INFORMED CONSENT CHECKLIST – SURVEYS – Protocols approved AFTER 21 Jan 2019
[bookmark: _gjdgxs]This checklist covers surveys that use short consent statements at the beginning of the survey instead of a separate form or process.  Except as described in 45 CFR 46.116 – Waivers of Informed Consent, no investigator may involve a human being as subject in research unless s/he has obtained the legally effective informed consent of the subject or their legally authorized representative. The information presented in the consent document must be in language likely to be understood by the subject population. NO consent documents can contain exculpatory language through which the subject is made to waive or appear to waive legal rights, or release or appear to release the Investigator, the Sponsor, or Berkeley Lab from liability for negligence. 
NOTE: An orange asterisk (*) identifies elements of informed consent that are REQUIRED under the federal regulations unless the study is exempt.  Waiver of any required items requires a request in the HARP system protocol (page Waiver of Consent, section 1.0).   Other elements listed here are LBNL recommendations or preferences.  
For surveys in exempt protocols:  Minimum requirements for the consent statement include identification of LBNL and the researcher(s), procedures including any inclusion/exclusion criteria, an estimate of the time to complete the survey, and a statement that participation is voluntary (see underlined items).  Other elements may be added as deemed advisable by the reviewer.
	BASIC ELEMENTS OF INFORMED CONSENT
	YES
	NO
	N/A
	WAIVED

	1. Letterhead: Does the survey identify LBNL as the institution carrying out the research?
	
	
	
	

	2. Heading & Title: Does the survey include a heading or title?
	
	
	
	

	3. Introduction & Identification of Researchers: Are the researchers and divisional/
departmental affiliation identified?
	
	
	
	

	4. Invitation & Purpose: Is there an explanation of why the person is being asked to take
part in the study, using language that avoids connotations of requirements or demand?
	
	
	
	

	*Is the purpose of the survey clearly explained?
	
	
	
	

	*Is there a statement near the top that the study involves “research”?
	
	
	
	

	*5. Procedures:  Is there a full and clear description of survey procedures? (e.g.,
are subjects told if questions may be skipped, or informed about inclusion or 
exclusion criteria that are required for or that limits their participation?
	
	
	
	

	*Is the estimated total time to complete the survey stated? 
	
	
	
	

	*Are procedures or elements of the procedure that are experimental clearly 
identified as such? (Not generally applicable to survey research)
	
	
	
X
	

	*6. Risks/Discomforts:  Is there a clear description of any reasonably foreseeable risks or discomforts, including any privacy risks? 
	
	
	
	

	Where risks are identified, is there a description of measures that will be taken to 
minimize these risks or discomforts?
	
	
	
	

	*7. Benefits: Is there a description of benefits to the subjects, to others, and to 
society that may reasonably be expected from the research?
	
	
	
	

	*8. Questions: Is there a statement about who to contact with questions about the 
research or their rights as research subjects?  
	
	
	
	

	*9. Future use:  If the survey involves the collection of identifiable private information,
ONE of the following statements:  
(a) That identifiers might be removed or replaced with a code after which 
the data can be used for other research or given to other investigators without additional 
consent; OR
(b) That the data will not be used for future research studies or distributed to others.
	
	
	
	

	*10. No loss of benefits:  If applicable, a statement that refusal to participate involves no
 penalty or loss of benefits to which the subject is otherwise entitled.
	
	
	
	

	*11. Consent:  Does the survey include a statement that participation is voluntary,
 and that completing/submitting the survey constitutes consent?
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