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Please find here comments and suggestions from the Society of General Internal Medicine (SGIM) 

regarding the Notice of Proposed Rulemaking for the Common Rule (NPRM).  SGIM welcomes the efforts 

to improve processes for the protection of human subjects and supports many parts of the rule.  Here we 

address several issues that were of particular relevance to our members. 

1. Classification of Research Activities (Excluded, Exempt, Expedited, Full Panel) 

The NPRM describes 4 categories of research activities (Excluded, Exempt, Expedited, Full Panel) and 

proposes that a decision tool will be developed to help researchers identify if research is exempt. 

There is some concern about the ability of researchers to make appropriate determinations if the use 

of the decision tool is not reviewed by an expert. In addition, we understand that the decision tool 

will be to identify exempt research, but such a tool would also be useful to identify excluded research 

as otherwise researchers will make this determination on their own without oversight.  SGIM agrees 

with the goal of simplifying determinations, but recommend that HHS develop a process 

by which they demonstrate the performance of any self-determination tools and develop 

a process for revising the tool as needed to assure accurate determinations. We also 

support a requirement for institutions to conduct regular audits of their investigators’ 

determinations. Finally, we recommend HHS develop a tool for the determination of 

“excluded” research.    

The group also had some comments related to specific types of “excluded” and “exempt” research.  

SGIM supports the suggestion that quality improvement activities, operations improvement activities, 

very low-risk non-intrusive research with no physical risks, and research using existing data that 

cannot be linked to individuals be considered Excluded.  One issue that has sometimes arisen (partly 

driven by medical journals) is whether IRB approval is required for publication.  SGIM recommends 

that the rules make explicit that intent to publish such research is not relevant in 

determinations of Excluded research. 

2. Proposal for a single IRB for multisite studies 

SGIM is enthusiastic about the proposal for a single responsible IRB for multisite studies to improve 

efficiency of research and minimize the burden and research delays resulting from numerous and 

varied IRB processes across study sites. Nevertheless, we recognize that a single IRB could pose 

challenges to conducting research that is sensitive to local issues of which a research team at a 

central site may not be aware.  Given the absence of information regarding the potential 

implications of a single IRB, SGIM recommends the single responsible IRB changes be 

implemented and evaluated first as a pilot program before it becomes mandated. SGIM 

also recommends that when implementing a single responsible IRB, that HHS consider 



strategies to allow engagement of local communities and patients at sites other than the 

single responsible IRB, particularly if there are issues of potentially vulnerable 

populations, to allow for local input (e.g., review of consent forms, outreach materials, 

etc.).   

3.  Changes to informed consent 

The NPRM requires changes to the consent documents to make them more readable and usable, and 

states that they will be accompanied by an appendix with additional details.  Although there is some 

possibility that important information will be lost in the appendix, SGIM supports the efforts to 

make consent forms more accessible to research subjects. 

The NPRM also notes that if a research subject indicates he/she does not want to be contacted for 

another research study, all other investigators at the institution will have to be notified to not contact 

the subject for future studies requiring informed consent.  SGIM worries that inviting subjects to 

refuse contact regarding any and all future research studies could have negative implications for the 

generalizability of future research, and it might also prevent the subject from learning about other 

studies that might be of interest to him/her. SGIM recommends that the required option to opt 

out of future research be subject to a scheduled reassessment after a defined period of 

time (e.g., every 3 years) to evaluate the opt-out rate and ensure this does not 

negatively impact research.    

4. Biospecimens 

SGIM members recognize that a balance is needed regarding biospecimens, since one can’t really 

completely de-identify biospecimens. Nevertheless, many SGIM members are concerned about the 

requirements for informed consent to use biospecimen materials and the need to update such 

consent every 10 years when these materials were collected for non-research purposes. This concern 

is related to concern about the decreased generalizability of research findings. The more options for 

opting out of research, the less likely that the research findings will be representative of the 

populations at risk. This would be of particular concern if certain patient subgroups are more likely to 

decline consent.  In addition, the 10 year re-consent requirement creates significant cost and 

logistical challenges for subjects who may have relocated during that time period and cannot be re-

contacted.  SGIM recommends that the requirement for “broad” consent for the use of 

deidentified biospecimens be subject to a scheduled reassessment after a defined period 

of time (e.g., every 3 years) to ensure that such consent is sufficiently protective of 

subjects’ welfare and rights, to evaluate the opt-out rate, and to ensure opt-out does not 

adversely impact certain vulnerable or disadvantaged groups.  SGIM further recommends 

that HHS clearly state conditions, such as inability to recontact, for waiver of 10-year 

reconsent for biospecimens collected for non-research purposes. Finally, SGIM fully 

supports permissibility of oral reconsent for the continued use of biospecimens collected 

for non-research purposes.   


