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	REQUEST FOR ENROLLING VULNERABLE POPULATIONS



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
SPONSOR:       

PROTOCOL #:       
PRINCIPAL INVESTIGATOR:      
A. PRINCIPAL INVESTIGATOR (PI) AND RESEARCH SITE INFORMATION:
	1.
	Name of research site:
	     

	2.
	Site contact name:
	     

	3.
	Site contact phone number:
	     

	4.
	PI’s direct phone number for Board inquiries:
	     


B. VULNERABLE POPULATIONS: 

	Please indicate all vulnerable populations for which you are requesting approval. 

 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, 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 a plan to assess the capacity of the participants to consent/assent.
 FORMCHECKBOX 
 Other:      

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

     

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

     

	Please provide written documentation of approval for inclusion of the vulnerable population(s) from the Sponsor/Sponsor Representative. An email from the Sponsor will suffice.


SPONSOR:         

PROTOCOL #:       
PRINCIPAL INVESTIGATOR:      
C. REQUEST TO ENROLL CHILDREN OR  FORMCHECKBOX 
 N/A: 

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

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

 FORMCHECKBOX 
  Yes 

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

 FORMCHECKBOX 
  Yes 

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

	Is the research site equipped to handle pediatric emergencies?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes    


D. REQUEST TO ENROLL ADULTS UNABLE TO CONSENT FOR THEMSELVES OR  FORMCHECKBOX 
 N/A:
	In your state, who may serve as the Legally Authorized Representative (LAR) for these vulnerable populations?

     


   E. REQUESTS TO ENROLL NON-ENGLISH-SPEAKING PARTICIPANTS OR  FORMCHECKBOX 
 N/A:
	Translation Requests:
NOTE: If you are a PI participating in Multi-Site research for which Salus IRB serves as the Central IRB, please provide written documentation of approval for translation from the Sponsor.
Who will be responsible for providing the translation? 


	 FORMCHECKBOX 
 Salus IRB
 FORMCHECKBOX 
 PI (Skip to section F)

	If Salus IRB will be responsible for providing the translation, what documents would you like translated? 
	 FORMCHECKBOX 
 Consent Forms   

 FORMCHECKBOX 
 Recruitment Material  

 FORMCHECKBOX 
 Study Materials

	What language would you like them translated into?  
	     

	Do you require a quote before proceeding with the translation?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	Do you require back-translation?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 


F. ATTESTATION STATEMENT:

	I attest that the above information is true and accurate and declare my continued commitment to conduct this research study in accordance with the original conditions of approval from Salus IRB. Further, if I am not the Principal Investigator, by signing this form, I certify that I am authorized to submit this information and sign this form on the Principal Investigator’s behalf. 
Signature of Principal 
Investigator/Authorized Designee:  






  Date:  





SPONSOR:       

PROTOCOL #:       
PRINCIPAL INVESTIGATOR:      
FOR SALUS IRB USE ONLY:
EXPEDITED REVIEWER STATEMENT AND SIGNATURE:
	The proposed modification(s) involves no more than minimal risk and 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. In accordance with Salus IRB policy, some vulnerable populations may be reviewed by the expedited review procedure. Others may only be reviewed by the expedited review procedure if the vulnerable population is included in the IRB approved protocol and appropriate determinations have been made by the Board and additional safeguards employed by the site are appropriate.

Are modifications being made to the ICD?      FORMCHECKBOX 
  No    FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
  My review of this item represents that I have no conflicting interests with the Sponsor, Investigator, or Protocol. 
Printed Name of Reviewer (Chair or Designee): 









Signature of Reviewer 
(Chair or Designee):








Date: 
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