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SOP :if- SOP- 8277 

TITLE: Suspicious Order Monitoring - DE/\ Order Holds 

lo specify proc xlurcs for reviewing, im csugaiing and releasing ·1T:\: ,\ US DE/\ Order Holds 
for eon trolled substances via the OR1\CLI: .sy:.1e111 nnd the reporting of Suspicious Orders t,i 
the DL:.1\. 

2. SCOPf~ 

These procedures apply to the Io llowing TEVA Pharmaceuticals personnel All DFA­ 
ernp lo yccs nt other locatioi ts an: considered in scope and part of D E.i\ Comp! iancc, · 

.o.: < ;;ft. 
I l· ~- 
1 · s· ._ 
I . - co 

:§.. ~ 

D~A Compl!ar~~e & Div~rsJ011_-----f--·· ~ J.__ ~- 
Qpera_tio.ns , ,· · ·... ·: · X X 
Customer Service ' ,. ' .· ----x 

------·-- ------ 

J. Sl_;_MM/\RY _Ol RLV!S_IONS 

Reference co ''S(W.DS" changed to "Ucn..JPS'. 
2. ''P-:11Jed Orders" definition cxplunded to clarify that only [)[;\ Compliance personnel 
determines whether an order is or unusual size. pattern or frequency 
J. VAWD Criteria added 
4. 6. l. l has been clarified ·.c. 

4 RFFFR ENcr::s_. 

21 CFR 130 I .74(h) states that "the registrant shall design and operate :; system to di~dosc to 
the registrant suspicious orders of controlled substances. The registrant shall inform th: Field 
Division Office of the' Administration in his area r,C suspicious orders when discovered by the 
registrant. Suspicious orders include orders of unusual size. orders deviating substantially 
fr11111 :.i normal pattern. and orders of' unusual frequency ., 

V/\.\~!T) Criteria for Record Keeping 7. states that "The wholesale distributor has adequate 
processes in place for monitoring the purchase activity of customers nm! identifying ordering 
patterns that identify potential diversion or criminal activity in accordance with state and 
federal l:iw for controlled substances and "listed chemicals." This requirement also applies lo 
other prescription drugs known by the wholesaler w be subject w diversion or criminal 
activity. such as non-controlled pain medication. lifestyle drugs. short supply drugs. and drug:-­ 
with a high potential lilr diversion." 
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-- - - 
SOP#: SOP- 8277 

TlTIX'· Suspicious Order Monitoring - DE:\ Order Holds 
- 

5. DEHN i UQJ:J S. 

DEA: Abbreviation for the Drug Enforcement Administration 

SO:VI: Abbreviation for Suspicious Order Monitoring 

DciOPS: 'J he Acronym for 1 EVA ·s SOM IJecLronic Monitor System 

SUSPICIOUS ORDERS: Includes. but not limited to, orders of unusual size, orders 
deviating substantially from a normal pattern, and orders of unusual frequency 

PKNDED ORDERS: Order!'. that have been stopped .in ren] time because they breached 
Tcva's SOM algorithm. "Pended" orders are deemed "on hold" until they arc 
investigated: IX· .. l\ Compliance personucl are the only employees that can review pended 
orders to determine whether they are ,1C unusual size, pattern and/or frequency and 
approve, or report as suspicious. pended orders for DEA f folds. 

SlJSl'ICIOCS ORDER OVERSIGHT ·n:AiVl: A team comprised of n representative. 
from DEA Compliance, Customer Service. and Customer Account Management. Certain 
situations may warrant the addition of other business units al the request and invitation of 
DEJ\ Compliance. 

D!\'S: Abbreviation for the Do Nol Ship List. 

(i. PROCEDURE 

Responsibility 

6.1 

DF,A Compliance 
6.1 l Controlled substance orders, and selected non-control led substance orders 

(c.g., NABP's \11\ \,VD Criteria) for nil Teva customers are individually 
analyzed via the DdDPS system which uses internal computerized 
statistical calculations to determine whether an order should be pended for 
further manual investigation. The manual investigation with then 
determine whether an order mav he of unusual size. pattern or frequency. 

6.1.2 Any orderts) that has exceeded the SOJv1 business rules in DcfOPS are electronically 
pended in ORACLE. 
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SOP II: SOP- 8277 

T!Tf.L: Suspicious Order Monitoring - D[A Order Holds 
--- 

6.2 

6.2.1 

(nvestirrative Re\'iew. of Pended Orders 

All pended orders will be initially reviewed by DEA Compliance. The 
review process may include reviewing the customer's purchase history for 
1 he previous 12 months: reviewing the customer's history regarding 
pended rules, and/or analyzing any other relevant data or information. 

6.2.2 If the order is not consisient w ith the customer s prev ious order history 
and there is not a previous explanation from the customer, the DEA 
Compliance Team will notify Customer Service to contact the customer 
for clarification about the quantity ordered. 

Customer Service 
6.2.3 Customer Service will contact the customer Lo request the reason for the increase/change 

in ordering pattern. Questions posed by Customer Service to the customer 
will be "open- .nded" and customer accounts w iii not he g11idcd to provide 
the "right" answer Customer responses will be documented. 

(1.2.4 Customer Service will forward any information received fn.1111 the customer lo the DEA 
Compliance Team for review, 

6.2 .5 i r a customer docs not satisfactorily respond to a Customer Services inquiry. the 
appropriate Sales Associate vvi ti be contacted and instructed to obtain an 
cxplanat ion from the customer. 1r there is still not a satisfactory response. 
the order rrn:IY be c.incellcd as per (J.4 and 6.5. 

6.2.6 l Ca customer requests that a pended order be canceled without proper 
explanation, it will he reported to DEA as suspicious ii' it. is a controlled 
substanceor List I chemical, and to the relevant slate board of' pharmacy 
and FDA [or u non-controlled substance. 

DEA Compliance 
(J.3 1 ,\n order may be released in O!V\C'l.F for fulfillment if it meets one or 

more ofthe following criteria: 

• The order is within previous purchasing history trends. 
• The order has not exceeded "all" usual and customary trends. 
• Total orders received arc not more than IO percent over their usual 

and CUSl('ITlaJ')' limits. 
• The customer provides a reasonable explanat ion for the increase in 

orders. 
• Any other relevant data. 
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SCJP fl· SOP- 8277 

I 
TITLL. ! Sus pk ious Order Monitoring - DE/, Order [ {olds 

I 

(>..1.2. DEA Compliance will document th' reason the order was released in the DcfOPS~. 
comments field. 

6.4 Pniers.IJiat Cannot Bt: qeared / Taru.ctccl Site Visit:- 

6.4. i Jr an order cannot be cleared or suspicion using the prliccdures in 6.3, the 
line item will be brought lo the attention 11f DEA Compliance 
Management, 

6.4.2 DEA Compliance Management will provide· guidance on how lo proceed 
based on the evidence gathered to date. 

6.4 .3 

6.4.4 

Al the direction of DE!\ Compliance Management, direct communication 
may be warranted between TF\!1\ and the customcrs SOM Subject 
:'I HtL 'l' Experts. Th:::. couuuunication is to determine the compliance risks 
to TEVA of continuing lo ell• business. and i rt he customer is ..:11mplia11t 
with all pertinent state and 11:tkrnl stntutcs and regulations. 

ICDE/\. Compliance discovers extraordinary infonruu ion regarJi11g the 
customer. advice will be sought from Legal. 

6.4.5 If DEA Compliance Management believes that a site visit is needed to best 
dcterm inc the compliance risks lo TFVA of continuing to do business, the 
Suspicious Order Oversight Team will be informed or any and all 
information regarding the customer and any possible risk. 

Suspicious Order Oversight Team 
6.4.6 The. SL.L picious Order Oversight. Team will determine i r u site visit is 

warranted. If a site visit is warranted, it will be conducted as per S(W- 
82.80. 

6.5 ~.SlQ!:1.!!l!!: a Suspic!ous Order to DE/\ 

Ci.5 t\lly order that cannot h..: cleared of suspicion using the procedures in 6.3 
\\ i!! he reported to rhc f)l'·:A as suspicious. Dl:.'\ Compliance will notify 
Customer Service tvlanagl:111L:11l via email and will request that the line 
item be cancelled i11 Oracle. ii' it has nor already hem done. 

Customer Service 
6.5.2 Upon notification frum Di:,J\ Compliance. Customer Service will cancel 

the line item and will norify DI~/\ Compliance in writing once completed. 

DEA Compliance 
Page 4 ofS 
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SOP//- SOP- 8277 

TlTLE: Suspicious Order Monitoring - DEA Order I [olds 
- 

6.5.3 DE:\ Compliance will notify the Local DFA Field Office in wrii ingofthe 
following within 24 hours (11· the completion or the investigation: 

• date the order \\W, placed · 
• name. address and registration number of the customer, 
• name, strength and quantity ordered. 

The "Suspicious Order Notification Letter" will be sent via overnight mail 
with a signature receipt. 

6.5.4 For a non-controlled substance, DE.,\ Compliance will notify any relevant 
agency, if applicable. in writing of the following wit bin 24 hours 0f the 
completion of the investigation: 

• date the order was placed: 
" name. address and registration number o (' the customer: 
• name, strength and quantity ordered. 

lhe "Suspicious Order Notification l .etter" will b · s.:111 vi 1 overnight mail 
with a signature receipt. 

6.5.5 Once a11 order has been re] ortcd as suspicious. Dl-::1\ Compliance 
Management wi II conduct a review of the account and if necessary. will 
recommend a course or action to the Suspicious Order Oversight Team. 
and document an appropriate resolution to mitigate all compliance risks to 
'!TVA (e.g." monitor the accounts purchases for 6 months. conduct a site 
visit/audit. terminate the relationship with th· customer. or suspend the 
customer's ability i.o order one or more of the following: all controlled 
substances, all listed chemicals. all controlled substances within one or 
more specific schedules such as Cl! s, or a speci Iic drug code ). 

6.6 S1.1spt:Bding Shimncnls / Account Tcrminatio!:~ 

Suspicious Order Ovcrsigh! Team 
6.6. l The standard the Suspicious Order Oversight Team will use to determine 

whether Lo suspend shipments or terminate :1 customer relationship. is 
whether it is more likely than not that the customer is permitting 
controlled substances to he diverted, whether knowingly, or clue lo 
possible negligence in complying with its obligations for professional 
practice, Decisions will he mude on a case-by-case basis and will depend 
upon a full consideration ofcircumstances, which may include, but is not 
limited to: 

• Ordering patterns ofthe customer (e.g .. mostly high dosage units 
othydrocodonc us opposed to H wide range of dosage units). 

• Product mix (cuntrolkcl substances compnrcd with n(,n-contrnlled 
su hst,rnces.) 
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I ··-· =- 
I SOP fl: SOP- 8277 

- 
TlTLE: Suspicious Order Monitoring - DE/\ Order Holds 

• Size and frequency of the orders. 
• Publicly available information about the customer 
• Other information provided to DE/, Compliance by the customer 

or others. 
• Whether the customer has written policies and procedures to detect 

arid prevent diversion mcluding a SU\.1 program that meets DF:A 
rcqu ircmcnts, 

Dl~A Compliance 
6./i.:1. 

DEA Cornpliance 
(,.(>.3 

If it is the decision of the Suspicious Order Oversight Team to restrict or 
terminate a custorners purchasing ability, D[ZA Compliance will notify 
!\/R Management ofrhar decision in writing .. Any such restriction or 
termination will be documented on the DNS as per SOJJ-8278. 

l)J·'.A Compliance will make the appropriat · changes to the customer's 
account in the DcfOPS system. 

(iJi.4 1r it is the decision or the Suspicious Order Oversight Team to keep a 
customer open and unrestricted, then the customer may be required to 
complete certain action item to mediate risk to TEVJ\ and themselves such 
as: establishing written policies ant! procedures (111 anti-diversion, 
establishing an SO[vl program that meets DLA requirements. or making 
changes to its operations and agreeing to maintain those changes. 

6.6.5 

6.6.6 

Ir lite customer refuses tu mal«: the necessary changes. TEVA wi II take 
appropriate and timely action against the customer lo mitigate the 
compliance risk to TEVA. 

DI::/\ Compliance will notify DEA of any suspicious orders, including any 
action taken to terminate a customer or restrict a customer's nhility to 
order controlled substances or listed chemicals. 

6.Ci.7 DEA Compliance will place on its "Do Not Ship l .isr" any customer that 
TFV A restricts or terminates their ability tu order controlled substances or 
listed chemicals. 

6.7 Re-1:stablishing a Closed i\c_<,:.Q.!Jlll 

6.7.1 See SOP-8279, Customer Due Diligence. CL4. 

6.8 

Page (i or 8 
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SOP#: SOP- 8277 

TITLE: Suspicious Order Monitoring - DEA Order Holds 

6.8.1 An electronic log will he maintained of all pended/released orders that 
contains the following information 

• Order Number 
• Order Item (NDC Number) 
• Item Description 
• Quantity 
., !3ill to Customer 
• Extended Price. 
• Ship to Address 
• Ship to Location (Ship to Number) 
• Explanation for Order Release 
• Order Release Date 

Ci./U The electronic \c,g referenced in 6.8. l 1, ii! he reviewed 111011thly for trends. 
patterns, appropriateness. and.or any other re1~1\J1 deemed necessary 

6.8.3 Documentation will he kepi. for all orders that require a site visit or have 
been reported Lu Dl-A. or if the 'customer's purchasing abilities have been 
restricted. A file will be maintained and held by DE/\ Compliance for a 
period 2 years from the date the investigation \\'.!'.- closed. 

6.8.,J An electronic log titled "Do Not Ship List" will bl:' maintained by DEA 
Compliance, _p~r SOP-8278, Do Not Ship List. 

7 ATT/\CflMEN'l S 

Title 21, Cock of Federal Regulations. Section l3UI 74(b); 
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SOP Ii' SOP~ 8277 

TrILE: Suspicious Order Monitoring - DE:\ Order ! lolds 
- - - 

1. TEV A's electronic order monitoring system (DcCUPS) use. statistical calculations to 
identify potential suspicious orders of unusual size, pattern or frequency. 

TRUE or F!\LS1:: 

') Once a11 order has been identified by DefOPS and "pended", it can only be released by a 
member of Customer Service. 

TR.UL or I-Al .SE 

3. A member of D1 .A Compliance determines whether an order is suspicious. 

TRUE or FA!.SE 

4. Only contrullcd substances arc monitored by DefOPS. 

TRUE or l:1\I .SF 

S lGN t\ TLJR !~~ 

Ciut: answers checkec! for correctness. All questions incorrectly answered were discussed with the employee 
Gnd understood. 

I nxtrucror (sig11-a-,1.-IJ'-c-):----------------~~~~~~~---~'°-~~~: 
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SOP#: SOP- 8277 

TITLE: Suspicious Order Monitoring - DI:::1\ Ord ·r Holds 
.. ..-~ 

lo specify procedures for reviewing, im esugaiing and releasing ·1T:V,\ LS DE/\ Order Holds 
for controlled substances via the ORJ\CLJ: system and the reporting of Suspicious Orders t» 
the DE1\ 

2. SCOPE 

These procedures apply to the following TEVA Pharmaceuticals personnel All DFA­ 
employees at other locations are considered in scope and part of D.EA Compliancc.: 

'lfo..:_.-_. ,~ I . a.. 
I cii . - .5!1· . · ... s. 
I _£U . ··2 . >... . ;§· 
I ,... . 
I t,.,·· :> 

0 ,- . Q) _________________ l,1 z _· z 
DEA Compliance & Diversion 
Opera.tions .. · . . . X X 
Customer Se~ . . __ t=--~------ ----- 

.\. SL.MM ARY CJ!_ RF:VlSlONS 

! . Reference to "SORDS" changed to ''Dei'UPS'. 
2. "Pended Orders" definition cxplandcd Lo clarify that only [)[,;\ Compliance personnel 
determines whether an order is or unusual size. pattern or frequency 
3. VA\VD Criteria added 
4. 6.1 l has been clarified 

4 RFFfRENC[S. 

21 CFR 1301 74(b) states that "the registrant shall design and operate a system to disclose to 
the rcgistruru suspicious orders of controlled substances. The registrant shal I inform the Field 
Division Office of the Administration in his area of suspicious orders when discovered by the 
registrant. Suspicious orders include orders ofunusual size. orders deviating substantially 
frorn ::i normal pattern, and orders of unusual frequency." 

VAWD Criteria for Record Keeping 7 states that "The wholesale distributor has adequate 
processes in place Ior monitoring the purchase activity of customers and identifying ordering. 
patterns that identify potential diversion \W criminal activity in. accordance with state and 
federal law for controlled substances and "listed chemicals." This requirement also applies to 
other prescription drugs known by the wholesaler rt' be subject w diversion or criminal 
activity. such as non-controlled pain medication. lifestyle drugs. shun supply drugs. and drugs 
with D high potential (or diversion." 
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SOP#: SOP- 8277 

TlTl,E: Suspicious Order Monitoring - DE1:\ Order 'Holds 

5. DT·Tl>ll I_IUNS 

DEA: Abbreviation [or the Drug Enforcement Administration 

SO!\'I: Abbreviation for Suspicious Order Monitoring 

DcfOl'S: 'J he Acronym for TEVA 's SOM l::lcctronic Monitor System 

SUSPICIOUS ORDERS: includes, but not limited to, orders of unusual size, orders 
dcviat int-! substantially from a normal pattern, and orders of unusual frequency 

PENJ)Fl) ORDERS: Orders that have been stopped in real time because they breached 
Tova's SOM algorithm. "Pended" orders are deemed "on hold" until they arc 
investigated. DLA Compliance per. onncl are the only employees that can review pended 
orders ro determine whether they are of unusual size, pattern and/or frequency. and 
approve, or report as suspicious. pended orders for DEA [folds. 

SlJSPICIOCS ORDER OVERSIGHT TT::Al\-1: ,\ team comprised of n representative 
from Dl~A Compliance, Customer Service. and Customer Account Management. Certain 
situations may warrant the addition of other business units at the request and invitation of 
DEA Compliance. 

DNS: Abbreviation Ior the Do Not Ship I .ist. 

6. PROCEDl!R.L 

Responsibilirv 

6.1 

DEA Compliance 
6.1 l 

lilcclron ic Orel er Monitoring_(fJefC JPS l 

Controlled substance orders, and scl sctcd non-controlled substance orders 
(c.g., NAB P's \11\ WD Criteria) for all Teva customers are individually 
analyz ·d via the DdDPS svstern which uses internal computerized 
statistical calculat ions to determine whether an order should be pended for 
further manual investigation. The manual investigation with then 
determine whether an order may he of unusual <i>c. pattern or frequency. 

6.J .2 Any orderi s) that has exceeded the SOJvf business rules in DcfOPS are electronically 
pended in OR.ACLE. 

Page 2 of8 

F'r1n1ed on: 24 Jul 2018. n.07 20 am. f'1ir.1cc oy: CMCGINN 

Confidential TEVA_MDL_A_01158456 

P-03724 _ 00014



Revision 01 r:: ffer:t,ve Jate 18 Jun 2013 

---=-- 

SOP II: SOP- 8277 

L TITLE: Suspicious Order Monitoring - DEA Order Holds 
- -- ---·- 

6.2 

6.2.1 

l11vcstigative Revi~w of Pended Orders 

;\ 11 pended orders will be initially reviewed by DEA Compliance. JJ-ic 
review process may include reviewing the customer's purchase history for 
the previous 12 months; reviewing the customer's history regarding 
pended rules, and/or analyzing a11:1 other relevant dara or information. 

G.2.2 If the order is not consistent \\ ith the customer s prev ious order history 
and there is not a previous explanat ion from the customer, the DEA 
Compliance Team will noiity Customer Service Lo contact the customer 
for clarification about the quantity ordered. 

( 'ustorncr Scrvico 
6.2.3 Customer Service wil] contact the customer to request the reason for the Increasechange 

in ordering pattern. Questions p,>~;(;d by Customer Service to the customer 
will be "open- .nded" and customer accounts w i Ii nut he g11 id eel to provide 
the "right" answer Customer responses will be documented. 

6.2.4 Customer Service will forward any informat ion received from the customer to the DI-::;\ 
Compliance Team for review: 

6.2 .5 i r a customer docs not satisfactorily respond to a Customer Services inquiry. the 
appropriate Saks As: ociate will be contacted and instructed to obtain an 
cxplanat ion from the customer, 1 I there is still not a satisfactory response. 
the order nt,fY be cancelled as per (i.4 and 6.5. 

6.2.Ci If a customer requests that a pended order be canceled without proper 
explanation, it will he reported to DEA as suspicious ir it. is a controlled 
substanceor List l chemical, and lo the relevant state board of' pharmacy 
and FDA for a non-controlled substance. 

6.3 Cle arinu ,tn Qrder_[t:Lim I fold 

D.EA. Compliance 
(i.3 1 An order may be released in OR;\( l.l- for fulfillment it' it meets one or 

more ofthe following criteria: 

• The order is within previous purchasing history trends. 
• The order has not exceeded "all" usual and customary trends. 
• Total orders received arc not more than IO percent over their usual 

and customary limits. 
• The customer provides a rcason"bk explanation fi)r the incr('.asr in 

ord0rs. 
• Any other relevant data. 
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TITLL. I Suspicious Order Monitoring - DEA Order! Iolds I ~ 

(d.2 DEA Compliance will document the reason the order was released in the DcfOPS, 
('(JH\Jl1Ct11S field. 

6:+ Orders Thal Cannot Be Cleared/ Targeted Site Visits 

6.4. l Ir an order cannot be cleared or suspicion using the procedures in 6.3, the 
line item will be brought to the attention llf DEA Compliance 
Management. 

6.4.2 DE/\ Compliance Management will provide guidance on how lo proceed 
based on the evidence gathered to date. 

6A3 Al the direction or l'JF1\ Compliance Management, direct communication 
may be warranted bet 1.\ een TFV 1\ and the cuxtomcrs :.;OM Subject 
Mauer Experts. Th:::. couuuunicuiion is to determine the compliance risks 
to TEVA of continuing to d,, business. and ifth« customer is ..:,1111plia11t 
with all pertinent state and federal statutes and regulations. 

6.4.4 ff DE/\. Compliance discovers extraordinary information regarding the 
customer, advice will be sought l1-c1111 Legal. 

6.4 .5 If DEA Cornplianc Management believes that a site visit is needed to best 
determine the compliance risks lo TFVA of continuing to do business, the 
Suspicious Order Oversight Team will be informed or any and all 
information regarding the customer and any possible risk 

Suspicious Order Ovcrsigh! Team 
6.4.6 The.Suspicious Order Oversight. Team will determine it a site visit is 

warranted. If a site visit is warranted, it will be conducted as per SOP- 
82.80. 

6.5 

6.5 1\ny order that cannot he cleared of suspicio n using the procedures in 6.3 
\\ ii: he reported to the DEA as suspicious. Dl·..'\ Compliance will notify 
Cus10111l'r Service Munugcmcut via email and will request that the line 
item be cancelled in Oracle, ii' ii has not already been chine. 

Customer Service 
6.5.2 Upon notification frum Db\ Compliance. Customer Service vvill cancel 

thL~ line item and will notify DEA Compliance in writing onr c completed. 

DKi\ Compliance 
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DEt\ Compliance will notify the Local DE:\ Field Office in writing of the 
l°i.li!owing within 24 hours otthc completion ofthe investigation: 

• date the order wn, placed. 
• name. address and rt'gislration number of the customer; 
• name, strength and quantity ordered. 

The "Suspicious Order Notification Letter" will be Sc-Ill via overnight mail 
with a signature receipt. 

6.5.4 lor a non-controlled substance, l)E.,\ Compliance will notify any relevant 
agency. ilapplicablc. in writing of the following within 24 hours of the 
completion of the investigation: 

• date the order was placed: 
• name. address and registration number or the customer: 
• name, strength and quantity ordered. 

lhe "Suspicious Order Notification Lenci" will be s ·nt via ov 'might mail 
with a signature receipt. 

6.5.5 Once an order has been reported as suspicious, DLA Compliance 
Management will conduct a review of the account and if necessary. will 
recommend a course of action lO the Suspirious Order Oversight Team. 
and document an appropriate res ilution 1,.1 mitigate all compliance risks to 
Tf·'.VA (e.g." monitor the accounts purchases for 6 months. conduct a site 
visit/audit, terminate the relationship with th' customer, 01· suspend the 
customer's ability 1.0 order one or more of the totlowing: all controlled 
substances. all listed chemicals. all controlled substances within one or 
more specific schedules such as CTI s, or a spcci lie drug code). 

Ci.6 Sus~Hding Shipments / J\ccounl Tcrmi1rn1io1:.i. 

Suspicious Order Oversight Team 
6.6.1 The standard the Suspicious Order Oversight Team will use to determine 

whether to suspend shipments or terminate a customer relationship, is 
whether it is more likely than not that the customer is permitting 
controlled substances Lo be divert ~d. whether knowingly, or due to 
possible negligence in complying with its obligations fix professional 
practice. Decisions will be made on a case-by-case basis and will depend 
upon a full consideration ofcircumstances, which may include, but is not 
limited to: 

• Ordering patterns ,:i1U1e custom r (e.g .. f11()Stly high dosage units 
othvdrocodonc ii.' opposed to a wide range ofdosage units). 

• Product mi~ (c\mtrolkd substances compared with f\()n-controlled 
suhstancc~.) 
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TITLE: Suspicious Order Monitoring - DC/\ Order Holds 

• Size and frequency of the orders. 
• Publicly available information about the customer 
• Other information provided to DF1\ Compliance by the customer 

or others. 
• Whether the customer has written policies and procedures to detect 

and prevent diversion mcluding a S0\.1 program that meets DEA 
rcq u ircrncnts. 

Dl~A Compliance 
6./i.2 

DRA Compliance 
(,.(,.3 

Tr it is the decision ofthe Suspicious Order Oversight Team to restrict or 
terminate a customers purchasing ability, DflA Compliance "viii notify 
/\/R Management of that decision in writing. Any such restriction or 
termination will be documented on the DNS its per SOP-8278. 

J)l·:A Compliance will make the appropriate changes to the custorncrs 
account in the DefOPS system. 

(i.C>.4 If it is the decision of the Suspicious Order Oversight Team t0 keep a 
customer open and unrestricted, then the customer may be required to 
complete certain action i!e111 LO mediate risk 10 TEV!\ and themselves such 
as: establishing written policies and procedures on anti-diversion, 
establishing an SO[vl program thnt meets DEA requirements. or making 
changes to its op 'rations and agr eing to maintain those changes. 

6.Ci.5 

6.o.6 

fr the customer refuses Lu make the necessary changes, Tl; VA will take 
appropriate and timely action ag,1in,t the customer to mitigate the 
compliance risk to TEVA. 

DEA Compliance will nolily DEA of any suspicious orders, including any 
action taken to tcr111i1111Le a customer or restrict a customer's ability to 
order controlled substances or listed chemicals. 

6.Ci.7 DEA Compliance will place on its "Do Not Ship List" any customer that 
Tf.VA restricts or terminates their ability tu order controlled substances or 
listed chemicals. 

6.7 

6.7 

Re-Establishing a Closed /\c<.,:.Qlllll 

See SCJP-S279, Customer Due Diligence. 6.4. 

6.8 
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6.8 I An electronic log will be maintained of all pended/released orders that 
contains the following information. 

o Order Number 
• Order Item (NDC Number) 
• Item Description 
o Quantity 
e Dill to Customer 
• Extended Price 
• Ship to Address 
• Ship to Location (Ship to Number) 
• Explanation for Order Release 
• Order Release Dille 

(i.8.2 The electronic log referenced i11 (i.8, l \\ ii! he reviewed 111011thly for trends. 
patterns, appropriateness. and.or any other re:1,1\ll deemed necessary 

6.8.3 Documentation will he kept for all orders that require ,1 site visit or have 
been reported to Dl:::f\.. or ifthecustomer's purchasing abilities have been 
restricted. A file will be maintained and held by DEA Compliance for a 
period '2 years from the date the investigation was closed. 

6.8.,J An electronic log titled '·D1) Not Ship List" will he maintained by DEA 
Compliance, per SOP-8278. Do Not Ship Li~t. 

7 ATT/\CJIMEN'!'S 

Title 21, Cock of Federal Regulations. Section l301 74(b); 
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TrILE: Suspicious Order Monitoring - DEA Order l lolds 
·-- - 

TE Vt\' s electronic order monitoring system (Del\J PS) uses statisucal calculations to 
identify potential suspicious orders of unusual sive, pattern or frequency. 

TRUE or FALSE 

') Once a11 order has been identified by [)<;:f()PS and "pended", it can only be released by a 
member of Customer Service. 

TRUE or I-Al.SE 

3. A member of Dl -:A Compliance determines whether an order is suspicious. 

TRUE or F1\I.SE 

~:::::::: :~::::=----=~----------~3 
Quiz answers checkec! for correctness. All questions incortecitv snswered were discussed with tlie employee 
,nd understood. Instructor (sign--a-,1-.11_-c_)_: ------ __ - _- _- _- _- _- _- _- -~:~~~--=~==----=r,tc_: _ 

Pa)!C 8 or 8 
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