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Doering believed was likely based on the
transactions he reviewed.

The statements and actions of the
Respondents’ employees speak volumes on
the culture that existed in the two
pharmacies whose conduct is the subject of
these proceedings. The PICs and other
employvees from both Respondent pharmacies
told DEA investigators that there was a
practice that oxycodone prescriptions would
be shut off at a given time each day.®®
Respondent 5195 PIC Jessica Merrill stated
that she could fill oxycodone prescriptions
all day, but that the pharmacist on duty sets
a time where pharmacy customers presenting
oxycodone prescriptions would be falsely
told that the pharmacy was out of stock.
Merrill told investigators that, because the
oxycodone customer are aware of the first-
come-first served practice, they start to
“stagger’’ in at 8:02 a.m. T'r. 230-31. PIC
Merrill even offered the astonishing comment
that that she makes a practice of keeping
some oxycodone on hand in case it is needed
to fill prescriptions for “real pain patients.”
Tr. 231. The practice of shutting off the
pharmacy at a given hour to oxycodone
patients was corroborated in a separate
interview of another Respondent 5195
pharmacist, named Mark Mascitelli. Tr. 180-
82. Lead pharmacist Marie Morrell told
investigators that the first-come-first served
oxveodone cut off time was sometimes
reached between 10:00 a.m. and noon, but
could be reached as early as 8:30 a.m. Tr.
18889,

During the course of the execution of an
AIW, GS Carter actually heard one of the
Respondent 5195 pharmacy technicians,
Arlene Piccerilli falsely tell a customer that
the pharmacy was out of stock. Piccerilli
explained that she knew this was a lie, but
that this was the practice at the store. Tr.
224-25. Tellingly, Piccerilli also related her
understanding that pharmacy stafl cannot
judge whether a prescription is valid, and
that such a delermination is within the
exclusive purview of the prescribing
physician. Tr. 2286.

Interestingly, PIC Merrill acknowledged
that she had perceived pallerns in
prescribing related to oxycodone, that she
did not understand why patients traveled
distances of over thirtv miles to have their
oxycodone prescriptions lilled al Respondent
5195, and that she was aware of occasions
where her pharmacy dispensed medications
to patients with identical addresses who
presented identical controlled substance
prescriptions issued by the same physician.
Tr. 238, 240-41, 301-02. When it was
suggested to PIC Merrill that the patients may
be selling the oxycodone medications her

92 PIC Merrill’s explanation that this practice is
based on workload considerations (Tr. 229-30] is
wholly unpersuasive. No evidence was introduced
that oxycodone prescriptions require or receive
verification bevond the (minimal) steps atforded to
all controlled substances dispensed from the
Respondent 219 pharmacy. Yet there is no
indication that all controlled substances are
rendered unavailable by this policy of fabricating
depleted stocks to the customers. The Respondents’
reliance upon this yarn in its Brief did not render
it more convincing in any respect. Resp’t Brief at
35-36.

pharmacy was dispensing, her response was
not surprise, shock, or denial, but merely “1
know.” Tr. 238. It was revealing that
Pharmacist Mascitelli related that he and PIC
Merrill had a conversation with CVS
supervisor Jennifer Lalani wherein they were
instructed to “identify more filters to put in
place for oxycodone prescriptions.” Tr. 185.
Whatever the verification checks that
Respondent 5195 urges as sufficient, it seems
that at least in the opinion of company
supervisor Jennifer Lalani, there was more
that could and should have been done.

Interviews with personnel at Respondent
219 were similarly informative. Respondent
219 PIC Paras Priyadarshi and Pharmacist
Susan Masso both told investigators that it
was not uncommon for their pharmacy
customers to request name-brand oxycodone
by its slang monikers “the Ms” or “‘the
Blues.” Tr. 250, 256, 264. PIC Privadarshi
told investigators that he found nothing
remarkable about such requests, or that
Respondent 219 was filling a like
combination of three controlled substances
(oxycodone, alprazolam, and carisoprodol),
to the exclusion of other medicalions, for a
high number prescribing physicians. Tr. 247-
48. Priyardarshi also indicated that he found
nothing unusual about a high number of
common ailment diagnosis codes emanating
from individual prescribers, or the high
concentrations of oxycodone prescriptions
emanating from five doctors. Tr. 249-51.
Pharmacist Masso told investigators that she
did not know why customers at her
pharmacy would travel a distance from their
residence to see a physician and then another
distance to fill the prescription. Tr. 254.
Significantly, Appendix D of the DEA
Pharmacist's Manual, cited by the
Respondents and admitted into evidence at
their request, 190 lists the following factors
among criteria that may indicate that a
prescription was not issued for a legitimate
medical purpose:

e The prescriber writes significantly more
prescriptions (or in larger quantities)
compared to other practitioners in the area;

* A number of people appear
simultaneously, or within a short time, all
bearing similar prescriptions from the same
physician;

e People who are not regular patrons or
residents of the community, show up with
prescriptions from the same physician.

Id. at 66-67; Resp’t Ex. 19 at 67. Professor
Doering testified that pattern prescribing and
distances could be red flags indicating
diversion. Tr. 784-85, 791-92, 923. The
Respondenls’ experl wilness, Professor
Brushwoaod, agreed that distance can present
a red flag requiring resolution. Tr. 1145,
1181, 1194. Remarkably, when asked about
the significance of pattern prescribing,
Professor Brushwood replied that he “just
simply didn't see dispensing patterns * * *”
in the data he reviewed. Tr. 1068. Brushwood
indicated he was dubious about the value of
analyzing trends, as opposed to individual
dispensing events. fd. However, Professor
Brushwood concurred that multiple patients
from a single prescriber on a single day with
the same combination would be a red flag.

100 Resp’t Ex. 19,

Tr. 1093, 1098, 1119, 1168. Here, however,
PIC Priyardarshi's statements to investigators
indicate that he had observed distance
anomalies and actually accepted the presence
of a cognizable prescribing pattern and yet
attached no significance to the information.

Notwithstanding the foregoing, the
Respondents contend that the red flags
identified by Professor Doering are either not
red flags or were not red flags at the time the
controlled substances were dispensed.
Resp’ts Brief at 108-115. Despite the
Respondents’ arguments, substantial
evidence supports the conclusion that the
following circumstances presented red flags
of diversion during the relevant time period:
(1) “pattern prescribing.” defined as
“prescriptions for the same drugs, the same
quantities 191 coming in from the same
doctor;” Tr. 708, 1119; (2) the prescribing of
oxyveodons and alprazolam to a patient, 10z Tr,
784, 1170; (3) “prescriptions written by a
local prescriber for out-of-state patients,” or
where the pharmacy is not near the patient
or the prescriber,103 Tr. 791, 1119; (4) shared
addresses by customers presenting on the
same day, Tr. 749-50; and (5) the prescribing
of controlled substances in general,'®* Tr.
689. These red flags are consistent with
Agency and circuit precedent. See East Main
Street Pharmacy, 75 FR 66149, 66164 (2010)
(relving on expert testimony to conclude that
the distance traveled by a customer to a
pharmacy was a red flag of diversion); U.S.
v Hammond, 781 F.2d 1536, 1538 (11th Cir.
1986) (relying on expert testimony to
conclude that ““the lack of individualized
dosing should have * * * alerted
[pharmacist| to diversion.”}); U.S. v. Veal, 23
F.3d 985, 988 (6th Cir. 1994) (relying on
expert testimony to conclude that prescribing
of a “well known combination” of controlled
substance would have made “any reasonable
pharmacist * * * suspicious.”).

Regarding the dispensing events reviewed
by Professor Doering, the Government's

101 While there was conflicting testimony as to
whether quantity alone (other than in exceptional
circumstiances) could constitute a red flag, Tr. 1054,
it cannot be disputed that quanlily, insofar as it
implicates pattemn prescribing, is a red flag. Tr. 708,
1119,

102 The Respondenls contend that the oxycodone-
alprazolam combination was not a red flag in 2010,
when most of the allegedly wrongful dispensing
occurred. Reapondent’s Brief, at 115. Contrary to
this contention, DI Langston testified that the
combination of oxycodone and Xanax (the brand
name for alprazolam) was a red flag of diversion for
at least “[a] couple of years ago.” Tr. 90.

103 The Respondents argue that, because the pill
mill problem was not identified until 2010, a South
Florida location could not be a red flag because “it
is not clear that a reasonable and prudent
pharmacist would have appreciated the significance
of a Broward County address in 2010.” Resp’ts
Brief, at 112-113. However, there is no indication
that Professor Doering’s conclusion that a South
Florida physician constituted a red flag was based
on the pill mill problem, and not the fact that South
Florida is approximately 200 miles from Sanford.

101 Respondents object to this red flag on the basis
that there is no evidence that the prescriptions for
“oxycodone or other drugs could not be prescribed
legitimately. Respt’s Brief, at 110. This argument
must be rejected for the simple reason that a red
flag’s overall resolvability does not render it any
less a red flag,
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evidence demaonstrated by a preponderance
of the evidence that both Respondents
dispensed controlled substances in the face
of unresolvable and recognizable 195 red flags
and satisfied its prima facie burden.
Accordingly, consideration of Factors 2
and 4 militate persuasively in favor of the
revocation sought by the Government.

Factor Five: Such Other Conduct Which May
Threaten the Public Health and Safety

The fifth statutory public interest factor
directs consideration of “[sjuch other
conduct which may threaten the public
health and safety.” 21 U.S5.C. 823(f)(5)
{emphasis supplied). Existing Agency
precedent has long held that this factor
encompasses “‘conduct which creales a
probable or possible threat (and not only an
actual [threat]) to public health and safety.”
Dreszer, 76 FR at 19434 n.3; Aruta, 76 FR at
19420 n.3; Boshers, 76 FR 19403 n.4; Dreszer,
76 FR at 19386-87 n.3. Agency precedent has
generally embraced the principle that any
conduct that is properly the subject of Factor
Five must have a nexus to controlled
substances and the underlying purposes of
the CSA. Terese, 76 FR at 46848; Tony T. Bui,
M.D., 75 FR 49979, 49989 (2010} (prescribing
practices related to a non-controlled
substance such as human growth hormone
may not provide an independent basis for
concluding that a registrant has engaged in
conduct which may threaten public health
and safety); ¢f., Paul Weir Battershell, N.P.,
76 FR 44359, 44368 n.27 (2011) (although a
registrant’s non-compliance with the Food,
Drug, and Cosmetic Act is not relevant under
Factor Five, consideration of such conduct
may properly be considered on the narrow
issue of assessing a respondent’s future
compliance with the CSA).

Similar “catch all” language is employed
by Congress in the CSA related to the
Agency's authorization to regulate controlled
substance manufacturing and List [ chemical
distribution, but the language is by no means
identical. 21 U.S.C. 823(d)(6), (h)(5). Under
the language utilized by Congress in those
provisions, the Agency may consider “such
other factors as are relevant to and consistent
with the public health and safety.”” Id.
(emphasis supplied). In Holloway
Distributors, 72 FR 42118, 42126 (2007), the
Agency held this catch all language to be
broader than the language directed at
practitioners under “other conduct which

193 Insomuch as Professor Doering’s conclusion as
to the unresolvable nature of the foregoing
prescriptions rested on a finding of a pattern
prescribing red flag, it is clear that knowledge of the
presentation of the similar prescriptions on that day
must be able to be attributed to the pharmacy.
While the knowledge of the prescriptions presented
to the pharmacy technicians and pharmacists is
attributable to the Respondents, One Parcel of Land,
965 F.2d at 316 (“Only knowledge obtained by
corporate employees acting with the scope of their
employment is imputed to the corporation.”),
because Professor Doering’s testimony addressed
only the dispensing events as a whole, it is unclear
at what point the aggregate of the red flags of the
customers rendered the red flags unresolvable. That
said, it is more than clear that, at the very
minimum, the corresponding responsibility was
conclusively violated by the time the final
dispensing event in each scenario was completed.

may threaten the public health and safety”
utilized in 21 U.S.C. 823(f)(5). In Holloway,
the Administrator stated that regarding the
List I catch all:

[TThe Government is not required to prove
that the [rlespondent’s conduct poses a threat
to public health and safety to obtain an
adverse finding under factor five. See T.
Young, 71 [FR] at 60572 n.13. Rather, the
statutory text directs the consideration of
“such other factors as are relevant to and
consistent with the public health and safety.”
21 U.S.C. 823(h)(5). This standard thus grants
the Attorney General broader discretion than
that which applies in the case of other
registrants such as practitioners. See id. sec.
823(1)(5) (directing consideration of “[sjuch
other conduct which may threaten the public
health and safety’’).

72 FR at 42126.196 Thus, the Agency has
recognized that, while the fifth factor
applicable to List | chemical distributors—21
U.8.C. 823(h)(5)—encompasses all “factors,”
the Factor Five applied to practitioners—21
U.S.C. 823(f){5)—considers only “conduct.”
However, because section 823(f)(5) only
implicates “such other conduct,” it
necessarily follows that conduct considered
in Factors One through Four may not be
considered at Factor Five.

In this case, the Government has not
alleged or argued reliance upon any conduct
which may be properly considered under
Factor Five.197 Accordingly, Factor Five does
not weigh for or against revocation.

Recommendation

Based on the foregoing, the Government
has established that the Respondents have
committed acts that are inconsistent with the
public interest. Consideration of the record
evidence under the Fourth and Second
Factors weighs in favor of revocation. The
Respondents dispensed controlled
substances where the prescribers were
without authorization to prescribe, and under
circumstances where a reasonable pharmacist
would have concluded that the prescriptions
were not issued for a legitimate medical
purpose and in the usual course of a
professional practice. The red flags that
existed were recognized, or should have
been, and the convincing expert evidence of
record establishes that the red flags were not
resolvable by a reasonable and professional
pharmacist.

Because the Government has sustained its
burden of showing that Respondents
committed acts inconsistent with the public
interest, the burden shilfls to the Respondents
to show that they can be entrusted with a
DEA registration. A long line of consistent
Agency precedent has established that “to
rebut the Government’s prima facie case, [the
Respondents are| required not only to accept
responsibility for [the established]|

1061 Bui, the Agency clarified that “an adverse
finding under [Factor Five did not require a]
showing that the relevant conduct actually
constituted a threat to public safety.” 75 FR 49888
n.12.

1671 its Brief, the Government acknowledges that
Factors 1 and 3 have no application to the present
litigation, but make no mention of whether any
evidence of record should be evaluated under
Factor 5. Gov't Brief at 58,

misconduct, but also to demonstrate what
corrective measures [have been] undertaken
to prevent the reoccurrence of similar acts.”
Jeri Hassman, M.D., 75 FR at 8236; Hoxie v.
DEA, 419 F.3d 477, 483 (6th Cir. 2005);
Ronald Lynch, M.D., 75 FR 78745, 78749
(Respondent’s attempts to minimize
misconduct held to undermine acceptance of
responsibilily); George Mathew, M.D., 75 FR
66138, 66140, 66145, 66148 (2010); George C.
Aycock, M.D., 74 FR 17529, 17543 (2009);
Steven M. Abbadessa, D.O., 74 FR 10077,
10078 (2009); fJavam Krishna-Iver, M.D., 74
FR 459, 463 (2009); Medicine Shoppe-
Joneshorough, 73 I'R 364, 387 (2008). The
failure to accept responsibility is a condition
precedent for the Respondent to prevail once
the Government has established its prima
facie case. Matthew, 75 FR at 66140. This
feature of the Agency’s interpretation of its
statutory mandate on the exercise of its
discretionary function under the CSA has
been sustained on review. Mackay, 664 F.3d
at 822.

Notwithstanding ambiguous and nuanced
representations to the contrary in the
Respondents’ consolidated brief, it is beyond
argument that the Respondents’ have not
accepted responsibility for the actions that
form the basis of the Government's prima
facie case. When asked about personnel
actions taken in the wake of the DEA
investigation of the Respondents’ prescribing
practices, CVS Pharmacy Operations V.P.
Joseph Abbott made it clear that these actions
were not an acknowledgement of any degree
fault or mismanagement on the part of the
affected employees, but rather a device “to
bring in new leadership that would not be
distracted by these events.” Tr. 1294; see also
Resp't Brief at 126. The message to the
employees, the public, and the DEA
regulators is clear: there were no missteps on
the part of the Respondent pharmacies and
their staff, and the personnel changes will
reduce “distraction” and allow the enterprise
to carry on without admitting fault.
“Distraction” in this context appears to be
synonymous with “inconvenience,” and
inasmuch as the characterization and
carefully-chosen explanation was offered by
the V.P. of Pharmacy Operations, there can
be no doubt that CVS has spoken
authoritatively on the matter. Even those
portions of the Respondents” brief that
purport to accept responsibility merely sat
forth vague platitudes extolling the
Respondents’ “responsibility to ensure that
ils pharmacies are compliant with slale,
federal, and local legislation and
requirements and to provide the stores with
the tools and information required for them
lo do so.” Resp’'t Briel at 121 (internal
quotation marks omitted). The Respondents’
offer of an acknowledgement of their
responsibility to adhere to their
responsibilily as registrants to comply with
the law is a wholly inadequate substitute for
an acceplance of responsibility under Agency
precedent.

The Respondents also assert that their
“acceplance of respansibility is demonstrated
by their swift and decisive actions in
response to the DEA's execution of the AIWs
at the two pharmacies.” Id. at 122. Purported
remedial measures are, thus, offered as
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acceptance of responsibility. This argument
comingles two independent responsibilities
under Agency precedent in an impermissible
manner. The Agency has framed the dual
prongs of the required rebuttal showing in
this way:

[T]o rebut the Governmenl’s prima facie
case, [a registrant] is required not only to
accept responsibility for [] misconduct, but
also to demonstrate what correclive measures
[have been] undertaken to prevent the re-
occurrence of similar acts. Jayam Krishna-
Iyer, 74 [FR] 459, 464 & n.8 (2009). Both
conditions are essential requirements for
rebutting the Government's prima facie
showing that * * * continuing an existing
registration would be “consistent with the
public interest.”” 21 U.S.C. 823(f) (emphasis
supplied).

Hassman, M.D., 75 FR at 8236 (emphasis
supplied). By pointing to purported
corrective measures, the Respondents have
offered the second requirement in the place
of both.

The decision by the Respondents’ to
support their statfing decisions based on
“distraction” reduction also tacitly accepts
the actions of their employees as consistent
with company policy. Thus, the value that
can be attached here to testimony from
Professor Brushwood that corporate guidance
issued to CVS field components is consistent
with their obligations 198 js less probalive
than an examination of what the employees
actually were doing as evidenced in the
record. See Pharmboy Ventures Unlimited.
Inc., 77 FR 33770, 33772 n.2 (2012) (“DEA
has long held that it can look behind a
pharmacy’s ownership structure ‘to
determine who makes decisions concerning
the controlled substance business ofa
pharmacy.”'); $&S Pharmacy, Inc., 46 FR
13051, 13052 (1981) (the corporate pharmacy
acts through the agency of its PIC).

The Respondents have also tendered the
peculiar concept that as registrants, they are
somehow exempt from a demonstration of
responsibility acceptance because they are
entities, not individual practitioners, or that
their corporate status renders the acceptance
of responsibility requirement as elusive. The
Respondents posit that
because [several Agency decisions cited by
the Respondent] involve circumstances
where a registrant acted through multiple
agents and through a corporate structure as
Respondents do here, none of [the cases cited
by the Respondents] squarely address the
sulficiency of a registrant’s acceptance of
responsibility, let alone provides a precedent
for revoking the Respondents’ registrations.
Resp't Brief at 123. Because there is a wealth
of Agency precedent on point which directly
contradicts the Respondents’ suggestion that
the rebutlal required of corporale registrants
lessened by virtue of their status a
corporalion, it is unnecessary to address the
merits of this position. See e.g., Sun & Lake
Pharmacy, 76 FR at 24529 (pharmacy
registration revoked in the absence of
acceptance of responsibility); Liddy's
Pharmacy, L.L.C., 76 FR at 48897 (application
of pharmacy denied in absence of acceptance

108 Ty, 1084.

of responsibility); East Main Street
Pharmacy, 75 FR at 66165 (immediate
suspension order of pharmacy affirmed in
face of absence of acceptance of
responsibility); Medicine Shoppe, 73 FR at
387 (pharmacy registration revoked in the
absence of acceptance of responsibility).
Suffice it to say that the Respondents’
argument that they unable lo discern the
nature of the required acceptance of
responsibility because they function as
corporations is without merit.

Accordingly, in view of the fact that the
Government has established its prima
facie 199 case by a preponderance of the
evidence, and the Respondents have declined
to accept responsibility,1'0 the Respondents’
Certificates of Registration should be
REVOKED 1 and any pending applications
for renewal should he DENIED.

Dated: June &, 2012

JOHN ]. MULROONEY, I1

Chief Administrative Law fudge

[FR Doc. 2012-25047 Filed 10-11-12; 8:45 am|
BILLING CODE 4410-09-P

DEPARTMENT OF JUSTICE
Drug Enforcement Administration

Holiday CVS, L.L.C., d/b/a CVS/
Pharmacy Nos. 219 and 5195; Denial of
Request for Redactions

On August 31, 2012, T issued a
Decision and Final Order (hereinafter,
Order) revoking the DEA Certificates of
Registration issued to Holiday CVS,
L.L.C., d/b/a CVS/Pharmacy Nos. 219
and 5195 (hereinafter, Respondents).
Prior to publication, counsel for
Respondents contacted my staff to
request a delay in the publication of the
Order in the Federal Register, on the
basis that it, as well as the
Administrative Law Judge’s
Recommended Decision (R.D.), may
contain trade secrets and confidential
business information; Respondents
sought leave to review the Order and to

109 Accordingly, the Respondent’s motion for a
“directed verdict” made (and reserved upon) during
the course of the hearing is herein denied.

118]n view of the Respondents” election fo avoid
acceptance of responsibility, it is not necessary to
analyze the adequacy of purported corrective
measured offered to demonstrate that similar acts
will not oceur in the future. See Hassman, M.D., 75
FR at 8236,

111 The Respondents have requested that any
imposed sanction be limited to the controlled
substances (hat were the subject of the
Government’s case, Resp’ts Brief at 127-28. In view
of the strength of the evidence that shows a
pervasive disregard for their duties as registrants, as
well as their persistent denial of any measure of
culpability, entrusting these registrants with the
responsibilities of a DEA COR regarding other
dangerous conirolled substances would be illogical
and unwise. Accordingly, afler a considered review
of the Respondents’ position on the issue,
revocation is the sanction that is most consistent
with the evidence adduced at the hearing.

file a request for redactions. My staff
agreed to the request, and on September
18, 2012, counsel for Respondents filed
a letter proposing various redactions to
both the Order and the AL]’s R.D.;
therein, Respondents set forth four
reasons in support of their proposed
redactions. Letter of Catherine O'Neill,
Esq., to Administrator, DEA (Sept. 18,
2012) (hereinafter, Resp. Req.).
Thereafter, the Government was
directed to file a response to
Respondents’ request. On September 29,
2012, the Government filed its Response
(hereinafter, Gov. Resp.), objecting to
the proposed redactions.

Respondents’ proposed redactions
involve various portions of the Order
and the AL]'s R.D. that discuss the
manner in which information was
obtained for Respondents’ pharmacy
information management system.
Respondents maintain that this
information contains “trade secret[s]
and confidential business information
regarding Respondents’ business
practices,” which “is exempt from
disclosure under the Freedom of
Information Act (FOIA) and [that] its
publication will cause significant, and
irreparable, harm to their business
operations.” Id. at 1. In addition to these
contentions, Respondents argue: (1)
That the AL]'s Protective Orders and
bench rulings support redaction of the
Final Order; (2) that the AL]'s various
rulings continue in effect after the
termination of the proceeding; and (3)
that adoption of the ALJ’s
Confidentiality Designations is
consistent with the manner in which the
Agency has treated confidential
information in other cases. Id. at 3-5.

Opposing the redactions, the
Government argues that Respondents
have not established that the
information at issue involves trade
secrets or confidential business
information. Gov. Resp. at 1. The
Government further argues that the
information at issue “is essential to an
understanding of the AL]’s
Recommended Decision and the
Administrator’s Final Order.”” Id. at 2.
Having carefully reviewed the parties’
submissions, I conclude that
Respondents have not established their
entitlement to the relief sought. See 5
U.8.C. 556(d) (“Except as otherwise
provided by statute, the proponent of a
rule or order has the burden of proof.”).

As noted above, Respondents’ first
contention is that the proposed
redactions involve trade secrets? and

1 Respondents err in contending that the
information constitutes a trade secret. As the D.C,
Circuit has explained, a trade secret is “a secret,
commercially valuable plan, formula, process, or
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