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Reed Smith LLP
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Dear Mr. Dubelier:

This letter responds to your October 25, 2010, correspondence to Mr. Harry Matz as well as ongoing
communications with the United States Attomey’s Office for the Northem District of Ohio regarding your
client’s, Omnicare, Inc. (Qmnicare), proposed “reminder letters” for prescribing practitioners. (See enclosed
attachments A-1, A-2, B-1, B-2, C-1,and C-2),

The Drug Enforcement Administration (DEA) recognizes the importance of providing medications to
patienis residing in long-term care facilities in a timely and efficient manner. DEA also recognizes that these
patients are often frail with multiple illnesses. It is therefore most important that any attempt to strezmline
this process does not diminish the doctor-patient relationship or otherwise weaken the quality of care for the
frail and infirm. It is also important to ensure that any use of such letters is done so in conformity with all
local, state, and federal laws and regulations.

Ome of the most Important principles underlying the Controlled Substances Act (CSA) and its
implementing regulations is that every prescription for a controlled substance must be predicated on &
determination by an individual practitioner that the dispensing of the controlled substance is for a legitimate
medical purpose by a practitioner acting in the usua! course of professional practice. 21 CF.R. §1306.04(a)
and United States v Moore, 423 U.8, 122 {1975), Therefore, the use of any “reminder letter” such as those
developed by Omnicare (see attachments A-1, A-2, B-1, B-2, C-1, and C-2) must comply with this
requirement,

Each of the attached letters contains a pre-printed form for use by prescribing practitioners. Each of the
attachments, however, is designed for different circumstances. Attachments A-1 and A-2 notify prescribers
that a previously authorized controlled substance preseription is about to expire and asks the practitioner
whether he or she wishes to issue a new prescription for the patient. The top of these two letters each
provides information such as the patient’s name, date of birth, address, and previously prescribed medication,
These letters instruct the prescriber to prepare and fax a valid prescription to the pharmacy if the prescriber
wishes to continue drug therapy for the patient, Attachments B-] and B-2 are reminder letters for compliance
with 21 CFR §1306.11(d)(4) afler an emergency oral prescription has been issued by a practitioner to a
pharmacy.

Attachments C-1 and C-2 are similar to B-1 and B-2; however, C-I and C-2 contain pre-populated
information within the “prescription” portion of ihe reminder letter, Unlike the létiers identified as A-1, A-2,
B-1 and B-2, DEA rejects the use of the letiérs idestified as C-1 or C-2 by Omnicare for several reasons, ‘As
stated above, a practitioner may authorize a controlled substance prescription only after the prescribing
practitioner determines that a prescription for a controlled substance is for a [egitimate medical purpose and
for a specific patient. Accordingly, s pharniacy niay not initidte a remiinder letierto a prescribing practitioner
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that provides a partially or fully pre-populated form for the preseribing practitioner because the practitioner
has not yet made the determination, In the usual course of professional practice, that there is 2 legitimate
medical purpose for the prescription. In addition, the pharmacy may not be characterized as the prescribing
practitioner’s agent for purposes of preparing the prescription because the regulations require the practitioner
to instruct his or her authotized agent as to the required elements of a valid prescription, not vice versa.

While the core responsibilities pertaining to preseribing controlled substances may not be delegated to
anyons other than the prescribing practitioner, an individual practitioner may authorize an agent to pérform a
limited tole in preparing a preéscription for the practitioner’s signature, 21 C.FR. § 1306.05(f). An
authorized agent may prepare a controlled substance prescription only based upon the instructions of the
presciibing practitioner as to the required elenients of a valid prescription. 21 C.F.R. §§ 1306.04(a},
1306,05¢a), (f). Thus, the practitioner must firs/ determine that a prescription for a controlled substance is for
a legitimate medical puspose; then, the practitioner may authorize an agent to prepare the prescription and
must instruet the agent as 10 the required elements of the prescription. The CSA defines an “agent” as “an
authorized person whe acts on behalf of or at the direction of a manufacturer, distributor, or dispenser.” 21
U.8.C. § 802(3). Establishment of an agency relationship, consistent with the CSA, is guided by general
precepts of the common law of agency.

Finally, to safeguard the integrity of the prescription process, DEA regulations establish a check and
balance by imposing independent responsibitities on DEA registrants. DEA regulationis specify that
pharmacists have a corresponding responsibitity with practitioners for the proper prescribing and dispensing
of controlled substances and must ensuré that prescriptions for controlled substances conform in all essential
respects to the law and regulations. 21 C.F.R. §§ 1306.04(a) and 1306.05(1).

I hope this clarifies a pharmacy’s responsibilities with regard to initiating “reminder letters” and pre-
populating authorization forms for prescribers. Note that the comments herein only speak to the matter of
pre-populating authorization forms for prescribers. Should you have any questions or require further
clarification, please contact Section Chief John Pariridge, Ligison Section, at (202) 307-7874.

Sincerely,

Depiity Assistanit Administrator
Office of Diveérsion Control

Attachments: as stated




