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Customer Communication for SOMS 
Wec!ne~da1. :u:ie 23, 2010 
5·23PM 

~ubject Customer Communication for SOMS 

r'•om Laura Pinti 

o #Master Data Group 

Cc Mary J Woods 

:-e,it Wednesday,June 23, 2010 1:23 PM 

Effective today, please implement the fol lowing format for all SOMS orders that require addit iona l information from 
the customer: 

Dear Customer: 
(Merge-Tom\ -email, into this paragr,a ph) 

Thank you for your ~ecent control substance orde~. Thfs-order is currently 1:1,::ider-ireview. In effort to. complete the 
review process, please take a. moment.to . complete the follow, rag questioras below that will assist us io. completif1lg the 
necessary review p~ocess. Your immediate ~esponse is reqaired to e><pedite the order review procedu r,e. 

In accordance with CFR ... ... (Tom's paragraph} 

Reason For Increase: (Detailed explanation please) 

New Cont~act; 
1. Nan:ie ofcustomer 
2. Identify affected products on order. 

Promotion : 
1. ;nm·etin•e of promot'i_on ? 
2. Identify affected product on order? 

New Customers: 
1. What is'the raame of.the new customer? 
2. What is the class of t rade of the new customer? 
3. What is the location (if multiple, primary location) of the new customer? 
4. Who was the new customer's previous supplier? 
5. Does the new customer order products that are not controlled substances? 

Adding Product to Product Line: 
1. Identify affected product(s) on order? 

Other Reason : (Deta iled explanation please) 

Please contact me direct with any questions that you may have. 

Tie·the 852 data to suspicious ot der r:iiionit or,ing. 

Meeting - July 20. 2010 - Mary, Sandy, Tom. Lisa 

1. Keep the paragraph at the top with the highlighted area . 
2. Include the PO, product descript ion, NOC , and qty ordered will be suppl ied 
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3. Create a fo rm to send to the customer. 

4. Sandy to have a member of her team check the PA report and send the market shortage issues to Tom and Lisa 
monthly 

5. Have a prelim inary set of questions documented on the form 
6. Have a secondary set of questions, if we need to go back. 

7. Sanely su1313ly ~kw Account Proceelure te Lisa 
8. CSOP00l-004 revisions by Lisa, Sandy wil l make changes, Mary, Tom, Mol ly ( check the changes to make on the OPD's) 
9. Change the OPD's that are affected by the CSOP00l-004 

10. ToR'l su1313ly vereiage for SOMS res13ense te custoFRer 

Tom's Ve rbiage 

In accordance with 21 CFR 1301.74, we are required to conduct independent ana lysis of orde rs pr ior to completing a 
sale to determine whether substances are like ly to be diverted from legitimate channe ls. You have been contacted due 
to the fact that you r orde r placed on 7 /20/10, has prompted fu rther ana lysis based on a deviation in one of the 
following areas; unusua l size, frequency, or pattern . In an effort to exped ite the investigative process and mitigate any 
delays or inconveni ence, we are requesting supporting informat ion necessary to just ify the ful f il lment of the order in 
question. 

Answering the fol lowing questions may explain a deviation from normal pattern, size, and frequency: 

• Has business increased? If so explain. 

• Is th is a new item fo r a customer? 

• Is t here Back order situation with alternate supplier? 

You r prompt response and supporting documentation in regards to this matter are greatly appreciated . 
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SO Ms Agreement 
Wednesday. ~une 23, 2010 
10:31 PM 

Subject SOMs Agreement 

From Lisa A Scott 

To Victoria Lepo re; Larry E Shaffer 

Cc Mary J Woods; Laura Pinti ; Tom P Napoli; Lynn Dacunha; lone M Graziosi 

Sent Wednesday, June 23, 2010 9:34 AM 

FYI 

As discussed during our 11:00 am EST meeting today, we have come to the following agreement. 

Any order placed on June 21, 22 or 23 by ABC, Cardinal, McKesson or HD Smith that is held by the 
system pend ing on SOMs review, will not require customer contact for orde r justificat ion and DEA 
Affairs review. These orders may be released. 

This agreement applies specifically to these customers and order dates Q!l[y. 

Thank you . 

Lisa Scott 
Security & Compl iance Auditor 
Globa l Security & DEA Affairs 
Watson Pharmaceuticals, Inc. 
360 Mt. Kemb le Ave 
Morristown, NJ 07960 
Office: 973 .355.8265 
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RE: SOMS Table 
WP.dne~day, June 23, 201C 
10::iC PM 

Subject RE: SOMS Table 

From Larry E Shaffer 

To Mary J Woods; Laura Pinti; #Master Data Group 

Cc Judy L Callahan 

5ent Wednesday, June 23, 2010 5:39 AM 

I just wanted to make mention that the mu ltip liers they put in place the other day are lower than the 
multipliers we started SOMS with in 2004. 

COT STARTED WITH CHANGED RECENT (2010) 6/24/2010 

CHAIN 

DISTRIBUTOR 

MAILORDER 

3 

1.5 

1.5 

MANUFACTURE 1.5 

WHOLESALER 1.5 

From: Mary J Woods 

6 

3 

3 

3 

3 

Sent: Tuesday, June 22, 2010 6:24 PM 

1.5 

. 1.25 

1.25 

1.25 

1.25 

3 

1.25 

1.25 

1.25 

2 

To: Laura Pinti; Victoria Lepore; Larry E Shaffer; Mary Moskello; Lisa A Scott; Tom P Napoli 
Cc: Sandra I Simmons; Judy L Callahan 
Subject: SOMS Table 

MD Team , 
I did speak with Tom Napoli this afternoon regarding the amount of Order Pends based on the 
adjustments made to the table . He does feel that we can adjust for "COT Whsl." that based on the 
monitoring systems in place, and they extreme change we made, we can adjust to a multiplier of 2 vs. 
1.25. He will have lone make this change as soon as she comes in on Wednesday AM. 
Tom, Thanks for the feedback. If lone takes care of ASAP in the AM , this will show immediate 
progression for Wednesdays order validation process. Thank You . 
Please let me know if you have any questions. 
Thanks to this entire the team for the effort and diligence this program relies on. 
Best Regards, 

<M.ary J. Wooas 
Executive Director, Customer Relations 
A Watson Pharma, Inc. 
U.S. Generics Division 
Corona, CA 92880 
(T) 951-493-5951 
(F) 951-493-1510 
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(C) 951-316-3616 

mary.woods@watson .com 

_o_u_r_v_a_t_u_e_s_in_a_c_t_io_n_. _____________________ ~ 
Accountability Collaboration Commitment lonova tron Leadersh ip \:I 
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