To: BUZZEO Ronald[Ron.Buzzeo@cegedim.com]
Location: NW- Room TBD

Importance: Normal

Subject: FW: DEA Suspicious Order Monitoring Program
Start Date/Time: Mon 7/16/2012 6:00:00 PM

End Date/Time: Mon 7/16/2012 7:30:00 PM
Recurrence Pattem: None

DEA Suspicious Ordering System White Paper FINAL.docx

DEA 27SEPO06 Letter to Distributors.pdf

DEA O7FEBQ7 Letter to Distributors.pdf
DEA 27DECO07 Letter to Dist and Man.pdf

When: Monday, July 16, 2012 2:00 PM-3:30 PM (UTC-05:00) Eastern Time (US & Canada).
Where: NW- Room TBD

Note: The GMT offset above does not reflect daylight saving time adjustments.
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Ron,

The meeting is at 2pm with David Stark (VP, General Counsel), Laura Queen (VP, HR and Chris’s boss), Jordan Cooper (Sr.
Dir, Assoc., General Counsel), Maureen Cavanaugh (VP, Custorner Operations and Marketing), me and Chris Lowery.

Attached are the documents that we sent with the meeting notice outlining the issue. I'm sure Chris is going to want to
discuss strategy again before the meeting.

-----Qriginal Appointment-----

From: LeighAnn Tulleson

Sent: Friday, June 15, 2012 10:15 AM

To: LeighAnn Tulleson; David Stark (US); Laura Queen; Maureen Cavanaugh; Jordan Cooper; Dennis Ferrell; Colleen McGinn; Chris Lowery
Subject: DEA Suspicious Order Monitoring Program

When: Monday, July 16, 2012 2:00 PM-3:30 PM (UTC-05:00) Eastern Time (US & Canada).

Where: NW- Room TBD

We have scheduled a meeting to discuss the DEA Suspicious Order Monitoring program and its impact to Teva and our
customers. This launch meeting is critical to the overall understanding of the issue and will require each of the parties
listed on this memo to attend.

<<DEA Suspicious Ordering System White Paper FINAL.docx>> <<DEA 27SEPO06 Letter to Distributors.pdf>> <<DEA 07FEBO7 Letter to
Distributors.pdf>> <<DEA 27DECO07 Letter to Dist and Man.pdf>>
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U.S. DEPARTIMENT OF JUSTICE

DRUE ENFORCEMENT ADMINISTRATION

Ortorgament "

wwav.dea.gov Washington, D.C, 20537
M S A e s September 27, 2008
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Dear Sir or Madam:

This letter Is belng sent to every commerclal entity In the Uinited States reglstered with the
Drug Enforcement Administration (DEA) to distribute controlled subsiances, The purpose of this
letter is to reiterate the respansibllities of controlled substance distributors In view. of the prescription
drug abuse problem eur ration currently faces..
Backaround

As each of you is undoubtedly aware, the abuse (nonmedical use) of controlled prescription
drugs is a serious and growing health problem in this country.’ DEA has an obligation to combat this
prablem as one of the agency's core functions Is to prevant the diversion of controlled substances

~~into illicit channels. Congress assigned DEA to carry out this funetion through enforcement of the

Controlled Substances Act (CSA) and DEA regulations that implement the Act.

The CSA was designed by Congress to combat diversion by previding for a closed system of
drug distribution, In which all legitimate handiers of controlted substances must obtain a DEA
registration and, as a condition of maintaining such registration, must take reasonable steps to
ensure that thelr registration is not beling utliized as a source of diverslon. .Distributors are, of course,
one of the key components of the distribution chain. If the closed system is to function properly as
Congress envisioned, distributors must be vigilant in deciding whether 8 prospective customer can be
trusted to deliver contreued substances only for lawful purposes. This responsibllity is critical, as
Congress has exprassly declared that the illegal distribution of contrelled substances has a
substantial and dstrimental effect on the health and general welfare of the American people.?

A!though most distribulors are already well aware of the following Iegal principles, they are
reiterated here as additional background for this discussien.

The C8A uses the concept of registration as the primary means by which manufacturers,
distributors, and practitioners are given legal euthority to handle controllad substances, Registration
also serves as the primary incentive for compliance with the regulatory requirements of the CSA and
DEA reguistions, as Congress gave DEA authority under the Act to revoke and suspend registrations
for failure to comply with these requirements. (Depending on the elrcumstancas, fallure te comply
with the regutatory requirements might also provide the basls for criminal or ¢lvil action under the
CSA) :

— Se:l Natonsl institute on Drug Abuse Research Report: Prescripion Drug Abuse ana Addiction (revised August 2005);
svalable at yavw dyoabuss.aov/POR/REPmerietion.pdl

7 24 U.8.C. 801(2)
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Before taking an action to revoke a raglstration, DEA must serve the registrant an order to
show cause, which advises the registrant of Its right to an administrative haaring before the agency
(21 U,S.C 824(c)). The CSA also gives DEA discrationary authority to suspend any registration
simultaneously with the Initiation of revocation proceedings In cases where the agency finds there is
an imminent danger to the public health and safety (21 U.5.C. 824(d)).

DEA recognlzes that the overwheiming majority of registered distributars act lawfully and take
appropriate measures to prevent diversion, Moreover, all registrants - manufacturers, distrlbutors,
pharmacies, and practitioners - share responsibility for malntaining appropriate safeguards against
diversion, Nonethelass, given the extent of prescription drug abuse in the Unifed States, along with
the dangerous and potentially lethal consequences of such abuse, even just one distributor that uses
its DEA reglstration to faciiitaete diversion can cause ehormous harm, Accordingly, DEA will use its
authority to revoke and suspend registratlons In appropriate cases,

The statutery factors DEA must consider in declding whether to revoks a distributor’s
reglstration are set forth In 21 U.8.C. 823(s). Listed first among these factors s the duty of
distributors to maintaln effective controls against diversion of controlled substances into other than
legitimate medical, scientific, and industrial channels. In addition, distributors must comply with
applicable state and locaf faw. Congress also gave DEA authority under this provision to reveke a
registration based on the distributor's past experlence In the distribution of controlied substances and
based on "such other factors as may be relevant to and consistent with the public heaith and safety."

The DEA regulations require all distributors to report suspicious orders of controlled
substances. Specifically, the regulations state in 21 C.F.R. 1301.74(b):

The reglistrant shall design and operate & syslem to disciose to the registrant
suspiclous orders of controlled substances, The registrant shall inform the Field
Division Office of the Administration in his area of suspicious orders when

discovered by the registrant, Suspicious orders include orders of unusual size,
orders deviating substantizlly from a normal pattern, and arders of unusual frequency.

It bears emphasls that the foregolng reporting requirement is In addition to, and not in {isu of,
the general requirement under 21 U.S.C, 823(s) that a distributor maintain effective controls against
diverston,

Thus, in addition to reporting all suspiclous orders, a distributor has a statutory responsibility to
exerclse due difigence to avold filllng suspicious orders that might be diverted into ather than
legltimate medical, sclentific, and industrial channals, Fallure to exercise such due difigence could,
as circumstances warrant, provide a statutery basis for revocation or suspension of a distributor's
registration,

In & similar vein, glven the requirement under section 823(g) that a distributor maintain
effective controls against diversion, a distributor may not simply rely on the fact that the person
placing the susplcious order Is a DEA registrant and turn a blind sye to the susplcious circumstances.
Again, to maintain effectiva controls against diversion as section B23(e) requires, the distibuter
should exercise due care in confirming the legitimacy of all erders prior te filling.

In additlon, distributors are required to file reports of distributions of cartain controlted
subslances o the DEA ARCOS Unit, in the time and manner spscified in the regulations (21 C.F.R.
1304.33). The fallure to file ARCOS reporls in a complete and timely manner is a potential statutory
basis for revocation under section 823{e). Depending on the circumstances, the failure to kesp or
furnish required racords might also be the basis for civil fines ar criminal penaltles under the CSA, as
provided in 21 U.8.C. 842,
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DEA investigations have revealed that certain pharmacias engaged in dispensing controlled

substances for other than a legitimate medical purpose often display one or more of the following
characteristics in thelr pattern of ordering controllad substances:

1. Ordering excessive gquantities of a limitad variety of controlled substances (e.g. ,

ordering only phentermine, hydrocodone, and elprazolam) while ordering few, if any,
other drugs

2. Ordering a limited variety of contrelled substances in quantities disproportionate

lo the quantity of non-controlled medications ordered

3, Ordering excessive quantities of a limited variety of controlled substances

In combination with excessive quanlities of lifestyle drugs

4, Ordering the same controlled substance fram multiple distributors

A distributor seeking to determine whether a susplcious order Is Indicative of diversion of

controlled substances to other than legitimate medical channsls may wish to Inquire with the ordering
pharmacy about the following:

1.. What percentage of the pharmacy's business does dispensing controlled substances
constitute?

2. 15 the pharmacy complying with the laws of every state In which it is dispensing
controlled substances?

3. Is tha pharmacy soliciting buyers of conirolled substances via the Internat or is the
pharmacy assoclated with an Internet site that solicits orders for controfled substances?
4. Does the pharmacy, or Internet site affiilated with the pharmacy, offer to facllitate the
acquisition of a prescription for, a controlled substance from a practiioner with whom the
buyer has no pre-existing relationship?

5. Does the pharmacy fill prescriptions issued by practitioners based solely on an
on-fine questionnalre without a medical examination er bona-fide doctor-patient
relationship?

6, Are the prescribing practitioners licensed to practice medicine In the Jurlsdictions to
which the controlled substances are being shipped, If such a license is required by state
law?

7. Are one or more practitioners writing a disproportionate share of the prescriptions for
controlled substances being filled by the phamacy?

B. Does the pharmacy offer to sell controlled substances without a prescription?
9. Does the pharmacy charge reasonable prices for controlled substances?

10. Does the pharmacy accept insurance payment for purchases of controlled
substances made via the Internet?

These questions are not aifl-inclusive; nor will the answer to any of these questions necessarily

determine wheiher a suspicious order is indicative of diversion ta other than legitimate medical
channels, Distributors should consider the totality of the clrcumstances when evaluating an order for
controlled substances, just as DEA will do when determining whether the filling of an order is

~~ consistent with the publlc interest within the meaning of 21 U.S.C. 823(e).
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. We jook forward to continuing to work in cooperation with distributors toward our mutual goal
i of preventing the diversion of pharmaceutical controfled substances.
l Sincerely,
osupl | @_m;
Joseph T, Rannazzisi
Deputy Assistant Administrator
Office of Diversion Control
|
’ asan
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U.5. BEPARTIMENT 0F JUSTICE

DRUG ENFORCEINENT ADMINISTRATION

Washington, D.C. 20537

December 27, 2007

Dear Registrant;

This letter is belng sent to every entily in the United States registered thh the Drug
Enforcement Administration (IDEA) to manufacture or distribute controfled siibstances. The purpose
of this letter is to reiterate the responsibilities of controlled substance manufacturers and distributors
to inform DEA of suspicious orders in accordance with 21 CFR 1301.74(b).

In addition lo, and not in lieu of, the general requirement under 21 USC 823, that
manufacturers and distributors maintain effective controls against diversion, DEA regulations reguire
all manufacturers and distributors to report suspicious orders of controlled substances. Titie 21 CFR
1301,74(b), specifically requiras thal a regisfrant "design and operate a systemto disclose to the
registrant suspicious orders of controlled substances." The regulation clearly indicates that it is the
sole respanshbility 6T thé registrant to design and operate such 3 system. Accordingly, DEA does not
approve or otherwise endorse any specific system for reporting suepicious orders. Past
communications with DEA, whether implicil or explicit, that could be construed as approval of o
particular systern for reporting suspicious orders, should no longer be taken to mean that DEA
approves a specific system,

The regulation also requires that the registrant inforr the local DEA Oivision Office of
suspicious orders when discovered by the registrant, Filing a monthiy report of completed
transactions (e.g., "excessive purchase reporf” or "high unit purchases") does not mest the regulatory
rzquirement to report suspicious orders. Registrants are reminded that their responsibility does not
end merely with the filing of a suspicious order report. Registrants must conduct an independent
analysis of suspicious orders prior to completing a sale to determine whether the corlrolled
substances are likely to be diverted from legitimate channels, Reporting an order as suspicious will
not absolva {he registrant of responsibility if tha registrant knew, or should havae known, that the
controlled sybstances were being diverted,

The reguiation specifically states that sugpicious orders include ocders of an unusual size,
orders devlating substantially from a normal patlern, and orders of an unusual frequency. These
criteria are disjunctive and are not all inclusive, For example, if an order deviaies substantially from a
normal paitern, the size of the order does not matter and the order should be reported. as suspicious.
Likewise, a registrant need not walt for a "normal patiem” to develop over time before determining
whether a particular order is suspicious, The size of an order alone, whether or not it daviates from a
nommal pattern, is enough {o trigger the registrant's responsibility fo report the order as suspicious.
The deteminalion of whether an ordet is suspicious depends not only on the ordering patlerns of the
particular customer, but also on the palterns of the registrant's customer base and the patterns
throughout the refevant segment of the regulated industry.
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Registrants that rely on rigid formulas to define whether an order is suspicious may be failing
1o detect suspicious orders. For example, a system that identifies orders as suspicious only if the
lotal emount of a canirolled substance ordered during one menth exceeds the amount ordered the
previous month by a certaln percentage or more is insufficient. This system fails to Identify orders
placed by a pharmacy if the pharmacy placed unusually large orders from the beginning of its
relationship with the distributor. Also, this system would not ideniify orders as suspicious if the order
were solely for one highly abused controlled substanca if the orders never grew substantially.
Nevertheless, ordering one highly abused contrelled substance and little or nothing else deviates
from the normal patlerm of what pharmacies generally order,

When reporting an order as suspicious, registrants must be clear in their communications with
DEA that the registrant is actually characterizing an order as suspicious. Daily, weekly, or monthly
reports submitted by & registrant indicating "excessive purchases" do not comply with the
requirement to report suspicious crders, even if the registrant calls such reports "suspicious order

reports.”

Lastly, registrants that routinely report suspicious orders, yet fill these orders without first
determining that order is not being divertad into other than legitimate medical, scientific, and industrial
channels, may ke failing to maintain effective controls against diversion. Failure to maintain effeclive
cantrols agalnst diversion is inconsistent with the public interest as that tern is used In 21 USC 823
and 824, and may result in the revocation of the registrant's DEA Certificate of Registration.

For additional information regarding yaur obligalion to report suspicious orders pursuant to 21
e CFR 1301.,74(b). | refer you to the recent final order issued by the Deputy Administralor, DEA, in the
matter-of Southwodd Pharmaceuticals ino,, 72 FRY 36487 (2007). In addition to discussing the
obligation to report suspicious orders when discoverad by the registrant, and soms criteria 1o use
when determining whether an order |s suspicious, the final arder also specifically discusses your
obligatlon to maintain effective controis agalnst the diversion of controlled substances.

Sincerely,

/ ; O”“f“t‘;r f “""m@*"

ph T, Rannazzisi
Deputy Assistant Administrator
Office of Diverslon Control
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