
From: 
Sent: 
To: 
Subject: 

Nancy Baran 

Friday, October 26, 2012 9:22 AM 

Michael Clarke; John Duff 

Direct and Indirect SOP's Actavis 

Attachments: SOM SOP and Business Procedure DIRECTfinal.docx; SOM SOP and Business 

Procedure INDIRECTfinal.docx 

Nancy Baran 
Director, Customer Service/Controlled Substance Compliance 

~eta vis 
think ~.mil>r t m&dicirli' 

Actavis 
60 Columbia Rd. Bldg B t +1 973-993-4510 or 888-925-2342@ NBARAN@actavis.com 
Morristown ,NJ07960United States f +1-973-993-4300 w www.actavis .com 
Internal VoIP number t 1254510 

Please note that this e-mail and its attachments are intended for the named addressee only and may contain information that is confidential and pri vileged. If you 
have by coincidence or mistake or without specific authorization received this e-mail and its attachments we request that you notify us immediately that you have 
received them in error. uphold strict confidentiality and neither read , copy, nor otherwise make use of their content in any way P lease note that the sender of this e
mail and its attachments is solely responsible for its content if it does not concern the operations of Acta vis Group or its subsidiaries_ 

CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER 

Al~t:!HIBIT I I 
Date: ld -11-1/ 1 

MLG, CSR,RPR,CRR 

ALLERGAN_MDL_03382709 

P-16080 _ 00001

PLAINTIFFS TRIAL
EXHIBIT

P-16080_00001



~tavis Business Procedure Acta vis 
Group 
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ACTAVIS Suspicious Order Monitoring -
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Prepared by: Date: Reviewed/ Approved by: Date: 

Signature: 

Issued by: Date: Invalidated by: Date: 
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1. PURPOSE 

1.1. This procedure describes the process used to identify and report controlled 
substance suspicious orders to the Drug Enforcement Administration (DEA). 

2. SCOPE 

2.1. This policy applies to the sale of all Controlled Drugs sold by Actavis (Schedule 11-
V). 
This procedure applies to the direct sales function of Controlled Drugs sold by 
Acta vis. 

3. DEFINITIONS 

3.1. CONTROLLED DRUGS: 

Controlled Drugs are defined as any drug or therapeutic agent-commonly 
understood to include narcotics, with a potential for abuse or addiction, which is 
held under strict governmental control, as delineated by the Comprehensive Drug 
Abuse Prevention & Control Act passed in 1970. 

3.2. SUSPICIOUS ORDERS: 

These are controlled substance orders which are of unusual size, deviate 
substantially from a normal pattern or are of unusual frequency. 

21 CFR 1301. 7 4(b) states that "the registrant shall design and operate a system to 
disclose to the registrant suspicious 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 substantially from a normal pattern, and 
orders of unusual frequency." 

3.3. PEND: These are orders which have been blocked or stopped in real time because 
they exceeded the calculations and business rules established by Actavis. 
"Pended" orders are deemed "questionable" until they are investigated, during 
which time they are referred to as "Orders of Interest or "01". 
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4. RESPONSIBILITY 

4.1. The company's suspicious order monitoring program begins by participating in a 
series of due diligence activities to ensure that we "know our <:ustomer." Profiles 
for each of its direct customers assist Actavis in understandinf: its customers' 
buying needs and habits. This information is part of the proc~ss of identifying 
controlled substance orders that are suspicious. The significant efforts related to 
SOM demonstrate Actavis' commitment to protecting the integrity of the supply 
chain and to preventing the diversion of controlled substances . 

4.2. The role of Ordering Monitoring Business Analyst is the initial line of 
accountability for identifying and investigating potentially suspicious orders by 
monitoring sales order data. The Order Monitoring Business Analyst is responsible 
for monitoring incoming orders for direct sales, outgoing data for suspicious order 
activity, utilizing electronic systems and following Standard Operating Procedures 
(SOPs). 

4.3. The role of Order Monitoring Manager is to oversee the data analysis by the Order 
Monitoring Analysts. This role reviews, approves and escalates, as needed, all 
sales and distribution data reporting related to suspicious order monitoring 
activity. 

5. RELATED DOCUMENTS 

5.1. Title 21, Code of Federal Regulations, Section 1301.74(b); Letters from the Drug 
Enforcement Administration dated September 27, 2006, February 7, 2007 and 
December 27, 2007. 

6. NEW ACCOUNTS 

6.1 Due diligence is performed on all new accounts by Actavis. The sales organization 
initiates all requests to open new customers. Prior to the internal "due 
diligence" process beginning, Sales will provide details that justify the request 
(ex: sales potential, unmet need, new member of an existing purchasing 
organization, etc. .. ). Once approved by the Vice President of Sales, a series of 
due diligence activities will begin. A customer survey/questionnaire is the 
mechanism used to capture due diligence regarding an account. This information 
may be completed remotely or in many cases through scheduling an on·sjte visit. 
The level of due diligence will vary for customers planning to purchase controlled 
substances vs. those that do not. 

6.2 New accounts intending to purchase controlled drugs will receive a compliance 
acknowledgment form. By executing this form, the organization represents it is 
aware of its obligations under federal and state statutes and regulations 
pertaining to the distribution of controlled substances, including 21 CFR 
1301.74(b), and that it has in place measures to ensure compliance with such 
regulations. 

6.2.1 Compliance acknowledgment forms are renewed periodically. 
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6.3 Approved accounts are entered into an order management dat:abase. 

6.3.1 Payment terms are established and approved within the Finance team 
at Actavis. 

6.3.2 Licensing information is obtained from the customer and maintained 
within the order management database. Preventative measures are in 
place to ensure controlled drugs are not shipped to any account without 
a valid DEA license in place. 

7. PENDED ORDERS 

7.1 Actavis customer orders for controlled drugs are individually arlalyzed via an 
internal computerized statistical calculation to determine whet:her the order may 
be of unusual size, whether the order may deviate substantially from a normal 
pattern and/or whether the order can be associated with an urtusual 
pattern or frequency. The analysis is accomplished by a formula that uses a 
statistical algorithm and compares current orders from previous orders. This 
analysis will assign a "score" to each order based upon the analysis. This score 
will help to identify the level of suspicion of a pended order. An order will "pend" 
if any or all of these attributes are present to a statistical extent. These orders 
may be suspicious and must be investigated before shipping to the customer. 
Pended orders are referred to as "Orders of Interest." 

7.2 Customer orders with no previous history (new customer, new NDC) will "pend" 
until there are purchases in two distinct months within the last six months. At 
that point, it becomes part of the mathematical calculations of the model. 

8. CLEARING AN ORDER FROM SUSPICION 

8.1 All orders of interest will be "pended" in real time. The entire controlled 
substance order will "pend" until investigated and either cleared of suspicion or 
reported to DEA. 

8.2 All "pended" orders will then be initially reviewed by the SOM Analyst. The 
specific order information is presented on a series of reports for purposes of 
analysis. 

8. 3 Orders are typically investigated for clearance by the date submitted on a first in, 
first out basis with some exceptions (ex: new product launches, etc ... ). Reporting 
details on the order pending include but are not limited to: order date and time, 
SO#, Customer#, Customer Name, Customer Family, PO#, Total# of lines and 
total# of lines considered as 01, pended lines with product and quantity along 
with possible reason codes that best categorize why the order is being considered 
an Order of Interest. 

8.4 The SOM Analyst will gather relevant information to begin the review process. The 
following information will initially be considered: 

A. The customer's order history with this drug. (ex: may be a new award, new 
product launch, etc ... ). A review of anticipated purchases may be necessary 
to aid in the investigation. 
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B. Any "notes" in the customer file pertaining to the drug t~ at has been 
"pended." 

C. Whether other orders for this account have been "pendecl " before and what 
actions were taken on these pended orders. 

8.5 After organizing this information, the SOM Analyst wilt first attempt a full internal 
investigation to determine why the order may be pending (ex: new launch, new 
award, product issue in the market causing increased demand,. etc ... ). In the 
event an internal investigation is unable to provide adequate i nformation to clear 
the pended order, the customer may be contacted. The SOM Analyst wilt advise 
the customer in general terms of why the order pended (i.e., appeared to be 
larger than what was frequently ordered, appeared to be more frequent or 
appeared to be indicative of a trend). Questions should be "open-ended" and 
customer accounts should not be "guided" to provide the "right" answer. All 
investigation results are fully documented within the order management system. 
Complete audit trails will exist for all documentation and releases. 

8.6 Some of the types of reasons that might allow the staff to clear and order of 
suspicion include: 

• Order error 
• Purchasing Incentives/ Promotions 
• New customer or new product award 
• Verified increased market growth (ex: new study) 
• Market conditions (ex: market shortages related to raw materials, 

market shortage related to a change in the #of suppliers, recalls, 
shift in purchases from one customer location to another (ex: change 
in warehousing strategies). 

• New or different drug 
• Different size or preparation 
• Seasonality 

8. 7 If the order cannot be cleared or if customer has had previous orders pended and 
provided similar reasons, the reasons will be further investigated. The SOM 
Analyst will consult with the Order Monitoring Manager. 

8.8 In the event the Order Monitoring Manager is unable to justify the release of the 
pended order through additional investigation, Actavis DEA Affairs team and/or 
Customer Service Management may jointly participate in partnership calls with the 
customer to gather additional information. 

8. 9 Once sufficient information is obtained, the order will be released from hold. 

9. REPORTING A SUSPICIOUS ORDER TO THE DEA 

9.1 If an order cannot be cleared of suspicion, Actavis DEA Affairs wilt alert the local 
office of the DEA by phone of the suspicious order activity. 

9.2 The order will be cancelled in its entirety and the account will be re-examined for 
possible closure. 
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9.3 Any conversations with any DEA employee will be documented t:o include both the 
Actavis and DEA participants, date of contact, customer and prc:>duct order details 
along with a summary of the conversation and descriptions of actions to be taken. 

9.4 After the DEA has been contacted by phone, a written notification will follow for 
all suspicious orders. All relevant information will be forwarde<:l to the DEA, both 
at headquarters and the field office with jurisdiction for the customer who is 
ordering the controlled substances. 

10. EXISTING CUSTOMER DUE DILIGENCE 

10.1 Initial and follow-up site visits will be scheduled for accounts 011 a risk-adjusted 
basis. 

10.2 The purpose of customer site visits is to conduct a high-level "due diligence" 
review of their SOM program, in an attempt to assure they are exercising 
regulatory controls and procedures relating to the further sale of Actavis' 
Controlled substances in a manner consistent with the Drug Enforcement Agency 
(DEA) regulations and published procedures. 

10.3 A customer questionnaire/site survey form is used to document due diligence 
compiled either remotely or at a customer's site. The contents of a standard 
survey may be utilized differently based upon the type of customer being surveyed 
(ex: corporate headquarters vs. distribution center). 

11. INTERNAL AUDIT PROGRAM 

11 .1 All pended orders will have a complete audit trail within the order management 
system. 
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1. PURPOSE 

1.1 This procedure describes the process used to analyze and monitor customer purchases 
from wholesalers and distributors 

2. SCOPE 

2.1 This policy applies to the indirect sale of Controlled Drugs sold by Actavis (Schedule 11-
V), identified as "products of interest" by the SOM Steering Commit tee. 

2.2 This procedure applies to the indirect sales function of Controlled Drugs sold by 
Actavis. 

3. DEFINITIONS 

3.1 CONTROLLED DRUGS: 

Controlled Drugs are defined as any drug or therapeutic agent-commonly understood 
to include narcotics, with a potential for abuse or addiction, which is held under strict 
governmental control, as delineated by the Comprehensive Drug Abuse Prevention & 
Control Act passed in 1970. 

3.2 SUSPICIOUS ORDERS: 

These are controlled substance orders which are of unusual size, deviate substantially 
from a normal pattern or are of unusual frequency. 

21CFR1301.74(b) states that "the registrant shall design and operate a system to 
disclose to the registrant suspicious orders of controlled substances. The registrant 
shall inform the Field Division Office of the Administration in his a rea of suspicious 
orders whe n discove red by the registrant. Suspicious orders include orders of unusua l 
size, orders deviating substantially from a normal pattern, and orders of unusual 
frequency." 

3.3 INDIRECT CUSTOMER: 

This is a custome r who does not purchase products directly from the Actavis 
wa re house . An indirect customer purchases product from a wholesa le r or distributor. 
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Actavis will commit to monitoring indirect customers who purchase ;an average quantity 
of 50,000 units of a Cll controlled substance on a yearly basis. 

* Fill in NI A if question is Non Applicable to the Audit 
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3.4 PRODUCTS OF INTEREST: This is an Actavis product that is identifiEd and agreed upon 
by the SOM Steering Committee, to be at higher risk for abuse and diversion and should 
be monitored by additional measures. An identified product of interest will be subject 

. to Suspicious Order Monitoring - Indirect Customer Sales SOP. A product of interest can 
be declassified as a "product of interest" by the SOM Steering Committee, per 
intelligence and research & also through contact with the DEA. This will be revised, 
updating or removing products, as needed. 

3.5 Q4biz: This is an Actavis sales and shipping inventory computer syst.em. 

4. RESPONSIBILITY 

4.1 The role of Ordering Monitoring Business Analyst is the initial line of accountability for 
monitoring indirect sales utilizing ValuCentric and EDI data at an aggregate level for 
suspicious activity. The Order Monitoring Business Analyst is responsible for utilizing 
electronic systems and following Standard Operating Procedures (SOPs). 

4.2 The role of Order Monitoring Manager is to oversee the data analysis by the Order 
Monitoring Analysts. This role reviews, approves and escalates, as needed, all sales 
and distribution data reporting related to suspicious order monitoring activity of 
indirect customers. 

5. RELATED DOCUMENTS 

5. 1 Title 21, Code of Federal Regulations, Section 1301. 74(b ); Letters from the Drug 
Enforcement Administration dated September 27, 2006, February 7, 2007 and 
December 27, 2007. 

6. IDENTIFICATION OF CUSTOMER POOL 

6.1 A quarterly analysis of direct customers buying Cll narcotics will be performed to 
identify the direct wholesalers and distributors that will be monitored for this SOP. Any 
direct wholesaler or distributor that purchases a quantity of 50,000 units or greater on 
an annual basis of Cll narcotics will need to be monitored per this SOP for their indirect 
customer purchases. The quarterly analysis will be performed using Q4biz or a 
comparable program. The quantity of 50,000 units of a Cll substance can be changed 
either in quantity or product makeup by the SOM steering committee or a designated 
body. 

7. INDIRECT CUSTOMERS BUYING FROM MULTIPLE SOURCES 

7.1 Monthly analysis should be performed by using the Valuetrack "Safe and Secure" 
Module, or a comparable program, to monitor for pharmacies or other individual stores 
buying Actavis controlled substances of the same product from more than one 
wholesaler or distributor during a two-week period. 

* Fill in NI A if question is Non Applicable to the Audit 
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7.2. If high activity is observed of a single store/pharmacy buying the same product from 
three or more sources (wholesalers/distributors) during the two-week time period, 
Actavis will then contact the point of sale wholesalers or distributors to alert them to 
this activity. Depending on the frequency and purchase quantity of "the indirect 
customer, Actavis can initiate actions to prevent the indirect customer from receiving 
product. 

7.3 Actavis will keep records of the notification from Actavis to the point of sale customer. 
Records will be kept of any follow up information, actions, and resLJ lts. If the results 
include a change in customer forecasts, that will be noted and handled by the 
Marketing/Product Management Department. 

8. INDIRECT CUSTOMERS BUYING HIGH QUANTITIES OF CONTROLLED PRODUCTS. 

8. 1 Acta vis indirect customer sales will be monitored through Valuetrack "Safe and 
Secure" module, or a comparable program, on a monthly basis. The sales will be 
monitored for higher than average purchases of a single product based on the previous 
3 months of purchases. 

8.2 If a pharmacy or individual store's previous 30· day purchases exceed 50% higher than 
their established 3 month average, notification will be sent by Actavis to the point of 
sale wholesaler or distributor highlighting the current order quantity and historical 
average. Actavis will request documentation of the reason behind the increase. If no 
reason or response is given, then Actavis will follow up with the point of sale 
wholesaler or distributor again as needed. 

8. 3 Actavis will keep records of the notification from Actavis to the point of sale 
customer. Records will be kept of any follow up information, actions, and results. If 
the results include a change in customer forecasts, that will be noted and handled by 
the Marketing/Product Management Department. 

9. INDIRECT CUSTOMERS BUYING DISPROPORTIONATE AMOUNT OF CONTROLLED 
SUBSTANCES 

9.1 Actavis indirect customer sales will be monitored through Valuetrack "Safe and 
Secure" module, or a comparable program, on a monthly basis. The sales will be 
monitored for disproportionate amounts of controlled substances purchased from a 
single pharmacy or end user store, compared to their historical purchases or what is 
expected/forecasted from the end user store. Certain stores may have a higher 
expected utilization of controlled substances due to their internal warehousing 
strategy. 

9.2 If any substantial change in product mix purchases is observed (with a higher amount 
of controlled substance purchased), Actavis will then send a notification to the point 
of sale wholesaler or distributer with the current product mix and how that has 
changed from their prior utilization. Actavis will request documentation of the reason 
behind the increase. If no reason or response is given, then Actavis will follow up with 
the point of sale wholesaler or distributor again in approximately 14 days time. 

9.3 Actavis will keep records of the notification from Actavis to the point of sale 
customer. Records will be kept of any follow up information, actions, and results. If 
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the results include a change in customer forecasts, that will be not ed and handled by 
the Marketing/Product Management Department. 

10. MEETINGS WITH HIGH VOLUME WHOLESALERS 

10.1 Actavis will hold periodic partnership meetings with the top volume wholesalers who 
sell to individual stores and pharmacies to discuss retailers/ customers of interest. 
Participating in this meeting could be representatives from one or more of the Actavis 
functional areas: Sales and Marketing, Customer Service, Legal, and Compliance. 

10.2 During the meetings any outstanding notices of indirect customers buying from 
multiple sources, higher than normal quantities, or disproportionat e activity will be 
discussed. Actavis will take any items that have not been addressed to the team's 
satisfaction to the Acta vis SOM Steering Committee for further action. 

11. REPORTING SUSPICIOUS ACTIVITY TO THE DEA 

11 . 1 Depending on the frequency and severity of the indirect individual customer ordering, 
Actavis can reserve the right to stop sending the product of interest to the point of 
sale wholesaler, and will notify the DEA to the suspicious activity of the indirect 
customer, and the point of sale wholesaler. Notification to the DEA. will be performed 
and recorded using the DEA Telephone Contact Report as a record and procedure for 
this activity. 

12. REPORTING SUSPICIOUS ACTIVITY TO THE DEA 

12.1 All documentation regarding the analysis and findings will be kept and maintained in a 
global access database such as SharePoint, or a comparable system . 
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