
 

 

 

Appendix G Enlarged Figure Library 
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Detailed Movement of Prescription Drugs – Colorado Canadian Drug 
Importation Program

Q Laboratories 
sends Test 
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Drugs are shipped 
back to the secure 
warehouse under 
Adira’s* control in 

Detroit, MI, for 
relabeling 

approval and an 
admissibility 

decision by FDA.

Step 8

*Adira  = AdiraMedica LLC (U.S.; Aston, PA warehouse)
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Manufacturer

 FDA Registered

 Manufactures Drug in 
accordance with the 
requirements of the 
FDA approval and 
Candian labeling

 Provides 
comprehensive 
documentation to the 
foreign seller about 
the sale of the 
specific drug 

 Can perform statutory 
testing or provide 
documentation 
relevant for testing by 
Importer

 Provides written 
authorization to use 
FDA-approved labeling 
to Importer 

Colorado Importer/
Relabeler/Repackager

Imported Eligible Drug Movement through an Importation Program with DSCSA Compliance

Foreign
Seller

 Licensed through 
Canadian federal 
and provincial laws

 Registers with the 
FDA as a Foreign 
Seller

 Assigns and affixes 
unique SSI 
associated with 
Canadian DIN when 
applicable

 Provides 
transaction 
information to 
Importer

 State Licensed 

 FDA Annual WDD Reporting*

 FDA Registered as Relabeler or Repackager

 Authorized Trading Partner

 Responsible for testing for authenticity and degradation 
of importer drug products (in case the manufacturer 
doesn’t perform the statutory testing)

 Relabels with FDA required/US labeling standards on 
behalf of the Colorado Importer, including DSCSA-
required Product Identifier and replacement of NDC with  
Importer’s NDC

 Importer and Relabeler activities will be performed by 
the same entity at the same location

 Maintains records linking SSI and PI for the drug

 Provides written certification after successful testing and 
relabeling to the FDA 

 Complies with post-importation and reporting 
requirements

Colorado 
Pharmacy

 State Licensed

 Authorized Trading 
Partner

 Confirmation of 
registration of 
manufacturers & 
relabelers

 Contracted with 
licensed wholesaler 

 Receive, store & 
provide tracing 
documentation (T3 
data)

 Investigate & properly 
handle suspect & 
illegitimate drugs

*Annual Reporting by Prescription Drug Wholesale Distributors & Third-Party Logistics Providers
(https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/annual-reporting-prescription-drug-wholesale-distributors-and-third-party-logistics-providers)



After the recall is implemented, The State of Colorado 
conducts effectiveness checks to verify that all consignees (at 

the recall depth specified by the strategy) have received 
notification about the recall and have taken appropriate 

action. 

The recall is complete when all reasonable efforts have been 
made to implement the recall and it is reasonable to assume 
that the recalled products have been appropriately returned 

and/or disposed of.

Drug Recall Announced by State of Colorado (SIP Sponsor) including, 
including notification to FDA and the public

Adira US* places affected SIP drug 
into quarantine, removes distribution 

eligibility within the WMS, &  
initiates recall to participating 

pharmacies

Overview of Drug Recall Process – Colorado Drug Importation

Decision made
to recall SIP drug (suggested/

mandated by FDA, HCPF, or supply 
chain partner) & determines recall

 depth
(§ 251.18(e)(3))

Adira US sequesters eligible drug 
for distribution, places into 
quarantine, and removes 

eligibility for shipment within the 
WMS

Participating pharmacies quarantine 
affected drug and initiate drug 

return process to Adira US

If requested by FDA:
1.  Adira US shall provide 
applicable T3 data within 
applicable timelines as 
required by 582 (c)(1)(C) and 
582 (d)(1)(D).  Adira US shall 
also provide information/
transaction documents 
provided from the 
manufacturer to the Foreign 
Seller.  
2.  Adira US shall provide 
information about their 
transactions with Adira US.  

Importer and Foreign Seller 
will cooperate with any 

recalls for the importation 
program. 

Adira US notifies the State of Colorado the recall has been 
completed. 

The State of Colorado notifies FDA the recall has been 
completed.

Patient level recalls will be 
coordinated by Rocky 

Mountain Poison & Drug 
Safety

SIP Sponsor 
monitors for 
Drug Recalls

(§ 251.18(e)(1))

*Adira US = US 
subsidiary of 

AdiraMedica LLC.
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