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  Employees, Family & Friends
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DESCRIPTION:   Employees and their family and friends are likely to be motivated to participate and may have a sufficient understanding of the goals.  They are, however, subject to real or perceived threat if they refuse or fail to cooperate and are thus considered to be a vulnerable population.  Although some of this may be covered in the protocol, we ask that this form be completed.
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A. Investigator & Study

	Name
	     

	Name (with degrees)
	     

	Project Title
	     

	Company
	     

	Assigned Number
	     


	B. Why This Population

	1
	How are they being solicited?  Is it announced to everyone or to a select sub-group?  Is there any role for supervisors?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  or explanation:      

	2
	Are there flyers, e-mails, posters?  
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
If yes, they should be part of the larger submission.

	3
	How does the person make contact with you?  Do you call them or do they call in to someone?  What happens then?
	     

	4
	Unless the population is a small select group, it is likely that some will not know about the technology being developed.  Is explanatory material used?  
	     

	5
	Is it clearly communicated that participation is not a condition of employment and that by refusing or withdrawing there will be no repercussions in the work place?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No, explain:       

	6
	How big is the population from which the employees are being recruited?  Is the denominator big enough so that participation or refusal will not be noticed?
	     


	C. Investigator & Study

	1
	Identification:  What is the denominator?  Is this a large or small population from whom donors are drawn? How likely is it that peers will know about a donor’s participation? Is the denominator big enough so that participation or refusal will not be noticed?
	     

	2
	Privacy:  People who want information about themselves kept to themselves, may not want to volunteer personal (e.g., infectious disease status) information particularly if they know the person asking.  Is there a method to self-select out?  Can the list of exclusionary factors be groups so that a response is not linked to a specific condition?
	     

	3
	Confidentiality:  Where will records be maintained?  What are the protections so that the corporate structure will not gain access to the data?  Does occupational health or HR have any role?
	     

	4
	Re-Contact:   Would the use or misuse of data or specimen necessitate re-contact?  In the event of a laboratory accident, what policy guides contact with donors?
	     

	5
	Other
	     


	D. Time and Money

	1
	Is this done on company time?  Overtime?
	     

	2
	Are employee-subjects to be paid?  
	     

	3
	Is this reportable income?  Is this part of their paycheck or a separate 1099?  Is there overtime pay?  Is it covered by workers comp?
	     


	Signatures
	Principal Investigator
	Person who prepared the form

	Signature
	
	

	Printed name
	     
	     

	Title
	     
	     

	Date
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