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PREPARING FOR THE NOVEIVBER 2023

DRUG SUPPLY CHAIN AND
sEcuRtTY ACT REQUTREMENTSpharmacists advancing healthcare

Obiedive: Provide direction to pharmacists on preparing to meet the compliance standards of the Drug
5upply Chain and Security Act (DSCSA), which is scheduled to take {ull effect by Nov. 27, 2023.

DSCSA Overview:
The DSCSA, Title ll of the Drug Quality and Security Act (DQSA) enacted by the United States Congress on
Nov. 27, 2013, sets {orth requirements for trading partners (i.e., manufacturers, wholesale distributors,
repackagers, dispensers, and third-party logistics providers) regarding the tracing of prescription
pharmaceutical products during distribution throughout the United States.rThese interoperable,
electronic tracing systems will allow the Food and Drug Administration (FDA) to protect U.S. consumers
by readily identifying compromised prescription pharmaceutical products, including those that may be
counterfeit, stolen, contaminated, dangerous, or harmful, and removing them from the pharmaceutical
supply chain. ln addition, the DSCSA will require wholesale distributors and third-party logistics providers
to obtain national licensure and report licensure status to the FDA annually.,

Whgt are the Responsibilities of Pharmacists (,,Dispense6,,) Under
DSCSA?
The DscsA defines a dispenser as "a retail pharmacy, hospital pharmacy, a group of chain pharmacies
under common ownership and control that do not act as a wholesale distributon or any other person
authorized by law to dispense 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 and does not include a person who dispenses only products to be used in animals in
accordance with section 512(a)(5). ":

Special acknowledgment to Renee MotlL PhatmD, PGYl Health-Synem Pharmacy Administration & Leade,hip Resident,
Medstar Health, lnc.; Raymond Lake, MS, R?h, Corporate Diector of pharmacy Operations, Medstar Health, lnc.; and roe Maki,
PhamD, Mt vice President, Pharmacy, Novant Health fot theh contributions in deveroping this docunent.
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Current Responsibi lity Overview:
The key responsibilities of pharmacists in 2022 under DSCSA are:a5 As of the end of 2022, pharmacists
must ensure most products are traceable at the lot-level and the following key responsibilities are met:

I Engage in business only with licensed, registered trading partners:

a, Manufacturers and repackagers are required to have a current registration
b. Wholesale distributors and third-party logistics providers are required to be licensed

: Properly manage product tracing documentation:
a. Only accept prescription pharmaceutical products if they arrive with the transaction history

(TH),* transaction information (Tl), and transaction statements (TS)

b. All product tracing information must be kept in a secure format for six years

c, When selling prescription pharmaceutical products to a trading partner, include most product
tracing information with the transaction

*As of Nov. 23, 2023, the TH requirement expires and has "no force or effect.,,6

r,. lmplement a syrtem and process to properly manage suspect and illegitimate prescription
pharmaceutical products

a, Quarantine any suspect prescription pharmaceutical product(s)

b. Collaborate with the manufacturer of suspect or illegitimate prescription pharmaceutical
product(s) to ensure patients do not receive the illegitimate product(s)

c. Report findings of illegitimate prescription pharmaceutical product(s) to the FDA and involved
trading partners

New Responsibilities tor 20232
By 2023, pharmacists should ensure that their organization has policies and procedures in place that
allow for unit-level traceability under DSCSA, including:es

1. Ensuringthatall required rl andrsare exchanged between trading partners via a secure,
interoperable, electronic system

2. Checking for inclusion of a package identifier (Pl) to identify the prescription pharmaceutical
product at the package level

3. Verifying the product identifier on a package or sealed case by the trading partners via a secure,
interoperable, electronic system is available

4 Ensuring that trading partners can provide Tl and TS via a secure, interoperable, electronic system
when requested by authorized agents

i. Ensuring that secure, interoperable, electronic systems allow for the prompt production of Tl for
each transaction going back to the manufacturer

i: Addressing saleable returns by ensuring that secure, interoperable, electronic systems are in place
and the Tl and TS are returned with the product
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Key Considerations for DSCSA Compliance
i. Educate staff regarding DSCSA requirements

Z. Purchase prescription pharmaceutical products only from verified primary wholesale
distributors or manuf acturers

3. Develop organizational policies and procedures for addressing DSCSA dispenser
requirements, including:

a. Ensuring most received prescription pharmaceutical product shipments contain tracing
information (Tl and TS)

b' Verifying product appearance of prescription pharmaceutical products when they arrive
on site, to include attention to proper spelling/labeling, terminology, lot numberi and
expiration date, checking for holograms or other indicia of legitimacy

c. Managing suspect and illegitimate prescription pharmaceutical products, including a
quarantine process

d, Reporting suspect or illegitimate product to the FDA and responding to an FDA inquiry
within 48 hours of receipt

e. Ensuring transaction data is being safely stored
4. Establish clear expectations for vendors regarding DSCSA compliance

Five things to discuss with your partner(s):
1. Does your wholesale distributor transact serialized product?

2" How are you preparing for DSCSA 2023 compliance?
3. Are you prepared for full prescription pharmaceutical product traceability in a secure,

electronic, interoperable manner?

4. What will you expect from dispensers in ZO23?

5. Determine which of your key vendors have this on their radar (inventory vendori EMR vendor,
tra(lng data vendor, etc.)

Three things you should be doing now to prepare for DSCSA 2023:
.1. ldentifying a team to be charged with 2023 compliance preparedness. Team members may

include members from Pharmary, lT, Compliance, and Legal
2. Assessing technology needs

3. Revisiting compliance with current standards to determine where you are positioned for 2023
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: Policies and procedures must be in place to allow for unit-level traceability (i.e., product
identification) of most prescription pharmaceutical products

. All communications between trading partners. authorities, and dispensers must be
conducted via a secure, interoperable, electronic system

Refercnces:
: ASHP lmpact of the Drug Supply Chain Security Act on Pharmacy Management 2015 to

2023: httos://www.ash o-orq/-/media/assets/oractice-manaoemenU ocs/soom-dsc-dscsa-
ash o-resource-o aoer.ashx?la=en

FDA Drug Supply Chain Security Act (DSCSA): httDs://www.fda.oo /druoVdruo-suoolv-
chain-inteo ri tv/d ruo-suoolv-chain-sec uriW-act-dscsa

FDA Title ll of the Drug Quality and Security Act: hrtos://www.fda.gov/d ruos/d rug-supply
urit -act-dscs -a nd-secu rit -a

FDA Pharmacists: Utilize DSCSA Requirements to protect your patients: https://www.
fda.oov/d ruos/d ( lto -suoolv-cha in-secun tv-act-dscsa/ohar acists-uti I ize-dscsa-
reou irements-oro tect-vour-oatients
NABP How Pharmacies Can Prep Now for the 2023 DSCSA Req uirements: httos://nabo.
oharmacv/newVbloq/how-oha rmacies-can- :[ow-for-the-2023-dscsa-reau i rementy
HDA Enhanced Drug Distribution Security Traceability in 2023 and Beyond position
Statement : httos://www hda.oro/-/med ialodfVoovernment -affa irs/position-
statements/20 0-09-29-enhanced-rx-distri bution-traceabi I itv-in-2023-oosi ion-statement
as hx ? la =en

Disclaimer fhe information contained in this guide is ptovided for informational purposes. tt is not to be considercd as medical,
legal, ot othet professional advice. fhe inforrgtion contained in this guide is provided solety on an 'as is- bask, without any
reprcsentations or waranties, express ot implied. No recipienB ot reades of this guide should act or rcfiain frcm acting on the
basis of any content included in this guide. fhe content of this guide contains general infomation only, and may not rcfte<t the
most current andards, legal developmens, reguhtions or laws. ASHP makes no representation ot waffanty with tespect to this
guide and the information contained hercin, and expressly disclaims any and all tiability with respKt to it, including. but not limiAd
to, a) the accuacy andlot completeness of the information contained in this guide; and b) the consequences of actions taken or
not taken based on any ot all the contents of the guide The contents of the guide address topks of intercst to ou membe9hip
and other audiences, and are offered solely on a blind basis, without any knowledge as to specilic ctcumstances. The application
and impact of rclevant laws and regulations will vary from jurisdiction to jutisdiction. The content of this guide should not be rclied
upon or used as a substitute for consultation with professional advbers.

4

ln Summary:
By Nov. 23, 2023:

ashp.org
ashp



Additional Resources
1. ASHP Drug Supply Chain Resource: https://www.ashp.org/dscsa ?looin return U rl=SSOCheckOn ly

2. Drug Supply Chain Security Act: https://www.govinfo.gov/contenvpkg/PLAW-113oub154/odflPLAW-
1 '13oubl54.odf

3. Drug Supply Chain Security Act Law and Policies: httos://www.fda.gov/drugVdrug-supoly-cha in-
securitv-act-dscsa/druo-suoplv-cha in-security-act-law-and-pol icies

4. Drug Supply Chain Security Act Product Tracing Requirements Frequently Asked euestions:
r

tracing-requ irements-f reo uently-asked-questions

5. Decision Tree Graphic Should this Drug Package or Case Have a Product ldentifier Under the
DSCSA?: https://www.f da.gov/media/1'l 5353/download

6. Verify Wholesale Drug Distributor Licenses: https://www.fda.gov/drugs/drug-supply-chain-integrity/
verifu -wholesale-drug-distributor-l icenses

7. DscsA Standards for the lnteroperable Exchange of lnformation for Tracing of Certain Human,
Finished, Prescription Drugs Guidance for lndustry: httos://www.fda.gov/regulatory-information/
search-fda-g uidance-documents/dscsa-standa rds-interoperable-exchange-information-tracing-
certa in-human-f inished-orescription-drugs

8. ldentifying Trading Partnerc Under the Drug Supply Chain Se<urity Act httos://www.fda.oov/

suoolv-cha in-securitv-act

* Exemption and Exclusion From Certain Requirements of the Drug Supply Chain Se(urity Act
for the Distribution of FDA-Approved Naloxone products During the Opioid public Health
Emergency Guidance for lndustry: httos://www.fda.gov/regu latory-information/sea rch-fda-

m tr
distribution-fda

10. Enhanced Drug Distribution Securitv in 2023 Under the DSCSA - youTube

11. FDA Drug Supply Chain Se<urity Act Implementation Plan: htto://www.fda.gov/Drugs/Drugsafety/
DruglntegrityandSupplyCha inSecurity/DrugSupolyCha in SecurityAcvucm382022.htm

12. FDA Guidance for lndustry: DSCSA lmplementation: ldentification of Suspect product and
Notification:
suoply-cha in-security-act-imolementation-identification-suspect-product-and-notification

-13. FDA G
Poli<y:

uidance for lndustry: DSCSA lmplementation: Product Tra(ing Requirements - Compliance

FDA Website: Are you Ready for the Drug Supply Chain Security Act?: htto://www.fda.oov/DruoV
+ r

''l 5. FDA Website: Know Your Source: Protecting Patients from Unsafe Drugs: http://www.fda.gov/DrugV
Resou rcesForYou/HealthProfessionalyucm3Sg 1 2 l .htm

16. FDA Email Contacts:
DrugTrackandTrace@fda.hhs.gov
CDERDrugSupolvChainlntegrity@fda.hhs.gov
WDD3P
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