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TRACKANDTRACE

TRACK AND TRACE IMPLEMENTATION 

PHASE 1. Lot-level traceability 
and trading partner verification 
(Compliance deadlines: January 
1, 2015, and March 1, 2016)
Why it matters: Pharmacies 
will need to verify trading part-
ners and have access to or 
store transaction data. These 
are two new requirements. In 
addition, the pharmacy must 
implement systems for sus-
pect and illegitimate product, 
including a method to quaran-
tine product. Lastly, pharmacies 
may no longer sell products to 
other pharmacies unless there 
is a specific patient need.

‘Authorized trading partner’ 
con� rmation

 Verify trading partners who 
are manufacturers or repackag-
ers have valid registration.

 Verify trading partners who 
are wholesale distributors have 
valid licensure. (Note: FDA has a 
database to help verify licensure.)

Exchange and retention 
of product tracing information

 Only accept product if the 
trading partner provides the 
transaction history, transac-
tion information, and transaction 
statement (3Ts). (Note: In 2023, 
only need to accept transaction  
information and transaction 
statements electronically.)

 Provide subsequent trading 
partner with the 3Ts unless dis-
penser–dispenser transfer is for a 
specific patient need or the trad-
ing partner is a first responder.

 Dispensers that transfer 
products to another dispenser 
without a specific patient need 
may need to register as a whole-
sale distributor or refrain from 
the transaction, unless another 
exemption is satisfied.

 Capture and maintain 3Ts 
for 6 years from the date of the 
transaction.

 Dispensers that rely on 
wholesale distributors and other 
vendors for product tracing must 
possess and maintain a copy of 
the written agreement.

Suspect/illegitimate product 
identi� cation and noti� cation 

 Upon request from FDA or 
other official investigation of a 
recall, a dispenser is required 
(within 2 business days) to pro-
vide the applicable transaction 
information, transaction state-
ment, and transaction history 
received from the previous trad-
ing partner.

 Create system to quarantine 
suspect product in a physically 
separate area. 

 Consider how to promptly 
conduct an investigation, in coor-
dination with other trading part-
ners, to determine whether a sus-
pect product is illegitimate.

Track and trace requirements will affect how 
you practice. Are you ready?

The Drug Supply Chain Security Act (DSCSA), once fully implemented, requires 
all members of the supply chain—including pharmacies—to use an electronic, 

interoperable system that tracks a drug at the unit level throughout the supply 
chain until it reaches the patient. This educational tool will help you � nd what you 
need to know about your responsibilities to keep patients safe from counterfeit or 
recalled drug products and remain in compliance with the law.

PHASE 2. Product identifier 
(Compliance deadline: November 
27, 2020)
Why it matters: In 2017, 2D bar-
codes began appearing on some 
packages and cases. Dispensers 
may need to purchase new hard-
ware (e.g., scanning guns) and 
software to read and interpret 
new barcodes. Also, dispens-
ers must follow specific steps if 
a suspect or illegitimate product 
is found. Dispensers that do not 
adhere to these steps may create 
gaps in the supply chain and will 
be in violation of the law.

 As of November 27, 2018, all 
manufacturers and repackagers 
should affix or imprint a prod-
uct identifier on each unit/case. 
The product identifier must be 
a standardized graphic in both 
human-readable format and on a 
machine-readable data carrier in 

a 2D data matrix barcode.
 Some dispensers are already 

reporting that removal of linear 
barcodes has interrupted work-
flow.

 Only engage in transactions 
if the product identifier is affixed 
or imprinted on the unit/case, 
unless the product was pack-
aged by the manufacturer before 
November 27, 2018. 

 Pharmacists encountering 
products without a product iden-
tifier should determine whether 
the product is grandfathered. 
Grandfathered product may be 
accepted by dispensers if there 
is documentation that the prod-
uct was introduced into the drug 
supply chain before November 
27, 2018.

 Dispensers’ investigation of 
suspect products must include:
• Verification that the suspect 
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Above: This is a mock DSCSA product identifier for educational 
purposes only and is not linked to an actual product. GS1 develops and 
maintains global standards for business communication, including 
barcodes. For more information, visit www.gs1us.org.
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product’s lot number corre-
sponds with the lot number 
for such a product

• Verification that the prod-
uct identifier of at least three 
packages or 10% of such 
suspect product (whichever 
is greater), or all packages 
(if fewer than three), cor-
responds with the product 
identifier for such product

• Validation of any applica-
ble transaction history and 
information accessible to 
your pharmacy to determine 
whether the product is illegit-
imate

• Six-year record keeping of 
suspect product investigation

• Notification to FDA if product 
is no longer suspect
 If the dispenser, in coordi-

nation with the manufacturer, 
concludes that a product in the 
dispensers’ possession or con-

trol is illegitimate, the dispenser 
shall follow specific steps out-
lined in DSCSA:
• Arrange for disposition of  

illegitimate product, and  
assist with trading partner’s 
disposition.

• Retain a sample of the prod-
uct for further physical exam-
ination or laboratory analysis.

• Notify FDA and all immedi-
ate trading partners within 24 
hours of making an illegiti-
mate product determination.

• Respond to notification from 
FDA that product is illegiti-
mate, and identify all illegiti-
mate product subject to the 
notification.

• Terminate the notification if 
such a determination is made 
in consultation with FDA.

• Maintain records of disposi-
tion of an illegitimate product 
for 6 years after disposition.

TRACK AND TRACE GLOSSARY
Drug Supply Chain Security Act (DSCSA). Outlines steps to build an 
electronic, interoperable system to identify and trace certain prescrip-
tion drugs as they are distributed in the United States. This will en-
hance FDA’s ability to protect consumers from exposure to drugs that 
may be counterfeit, stolen, contaminated, or otherwise harmful. The 
system will also improve detection and removal of potentially danger-
ous drugs from the drug supply chain to protect U.S. consumers.

In addition, DSCSA directs FDA to establish national licensure 
standards for wholesale distributors and third-party logistics provid-
ers and requires these entities to report licensure and other informa-
tion to FDA annually.
3Ts. Transaction information, transaction history, and transaction 
statement.

Transaction information. A paper or electronic statement that in-
cludes product name, strength, dosage form, National Drug Code 
(a unique, three-segment number that serves as a universal prod-
uct identifier for drugs), container size, strength and dosage form, 
number of containers, transaction date, shipment date, name and 
address of the seller and buyer, and lot number.
Transaction history. A paper or electronic statement that includes 
the transaction information for each prior transaction of the prod-
uct back to the manufacturer.
Transaction statement. A paper or electronic confirmation trans-
ferring ownership of the product.

Authorized trading partner. Manufacturers and repackagers with 
valid FDA registration; wholesalers and third-party logistics provid-
ers with valid state and federal licenses; dispensers with valid state 
licenses. Pharmacies may qualify as more than one type of trading 
partner, such as a dispenser and wholesaler.
Dispenser. A retail pharmacy, hospital pharmacy, a group of chain 
pharmacies under common ownership and control that do not act as 
a wholesale distributor, any other person authorized by law to dis-
pense or administer prescription drugs, and the affiliated warehouses 
or distribution centers of such entities under common ownership and 
control that do not act as a wholesale distributor.
Package. The smallest individual salable unit of product for distribu-
tion by a manufacturer or repackager that is intended by the manufac-
turer for ultimate sale to the dispenser of such product.
Product identifier. A standardized graphic that includes, in both hu-
man-readable form and on a machine-readable data carrier that con-
forms to the standards developed by a widely recognized internation-
al standards development organization, the standardized numerical 
identifier, lot number, and product expiration date.
Repackagers. A person who owns or operates an establishment that 
repacks and relabels a product or package for further sale or distribu-
tion without a further transaction.
Suspect product. A product for which there is reason to believe is 
counterfeit, stolen, or adulterated such that use of product would re-
sult in serious adverse health consequences; product is potentially a 
subject of fraudulent transaction; or product appears unfit for distri-
bution.
Transaction. Transfer of product between trading partners where 
there is a change of ownership. There are several circumstances in 
which a transaction is exempt, including a pharmacy providing medi-
cation to a patient and the distribution of minimal quantities of prod-
uct by a pharmacy to a practitioner for office use.
Wholesale distributor. A person (who is not a manufacturer, a man-
ufacturer’s colicensed partner, third-party logistics provider, or re-
packager) distributing a product to a person other than a consumer 
or patient.

PHASE 3. Enhanced drug dis-
tribution security (Compliance 
deadline: November 27, 2023)
Why it matters: An electronic 
system will improve FDA’s abil-
ity to recall products, detect  
illegitimate products earlier, 
and secure the supply chain. 
Currently, FDA and the drug 
supply chain—including dis-
pensers—are considering the 
standards and processes need-
ed to achieve this goal.  
The systems and processes 
that pharmacies must imple-
ment will change workflow as 
products are received and re-
turned, among other circum-
stances.

 Exchange transaction in-
formation (e.g., product iden-
tifier at the package level) and 
transaction statements in a se-
cure, interoperable, electronic 
manner.

 Implement systems or pro-
cesses for package-level prod-

uct verification, which may 
include use of aggregation and 
inference as necessary.

 Implement systems or pro-
cesses for verification of prod-
uct at the package level, includ-
ing the standardized numerical 
identifier.

 Implement systems or 
processes to promptly facili-
tate gathering the informa-
tion necessary to produce the 
transaction information and 
transaction statement for each 
transaction going back to the 
manufacturer, if FDA or an au-
thorized trading partner re-
quests a suspect or illegitimate 
product investigation.

 If a dispenser enters into a 
written agreement with a third 
party—including an authorized 
wholesale distributor—to con-
fidentially maintain required in-
formation and statements, the 
dispenser must maintain a copy 
of the written agreement.

 = Complete at least once 

 = Continuous requirement 

 = Key tip
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