


CRITERIA FOR IRB APPROVAL:  
Reviewer  Checklist  

Skidmore  College   Institutional  Review  Board  

Primary Reviewer:  IRB Protocol #: PI: 

Title of Project:    

�2 1. Risks  to subjects  are reasonable  in  relation  to anticipated  benefits,  if  any,  to
subjects,  and the importance  of  the knowledge  that  may reasonably  be expected  to
result  (achieved  from  research  interventions).

�� �� Yes  No 

Risks  to subjects  are minimized  by using  procedures  that  are consistent  with  sound  
research  design  and which  do not  unnecessarily  expose  subjects  to  risk.   

Yes  No 

When possible,  risks  to subjects  are minimized  by using  procedures  already  being  
performed  on the participants  for  diagnostic  or  treatment  
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If N/A for any of #3 below, a request for waiver/alteration of the informed consent process must be 
completed by the PI and the criteria met. 

�2�� 3. 







�/�v�(�}�Œ�u���������}�v�•���v�š Checklist 
Federally Required Elements of Informed Consent

DHHS 45 CFR 46

Yes No N/A General Informed Consent Requirements:
(1) Before involving a human subject in research covered by this policy, an investigator shall

obtain the legally effective informed consent of the subject or the subject's legally



Consent \ Assent Checklist 
Federally Required Elements of Informed Consent

DHHS 45 CFR 46

 

Yes No N/A
Basic elements of informed consent - unless the IRB has approved a waiver or alteration
of informed consent, the following information must be provided to each subject or the
legally authorized representative:

(8) A statement that participation is voluntary, refusal to participate will involve no penalty or
loss of benefits to which the subject is otherwise entitled, and the subject may discontinue
participation at any time without penalty or loss of benefits to which the subject is
otherwise entitled; and

�‘ (9) One of the following statements about any research that involves the collection of
identifiable private information or identifiable biospecimens:
(i) A statement that identifiers might be removed from the identifiable private information or

identifiable biospecimens and that, after such removal, the information or biospecimens
could be used for future research studies or distributed to another investigator for future
research studies without additional informed consent from the subject or the legally
authorized representative, if this might be a possibility; or

(ii) A statement that the subject's information or biospecimens collected as part of the
research, even if identifiers are removed, will not be used or distributed for future
research studies.

Yes No N/A
Additional  elements  of  informed  consent  - the following elements of information, when
appropriate, must also be provided to each subject or the legally authorized
representative (if applicable):

(1) A statement that the particular treatment or procedure may involve risks to the subject (or
to the embryo or fetus, if the subject is or may become pregnant) that are currently
unforeseeable;

(2) Anticipated circumstances under which the subject's participation may be terminated by
the investigator without regard to the subject's or the legally authorized representative's
consent;

(3) Any additional costs to the subject that may result from participation in the research;
(4) The consequences of a subject's decision to withdraw from the research and procedures

for orderly termination of participation by the subject;
(5) A statement that significant new findings developed during the course of the research that

may relate to the subject's willingness to continue participation will be provided to the
subject;

(6) The approximate number of subjects involved in the study;
�‘  (7) A statement that the subject's biospecimens (even if identifiers are removed) may be used

for commercial profit and whether the subject will or will not share in this commercial profit;
�‘  (8) A statement regarding whether clinically relevant research results, including individual

research results, will be disclosed to subjects, and if so, under what conditions; and
�‘  (9) For research involving biospecimens, whether the research will (if known) or might include

whole genome sequencing (i.e., sequencing of a human germline or somatic specime
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