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A Baby's Life Shouldn't Begin With Detox
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Prescriber Education

• In April 2011, FDA announced the elements of a 
Risk Evaluation and Mitigation Strategy (REMS) 
to ensure that the benefits of extended-release 
and long-acting (ER/LA) opioid analgesics 
outweigh the risks. 

• As part of the REMS, all ER/LA opioid analgesic 
companies must provide:



• Education for prescribers of these 
medications, which will be provided 
through accredited continuing education 
(CE) activities supported by independent 
educational grants from ER/LA opioid 
analgesic companies. 

• Information that prescribers can use 
when counseling patients about the risks 
and benefits of ER/LA opioid analgesic 
use. 











But Wait…What a Generation of 

Doctors Learned Was Wrong.

PBS special, 5/2/13





Overview of Pharmacist Liabilities

• Pharmacy Robberies

• Criminal Liability

• Civil Liability

• CMS Issues

• Board Investigations



Pharmacy Robberies

• Chain Pharmacies reported 517 armed 
robberies January ‘12-January ’13

• Retail Pharmacies reported 214 armed 
robberies January ‘12-January ’13





How Robberies Impact Pharmacies

• Psychological impact

• Loss of employees

• Loss of business

• Time and expense

– DEA, police and insurance investigation and 
reporting



“Hardening the Target” –
Making the store less attractive

• Employees trained on suspicious persons and 
behaviors and what to do if a robbery occurs

• Front counter easily visible from the outside

• Video surveillance prominent

• High pharmacy counter

• Bullet resistant glass

• Time delay safe



Response to a Robbery



Mama Bear





Why pharmacist liability is so high

• Pharmacists are consistently viewed as the “last
line of defense” in making sure a prescription is
right – that it is the correct drug, that dosage is
correct and that the person should be receiving
the prescription

How that applies to prescription narcotics 



The Corresponding Responsibility 
Doctrine

• The United States Controlled Substances Act
(CSA) is the statutory basis for federal oversight
of controlled substance regulation in the United
States.

• The CSA provides the pharmacist an affirmative
obligation to only fill prescriptions that are
“issued in the usual course of professional
treatment,” and prescriptions that do not meet
this requirement are considered improper.



• The pharmacist must exercise sound
professional judgment regarding the validity
of a prescription prior to dispensing. The
pharmacist should not assume that every
controlled substance prescription is
improper, but rather take affirmative steps
to ensure the prescription’s validity



• (A)n order purporting to be a prescription
issued not in the usual course of professional
treatment or in legitimate and authorized
research is not a prescription within the
meaning and intent of section 309 of the Act
(21 U.S.C. § 829) and the person knowingly
filling such a purported prescription, as well as
the person issuing it, shall be subject to the
penalties provided for violations of the
provisions of law relating to controlled
substances.

21 C.F.R. § 1306.04(a)



Other Problems



Inadequate Supply of  Pain Meds 
to Meet the Medical Needs  of  the   

Community   

Pharmacies Wholesalers 

DEA

blame

blame



One Response



Possible “red flags” that could lead to the 
prescription being denied include:

•A pain medication not previously filled at 
Walgreens

•A new doctor writing a prescription for the same 
pain medication

•A doctor writing a prescription who is not in a 
“reasonable geographic location” near the 
pharmacy.



•A patient paying for a prescription in cash

•A patient seeking an early refill of a 
prescription

•A patient seeking an “excessive” number of 
pills

•A patient taking the same pain medication for 
more than 6 months



Viscous 
cycle

Prescribers 
fearful of 
liability

Wholesalers 
fearful of DEA

Pharmacies 
fearful of 

being cut-off



Staff and Employee Vetting

Traveling medical technician who was charged in July  
with causing an outbreak of Hep C in New Hampshire.







Disclaimer

This presentation is provided with the 
understanding that the presenters are not 
rendering legal advice or services.  Laws are 
constantly changing, and each federal law, state 
law, and regulation should be checked by legal 
counsel for the most current version.  We make no 
claims, promises, or guarantees about the 
accuracy, completeness, or adequacy of the 
information contained in this presentation.  Do 
not act upon this information without seeking the 
advice of an attorney.  



This outline is intended to be 
informational.  It does not provide legal 
advice.  Neither your attendance nor the 
presenters answering a specific audience 
member question creates an attorney-
client relationship.


