Under the proposed rule, would my use of biospecimens require informed
consent from the individuals that the biospecimens are derived from?

mmm YES

eIf biospecimens are stored and maintained for unspecified future research uses,
whether they are identifiable or not

o|f stored biospecimens are used for secondary research uses, whether identifiable or
not

e|f biospecimens are collected for a survey

o|f biospecimens were collected before finalization of the Common Rule
e|f biospecimens are used for secondary research “when the research is limited to
generating information about the subject that is already known”

e|f biospecimens are collected for oral history, journalism, biography, or historical
scholarship, if focused on the specific individual about whom it is collected

e|f biospecimens are collected for quality assurance or improvement activities
e|f biospecimens collected for criminal justice activities

eFor institutional program improvement, if the biospecimen was originally collected for
another purpose

eIf biospecimens are collected for public health surveillance (but do need consent for
subsequent research uses of these biospecimens)

e|f biospecimens are collected for intelligence surveillance activities
o|f biospecimens are from deceased individuals




