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Reporting Serious Adverse Events/ Effects and Unanticipated Problems involving risk to subjects or others 

This guidance document will assist you and your staff in reporting unanticipated problems and serious adverse events that occur at your site to BioMed IRB.  It is our policy that all unanticipated problems involving risk to subjects or others be reported to the IRB within 10 calendar days and in accordance with the Code of Federal Regulations.  Anticipated adverse events are those listed in the investigational plan, protocol, informed consent document and /or investigator’s brochure and do not need to be reported to BioMed IRB. Serious adverse events such as IND safety reports or med watch reports that do not occur at your site should be reported promptly to BioMed IRB.

1. Serious Adverse Events Occurring At Your Site Must Be Reported Within Ten Calendar Days From Discovery.

Once you have identified a serious adverse event or serious device effect that is harmful to subject participation, increases the risks of harm in the research or has an unfavorable impact on the risk/benefit ratio, please download our Serious Adverse Event/Effect Reporting Form (300 SAERF). The completed form can be returned via e-mail (mailbox@biomedirb.com) or printed and faxed to (619-282-9998)

2. Unanticipated Problems involving Risk To Subjects or Others must be reported within 10 calendar days from date of Discovery. 
This form may be downloaded from BioMed website www.biomedirb.com
3. Serious Adverse Events Not Occurring At Your Site  (IND Safety Reports) Must Be Reported Promptly. [BioMed defines promptly as 30 calendar days from date of discovery]

4. Anticipated Adverse Events Do Not Need To Be Reported.


5. BioMed IRB has the authority to:

a) Request a revision or modification of the protocol or informed consent

b) Temporarily suspend the study pending additional information

c) Suspend the study and provide the reasons in writing

Prompt reporting of these events is important and BioMed IRB appreciates your continued efforts to comply with both our policy and Federal regulations.  If you have any questions regarding how to report serious adverse events or unanticipated problems please contact one of our study managers at (619) 282-9997.
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