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Outline

 Traditional vs. proposed ER opioid REMS
« 10 Principles of evaluation

e Determining causality

e Core metrics




Recasting the Goals

If the proposed REMS were rooted in public
health, the goals would be...

To test and iImplement interventions to:

* Improve health of those living with pain
* Improve drug users’ health

and
* Periodically evaluate effectiveness

Who Is the audience for evaluation?




New Challenges in REMS
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Basic Principles

1. All types of opioids must be included: branded
and generic, extended-release and immediate
release. And, illicitly manufactured opioids

(e.q., heroin, counterfeit, street combos,
others)

. The risks unique to specific formulations of
prescription opioids must be measured
separately (e.g. patch, tamper resistant, etc).




Basic Principles

3. The evaluation should be comprehensive,
iIncluding both the benefits and risks.

— Access to opioid medications by existing pain
patients

— Alternative forms of analgesic therapies and their
attendant adverse events must be included

— Quality-of-life, functioning In patients already
receiving opioid pharmacotherapy; and in patients
with degenerative painful conditions who would
have received opioids In the absence of the
proposed REMS




Prospective Cohort?




