKBOX 
  The site will not use the collected information outside of that specifically consented to and authorized

 FORMCHECKBOX 
  Certificate of Confidentiality (Attach a copy of the certificate or explain why certificate is not attached):       
( Ensure language regarding the use of a Certificate is included in the protocol

( Ensure the Certificate’s protections and limitations are described in the consent document

 FORMCHECKBOX 
  Other (describe):      


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


M. VULNERABLE POPULATIONS:
	1.
	Please indicate all vulnerable populations that will be enrolled or may be specifically targeted for this research. IRB approval is required for the enrollment of vulnerable populations. If you decide to enroll persons from any of these categories at a later time, you may request IRB approval at that time.
 FORMCHECKBOX 

None

 FORMCHECKBOX 

Children (defined as individuals who have not reached the legal age under State Law to consent to the treatments or procedures in this research); (complete CHILDREN questions below, if applicable)
 FORMCHECKBOX 

Children who are wards of State (complete CHILDREN questions below, if applicable)
 FORMCHECKBOX 

Pregnant women
 FORMCHECKBOX 

Non-English speaking

 FORMCHECKBOX 

Adults who do not read and/or write (complete LAR question below, if applicable)
 FORMCHECKBOX 

Patients in nursing homes (complete LAR question below, if applicable)
 FORMCHECKBOX 

Educationally disadvantaged 
 FORMCHECKBOX 

Economically disadvantaged

 FORMCHECKBOX 

Employees of the PI, research staff or sponsor 
 FORMCHECKBOX 
  Family members of the PI, research staff or sponsor 
 FORMCHECKBOX 

Students of the university or the PI participating in this research
 FORMCHECKBOX 
  Adults unable to consent for themselves or with diminished decision-making capacity 
           FORMCHECKBOX 
 In an attachment, describe the plan to assess the capacity of these participants to consent/assent.

 FORMCHECKBOX 

Other:      

	2.
	For each vulnerable population identified above, please provide your justification for including these populations in this study:  

     

	3.
	Describe the additional safeguards in place to protect the rights and welfare of these participants:

     

	STUDIES ENROLLING CHILDREN OR  FORMCHECKBOX 
 N/A (IF NOT ENROLLING):

	1.
	In your state, what is the legal age to consent to the treatments or procedures involved in this research? 
	Age:       

	2.
	In your state, are both parents required to consent on behalf of the child?
	 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  Yes 

	3.
	Do you plan to obtain permission for children from individuals other than the parents? 
	 FORMCHECKBOX 
  No 

 FORMCHECKBOX 
  Yes 

	4.
	If yes, other than the parents, who is legally authorized in your state to consent on behalf of a child?
     

	5.
	For Drug or Device Research: Is this facility equipped to handle pediatric emergencies?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes    
 FORMCHECKBOX 
  N/A


	STUDIES USING LEGALLY AUTHORIZED REPRESENTATIVE (LAR); (If the research you are participating in allows LARs for participants other than children) OR   FORMCHECKBOX 
 N/A (NOT UTILIZING LARs):

	1.
	Who may serve as an LAR to provide consent for procedures performed in research?

     


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


N. STATE AND LOCAL RESEARCH LAWS:
	Please indicate any state or local laws regarding medical research and/or vulnerable populations that may affect the conduct of the study or that require additional information to be included in the ICD (e.g., separate state mandated HIV ICDs, mandatory reporting of positive HIV/hepatitis results).
     


O. COMMUNITY ATTITUDES AND INFORMATION:
	1.
	Are there any community attitudes (including religious, ethnic, etc.) about medical research that may affect the conduct of this study or that may be sensitive to the community? If yes, please attach a description.
	 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes 


P. PAYMENT ARRANGEMENTS:
	The following will be used to customize the ICD for your site:

	1.
	Will participants be paid for their participation?   
	 FORMCHECKBOX 
 No (skip to question 6)    

 FORMCHECKBOX 
 Yes 

	2.
	Please provide the breakdown (per visit/procedure) for compensation to the subject (i.e., $25 for visit 1, $50 for visit 2, etc.): 

     

	3.
	Approximately when should the participants expect payment? 

 FORMCHECKBOX 
 Payment at each study visit


 FORMCHECKBOX 
 Payment at the participant’s final visit 

 FORMCHECKBOX 
 Payment after the participant completes the study within the following time frame (ex. 2 weeks after final visit, etc.):      
 FORMCHECKBOX 
 Other (describe):       

	4.
	Total potential compensation for completion of protocol requirements:        
	     

	5.
	Is an end of study bonus being offered to participants? Ensure the amount does not exceed 50% of the total payment for completion of the research.
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes (amount):  

	6.
	Is the PI receiving a “recruitment bonus” from the sponsor based on the rate or timing of enrollment? If yes, please attach a description of the financial arrangement and disclose this information in the Conflicts of Interest (COIs) section.
	 FORMCHECKBOX 
 No  

 FORMCHECKBOX 
 Yes 


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


CONFLICTS OF INTEREST:
	The PI is responsible for reading each statement thoroughly before signing this form. Please consider any potential, actual, or perceived conflicts of interest (COIs) of a financial, professional, or personal nature with the sponsor, test article, or manufacturer of the test article, that may affect any aspect of this research. The responses must also consider any COIs of the PI’s immediate family members. Salus IRB defines “immediate family member” as (at a minimum) an individual’s dependent children or a person with whom an individual resides, in the same residence, where both individuals share responsibility for each other’s welfare and financial obligations (e.g., spouse, domestic partner).

	1.
	Do you have a financial arrangement with the sponsor, whereby the value of compensation could be influenced by the outcome of the research? This includes compensation that could be greater for a favorable clinical result, compensation in the form of an equity interest in the sponsor, or compensation tied to sales of the product or service being tested (e.g., royalty interest).
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	2.
	Do you have a proprietary interest in the product or service being tested such as patent rights, trademark, copyright or licensing agreement?
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	3.
	Do you have a significant equity interest in the sponsor or in the product or service being tested (e.g., ownership interest, stock options, or any other financial interest) the value of which cannot be readily determined through reference to public prices, any equity interest in the sponsor (if publicly traded) exceeding $10,000 (or $5,000 for PHS-funded research), or more than 5% ownership (or any combination of these), in the sponsoring company or business entity?
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	4.
	Have you received payments from the sponsor or payments related to the product or service being tested in excess of $10,000 (or $5,000 for PHS-funded research), when aggregated for immediate family members, exclusive of the costs of conducting the research, such as honoraria, a grant or grants to fund ongoing research, compensation in the form of equipment, or retainers for ongoing consultation?
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	5.
	Have you accepted payment arrangements from the sponsor such as financial incentives for early enrollment or high enrollment (e.g., recruitment bonus incentives)? 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	6.
	Do you have any board or executive relationship to the sponsor or the product or service being tested, regardless of the compensation? 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	7.
	Are you an employee of the sponsor or the manufacturer of the test article?
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes

	8.
	Do any of the research staff or their immediate family members have financial or other COIs with the sponsor conducting this research, the test article, or the manufacturer of the test article, as listed above? Salus IRB defines “research staff” as anyone responsible for the design, conduct, or reporting of research (e.g., sub-investigators, research coordinators). 
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes 

	If you answered “Yes” to any of the questions above, describe the COI(s) in detail and explain how the COI(s) will be managed so that the conflict(s) will not adversely affect the protection of participants or the integrity of the research (notification of the existence of a COI and how it will be managed may be added to the ICD):

     


	SPONSOR:       

PROTOCOL #:       
INVESTIGATOR:       


CERTIFICATION STATEMENT AND SIGNATURE:

	I certify that the information provided within this application is true and accurate to the best of my knowledge, and represents my intent to pursue review of this research by Salus IRB. My signature below indicates that: 

 FORMCHECKBOX 


I have reviewed the Investigator Reporting Responsibilities and the Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information. [Click hyperlink(s) above].
 FORMCHECKBOX 

I
f study staff/sub-investigators are permitted to sign research documents in lieu of the PI, I understand it is my responsibility to ensure that the delegated staff are notified of the reporting requirements;
 FORMCHECKBOX 


I understand I may contact Salus IRB at any time with questions or concerns about these requirements;  

 FORMCHECKBOX 


I agree to conduct the study in accordance with my responsibilities as a PI, applicable regulations, Good Clinical Practices and the determinations of Salus IRB;

 FORMCHECKBOX 


I understand that it is my obligation to review the Investigator’s Statement of Agreement on Form 110.A; 

 FORMCHECKBOX 


I attest that the information submitted to Salus IRB on Form 110.A – Investigator and Site Information signed by me on            is true and accurate.
FOR INVESTIGATIONAL DRUG/DEVICE STUDIES:
By signing below, I agree to conduct the investigation in accordance with the signed agreement with the sponsor, the investigational plan, 21 CFR Part 812 or 21 CFR Part 312, as applicable and other applicable FDA regulations, and conditions of approval imposed by Salus IRB or FDA. Further, I agree to supervise all testing of the test article involving human subjects, and to ensure that the requirements for obtaining informed consent are met.

I grant Salus IRB the authority to approve and oversee the above referenced research and certify that the study will not begin until I have received Salus IRB approval of the FINAL protocol and ICD. Further, I understand that only the Salus IRB-approved ICD may be used to enroll participants.

     









Printed Name of Investigator 
Signature of Investigator 









Date


LIST OF ATTACHMENTS:
	REQUIRED DOCUMENTS:

 FORMCHECKBOX 

Completed and signed Protocol Specific PI and Site Resources Form (this document)
 FORMCHECKBOX 
  Form FDA 1572 (Investigational DRUG studies only)
 FORMCHECKBOX 

The sub-investigator’s (performing procedures the PI is not qualified and licensed to perform) current CV and professional license, if applicable. This will be saved in our investigator files for future reference.

 FORMCHECKBOX 

Attached explanation for any question answered “Yes” that requires an attachment
For Recruitment and Study Material: Please forward the Microsoft Word version of each file requiring review.  Include the document title and version (number or date) in each file.
 FORMCHECKBOX 

All proposed study material (diaries, survey instruments, or questionnaires)

 FORMCHECKBOX 

All proposed recruitment material (audio/video script, print advertisement)


FORM 110.B Protocol Specific Investigator and Site Resources 
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