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REQUEST FOR REVIEW OF GENERAL ITEMS



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
	Name of Investigator or Site:      


	The items submitted must be general in nature and may not include any detailed protocol specific references or instructions (e.g., pre-screening informed consent documents (ICDs), advertisements inviting volunteers to determine what studies they may qualify for, or in-house rules of the clinical site). If you have any questions, please do not hesitate to contact Salus IRB at (512) 380-1244.


A.  CONTACT INFORMATION:
	Provide the Primary Contact information for correspondence:

	1.
	Name of Primary Contact: 
	     

	2.
	Name of Company:
	     

	3.
	Address (including City, State and Zip):
	     

	4.
	Telephone:
	     

	5.
	E-mail:
	     

	Provide the Accounts Payable contact information, OR  FORMCHECKBOX 
 Check if same as Primary Contact provided above.

	6.
	Name of Accounts Payable Contact:
	     

	7.
	Name of Company:
	     

	8.
	Address (including City, State and Zip):
	     

	9.
	Telephone: 
	     

	10.
	E-mail (All invoices will be sent via email):
	     

	11.
	Please describe any additional invoicing requirements (e.g., PO#):
	     


B. PRIMARY RESEARCH SITE INFORMATION: 
	1.
	Name of research site:
	     

	2.
	Site address (including City, State and Zip):
	     

	3.
	Site 24-hour phone number for participants:
	     


C. SCREENING PROTOCOL INFORMATION OR  FORMCHECKBOX 
 N/A:
	1.
	Data and Safety Monitoring: A system for appropriate oversight and monitoring of the conduct of the screening to ensure the safety of participants and the validity and integrity of the data to identify potential research subjects.
 
Data and safety monitoring will be conducted by:
 FORMCHECKBOX 
  Investigator or site staff
 FORMCHECKBOX 
  Other, please attach a description
 FORMCHECKBOX 
  None, please attach a rationale

	2.
	Is the data and safety monitoring plan identified in the protocol?
 FORMCHECKBOX 
 Yes, please identify the page #:      
 FORMCHECKBOX 
 No, please describe your plan for monitoring safety of participants and the integrity of the data:      


	Name of Investigator or Site:       


C. SCREENING PROTOCOL INFORMATION OR  FORMCHECKBOX 
 N/A (continued):
	3.
	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? Examples include:

· Use of 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    

	4.
	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

	5.
	How long will the information be stored?       

	6.
	If the participant does not qualify for the research, what will happen to their data?       

	7.
	Will the information be stored and used in the future? 

If yes, please explain.       
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes

	8.
	Will the information be sold to 3rd parties?  

If yes, please explain.       
	 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes

	9.
	Will sensitive or individually identifiable health information, including demographic information, be collected using web-based tools, email, online surveys, etc.?
	 FORMCHECKBOX 
 No ) 

 FORMCHECKBOX 
 Yes

	10.
	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 data. 

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


	Name of Investigator or Site:       


	11.
	What security methods are in place to ensure confidentiality of sensitive information (check all that apply)?
 FORMCHECKBOX 
  Replace the identifiers with a unique code and store 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, tablets or smart phones, unless devices are encrypted

 FORMCHECKBOX 
  Protected Health Information (PHI) will be transferred only over secure networks or as encrypted files

 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:      

	12.
	Privacy refers to a person’s ability to control the access to themselves and their information by others. 

Describe the plan to protect the privacy of screening participants, during and after their involvement. 

· Participants consented away from the public areas

· Screening assessments conducted in a private area

· Participant information collected is limited to screening requirements
· Additional provisions (describe):  
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No



	13.
	If no was indicated on any of the first 3 responses above, please provide an explanation: 

     

	14.
	Confidentiality refers to the agreement between the investigator and participant about how the participant’s identifiable private information will be managed and used.

Describe the plan to maintain the confidentiality of the data collected during and after collection of the data and the completion of the screening process (check all that apply):
 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 what is specifically consented to and authorized

 FORMCHECKBOX 
  Other (describe):       


	Name of Investigator or Site:       


D. GENERAL SCREENING INFORMED CONSENT DOCUMENT OR  FORMCHECKBOX 
 N/A:
	If the consent document being submitted is a Screening ICD, please ensure a Screening protocol is also submitted.

	1.
	Are you requesting revisions to a previously approved ICD?
	  FORMCHECKBOX 
 Yes (skip to section E)

  FORMCHECKBOX 
 No

	2.
	Please indicate any state or local laws regarding medical procedures and/or vulnerable populations that may affect the conduct of the screening or that require additional information to be included in the consent form (e.g., separate state mandated HIV consents, mandatory reporting of positive HIV/hepatitis results):
     

	3.
	Who will present the ICD to the potential research participant and conduct the consent interview at this site?
	 FORMCHECKBOX 
 Principal Investigator

 FORMCHECKBOX 
 Sub Investigator

 FORMCHECKBOX 
 Research Coordinator/ Research Nurse

 FORMCHECKBOX 
 Other:       

	4.
	What steps will you take to minimize the possibility of coercion or undue influence?

     

	5.
	Will prospective participants be allowed to take the consent document home to discuss this research with their family or Primary Care Physician?
	 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No (please explain in attachment)

	6.
	Describe the timeframe between approaching the prospective participants and obtaining informed consent:

     

	7.
	Describe who will assist the Investigator in ensuring informed consent is appropriately obtained and documented and for ensuring that a copy is provided to the participant:

     

	8.
	Will participants be paid for their participation?   
	 FORMCHECKBOX 
 No (skip to section E)    

 FORMCHECKBOX 
 Yes 

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

     

	
	Approximately when should the participants expect payment? 

 FORMCHECKBOX 
 Payment at each visit


 FORMCHECKBOX 
 Payment at the participant’s final visit 

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

	
	Total potential compensation for completion of screening procedures:        
	     


	Name of Investigator or Site:       


E. POTENTIAL VULNERABLE POPULATIONS:

	Indicate any vulnerable populations that may be recruited for screening.

 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)

 FORMCHECKBOX 
 Children who are wards of state
 FORMCHECKBOX 
 Pregnant women
 FORMCHECKBOX 
 Non-English speaking

 FORMCHECKBOX 
 Adults who do not read or write

 FORMCHECKBOX 
 Patients in nursing homes

 FORMCHECKBOX 
 Educationally disadvantaged 
 FORMCHECKBOX 
 Economically disadvantaged

 FORMCHECKBOX 
 Employees of the PI or research site 
 FORMCHECKBOX 
 Family members of the PI or research staff  
 FORMCHECKBOX 
 Students of the university or the PI 

 FORMCHECKBOX 
 Adults unable to consent for themselves or with diminished decision-making capacity 
 FORMCHECKBOX 
 In an attachment, describe a plan to assess the capacity of these participants to consent/assent).

 FORMCHECKBOX 
 Other:        

	Please describe the additional safeguards your site has in place to protect the rights and welfare of these participants:  



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

	1.
	In your state, what is the legal age to consent to the screening/medical procedures? 
	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.
	Is this facility equipped to handle pediatric emergencies?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes    
 FORMCHECKBOX 
  N/A

	SCREENING USING LEGALLY AUTHORIZED REPRESENTATIVE (LAR) OR   FORMCHECKBOX 
 N/A (NOT UTILIZING LARs):

	1.
	Who may serve as an LAR to provide consent for the screening procedures?

     


	Name of Investigator or Site:       


	SCREENING OF NON-ENGLISH-SPEAKING PARTICIPANTS OR  FORMCHECKBOX 
 N/A:

	1.
	Describe your plan for recruiting and screening non-English speaking participants:
     

	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 (include dialect, if applicable)?  

Do you require a quote before proceeding with the translation?

Do you require back translation? 
	 FORMCHECKBOX 
 Consent Forms   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Materials
Language:      
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 


F. GENERAL RECRUITMENT OR SCREENING MATERIAL OR  FORMCHECKBOX 
 N/A:

	For Recruitment and Screening Material: Please forward the Microsoft Word version of each file requiring review.  Include the title and version (number or date) on each document. 
Recruitment and Research Material (include the quantity attached): 


 FORMCHECKBOX 
 New material

 FORMCHECKBOX 
 Revised material (previously approved by Salus IRB)
Identify which items and the quantity being submitted.

 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 
 Clinic House Rules #       
 FORMCHECKBOX 
 Participant education material #       
 FORMCHECKBOX 
 Other (describe): #       


LIST OF ATTACHMENTS:
	REQUIRED DOCUMENTS:
 FORMCHECKBOX 

Professional licenses of investigator conducting screening. This will be saved for future reference.
 FORMCHECKBOX 

CVs of investigator conducting screening. This will be saved for future reference.
 FORMCHECKBOX 

Documentation of GCP training for PI. This will be saved in our Investigator files for future reference.

SCREENING PROTOCOLS:

 FORMCHECKBOX 

General Screening protocol containing version number and/or date.
GENERAL ICD REQUESTS:
 FORMCHECKBOX 
 
An electronic version (MS Word) of the ICD(s).

Please note: Please remove all formatting such as shading, text boxes, comments or hidden text from the ICDs before submitting to Salus IRB. ICDs submitted with such formatting may cause a delay in the review of this request and may result in additional administrative fees.
 FORMCHECKBOX 

For screening ICD a general screening protocol.
RECRUITMENT AND RESEARCH MATERIAL: 
 FORMCHECKBOX 

Recruitment material (audio/video scripts, print advertisements)

 FORMCHECKBOX 

Research material (survey instruments, or questionnaires)


	Name of Investigator or Site:       


	Type of Review:

 FORMCHECKBOX 
 Deferred for Convened Board Review – Reviewer Signature:  






 FORMCHECKBOX 
 Reviewed Only (Identify items):


 FORMCHECKBOX 
 Research Material

 FORMCHECKBOX 
 Approved 


 FORMCHECKBOX 
 Screening Protocol

 FORMCHECKBOX 
 Revised Screening ICD

 FORMCHECKBOX 
 New Screening ICD


 FORMCHECKBOX 
 Recruitment/Research Material

 FORMCHECKBOX 
 Translated Documents

 FORMCHECKBOX 
 Other

 FORMCHECKBOX 
 Approved as modified (Identify items): 


 FORMCHECKBOX 
 Revised Screening ICD


 FORMCHECKBOX 
 New Screening ICD 


 FORMCHECKBOX 
 Recruitment/Research Material 

 FORMCHECKBOX 
 Other


EXPEDITED REVIEW AND DETERMINATION:

	The request involves no more than minimal risk and/or represents minor changes in previously approved research during the period for which approval was granted and meets the criteria in accordance with 21 CFR 56.110 and/or 45 CFR 46.110. A minor modification means that the change does not change the risks of the research or affect the design of the research and all added procedures involve no more than minimal risk and that all added procedures fall into categories (1)-(7) of research that can be reviewed using the expedited procedure.
Modify the ICD?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   FORMCHECKBOX 
 N/A
 FORMCHECKBOX 
  My review of this item represents that I have no conflicting interests with the, principal investigator or screening site.

Printed name of Reviewer (Chair or Designee): 














Signature of Reviewer (Chair or Designee): 




 Date: 





Request for Review of General Items




Version:21January2019

Page 1 of 1

[image: image1.jpg][image: image2.jpg]SalusIRB



