Monday Morning Practice Pearls #37

You learn that one of your study patients, who is not an inpatient at NIH, has died.

First, the Pl will need to assess if the death is possibly, probably or definitely related to the research.
If so, then report the death to the IRB within 24 hours (see M2P2 #8).

Second, inform the CCR Clinical Director via email if the death is not progressive disease which
occurred within the protocol reporting timeframe. Please include in the email to NCI CCR QA (in
global) if you also informed the IRB.

Third, inform the CC of the death. When a patient dies outside of the NIH, the CC refers to this as an

“Outpatient Expiration”. Whether the patient is currently on your study or not, there are 2 things that
you will need to do.

Step 1: Enter an Outpatient Expiration Service Request in CRIS

n

Click on the ‘Enter Order’ icon. E}'

Click on the + next to ‘Medical Record Services’

Find the “Outpatient Administrative Expiration” from the list of services and double click
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Step 2: Document the death

Using a structured progress note, document the death in CRIS. Since the first step is an order, source
documentation about the death is still necessary, especially if the patient is still on-study. Include:

e how you found out about the death (this may even be from a death notice)

e date of death, if know

e cause of death, if known

REMEMBER: if the patient is still on-study, you may need to submit an expedited adverse event

report to the sponsor, especially if still on active treatment, so check your protocol.

Revised January 2023 Page 2 of 2



