FAQ: What if | use commercial drug for a study patient, or investigational drug for a commer-
cial patient? Or in other words..............

“I hate it when that happens!”.....For example, what do | do when the IV room pharmacist uses

Velcade™ from the pharmacy’s stock for an NCI CTEP-sponsored trial participant instead of using
NCI-supplied investigational PS-3417?

Using commercial drug instead of investigational supply for a CTEP-sponsored trial is an audit compli-
ance concern. What should you do?

BOn the drug accountability log, clearly document that commercial Velcade™ was dispensed in error.

What about the opposite “oops”? You used a CTEP-supplied investigational agent on a patient not
enrolled on a CTEP-sponsored trial.

EClearly document on the drug accountability log, that an investigational agent was dispensed to a
non-study patient.

B Notify PMB of the error by E-mail or snail mail. Include the agent name, NSC number, amount used,
a short explanation of the error, and corrective action implemented to prevent future occurrences in
your narrative.

In both cases, certain actions are forbidden:

BDo not replace the pharmacy’s supply of Velcade™ with the NCI-supplied, investigationally labeled
PS-341 or vice versa.
BDo not charge the patient.

As you can see, these compliance violations are costly for your pharmacy. The folks here at the PMB
suggest these preventive measures:

BUse pre-printed or computer generated, protocol-specific order sets.

BEducate your oncologists and/or cancer center clinical trials office to alert you of newly enrolled pro-
tocol patients and to include the protocol number on all orders.

BGenerate a list of all patients enrolled in CTEP-sponsored trials using investigational agents and
commit it to memory.©



