
FDA- Opioid REMS Program
Anticipation of Unintended Consequences

Richard Payne, M.D.Richard Payne, M.D.
Professor of Medicine and DivinityProfessor of Medicine and Divinity

DirectorDirector
Institute on Care at the End of LifeInstitute on Care at the End of Life

Duke Divinity SchoolDuke Divinity School



“I don’t see a block of marble; I see a figure emerging from the block of marble.”

—Michelangelo (paraphrased)

Is every patient a potential substance abuser?

Do we “risk adjust” in these models?



Common ProblemCommon Problem--No Evidence of AbuseNo Evidence of Abuse
65 y/o male with OA of knee and lower back—severe pain 
and functional limitations—retired printer—worked at same 
company for more than 25 years; father of 3; grandfather of 
8; married for 40 years

• s/p 2 failed knee replacement surgeries
• temporary relief after epidural steroids
•waning pain relief on OxyContin 20 mg BID + prn hydrocodone
•“pain specialist” says he is “addicted”—will not renew prescriptions 
because “it would be noticed in Washington”

•attempts sacral neurolysis severe pain during procedure; only 
transient relief

•Second pain specialist rotates to ER-oxymorphone with dramatic 
reduction in pain relief

Will REMS help or hurt him? 



Complex problem—problematic outcomes

55 y/o gyn55 y/o gyn--surgeonsurgeon
Complex regional pain Complex regional pain 
syndromesyndrome

accident in hospitalaccident in hospital
severe, disabling pain severe, disabling pain 
and hypertensionand hypertension

unable to workunable to work
high dose opioids high dose opioids 
requiredrequired——special special 
protocol neededprotocol needed



Poor pain controlPoor pain control
pain management low prioritypain management low priority

patient perceives gender biaspatient perceives gender bias

contentious communications contentious communications 
between pain specialists and between pain specialists and 
primary physiciansprimary physicians

Patient moves to another cityPatient moves to another city
events repeat themselvesevents repeat themselves

Patient commits suicide via Patient commits suicide via 
gunshot woundgunshot wound

Will REMS program help or further burden this class of patient?




