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Agenda

® DSCSA Enhanced Requirements Enforcement starts
November 27, 2024

® What steps Buyers should be taking today
® How Cervey helps you manage the new requirements

® Resources Available to you

° Q&A




DSCSA Enhanced Requirements Enforcement
starts November 27, 2024

® The deadline to have interoperable traceability is
November 27, 2024.

® Buyers must be able to receive and validate serialized
data for all products purchased.




What steps Buyers should be taking today

® Ensure you have a solution provider that can receive
and transmit EPCIS data for all eligible transactions
from your pharmacy or hospital system.

® Contact your GPO or GS1 to obtain GLN registration
information for all pharmacy locations and provide
information to your solution provider.

® Contact your primary distributor and direct suppliers
and obtain information regarding their 2024 plans to
provide enhanced product tracing data (EPCIS-level
data).

® Develop Policies and Procedures around DSCSA. | — ’ | g
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How Cervey helps you manage the new
requirements

Validate product and data match ® Easily quarantine product and auto-populate Form 3911

Receive serialized EPCIS data in an interoperable ® Optimize drug recall identification and processing
manner
¢ Streamline expired drug management
Track borrow and loan transactions with Authorized
Trading Partners (ATPs) ® Harness scanning technology for product information,
receiving and verification
Manage EPCIS errors and exceptions
® Access seamless APl integration
Navigate and manage data with simplified reporting
® Policies & Procedures Template



How Cervey helps you manage the new
requirements - Product Validation

Using Cervey’s Verification tool is simple - just scan the
product 2D barcode and validate the information is
complete and accurate.

Verification

Scan |

LIDOCAINE HCL 1% 50 MG/5 ML VL
NDC # 55150-0162-05 Package Size 5 Form VIA
Serial # 6KGSHAPS7RTZZAM Strength 10 mg/mL (1 %) Lot # 3LC222
Expires 08/31/2025 Days till Expiration 474 Recall Count # 0
COUNTY HOSPITAL Seller Morris & Dickson Co.,LLC Mfg AUROMEDICS-EUGI

150.00 AWP 150.00 Quantity 7
8968105 PO Number Hazardous
Quarantine Status Return Status

Scanned by Demo2@dqsatrackit.com on 05/14/2024

Change Verify Status Quarantine ltem Change Return Status




How Cervey helps you manage the new
requirements - Product Validation

® In addition to scanning individual items, users can scan
boxes from wholesalers to verify information for all
packages within the box.

Verification
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How Cervey helps you manage the new
requirements - Recall Management

® Recall Management tools to help identify products
received that are under a recall.

Recall Search

Only ltems Received in Date Range: () Start: | 11/16/2

LOT NUMBER AVAILABILITY

Lot number data availability is not complete. Data availability will be limited until we get closer to November 2024.

Recalls
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How Cervey helps you manage the new
requirements - Expired Drug Management

® Short-dated and expired management tools to help
identify when a product has expired or is about to
expire.

Start Date: | 5/14/2024 Date Span Days:[15 v|  View D

Expirati
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Additional Resources

® Policies and Procedures
® Customizable template of policies and procedures

® Personalized assistance from expert team

TRACKER
POLICIES & PROCEDURES
TEMPLATE

CERVEY



Additional Resources - Cont’d

® Title Il of DQSA: https://www.fda.gov/drugs/drug-supply-
chain-security-act-dscsa/title-ii-drug-quality-and-security-act

® GS1 Website on How to Obtain GLN:
https://www.gs1us.org/industries-and-

insights/standards/global-location-number/get-a-global-
location-number

Cervey Support Email: trackandtracesupport@cervey.com



https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/title-ii-drug-quality-and-security-act
https://www.fda.gov/drugs/drug-supply-chain-security-act-dscsa/title-ii-drug-quality-and-security-act
https://www.gs1us.org/industries-and-insights/standards/global-location-number/get-a-global-location-number
https://www.gs1us.org/industries-and-insights/standards/global-location-number/get-a-global-location-number
https://www.gs1us.org/industries-and-insights/standards/global-location-number/get-a-global-location-number
mailto:trackandtracesupport@cervey.com

Common Questions and Q&A

® Q: What do | (the buyer) need to today to be prepared
for the upcoming changes?

® A: Obtain the GLN for your pharmacy and send it to
Cervey.

® Q: Will I be required to scan every product that comes
into the pharmacy?
® A: No, the law does not state that the pharmacy is
required to scan every product that comes into the
pharmacy. However, Cervey is providing tools to
scan products as needed based on each pharmacy’s
policies and procedures.

® Q: When does this go into effect?
® A: The FDA delayed the enforcement of the DSCSA
until November 27t 2024. What this means is that
by that date, every product coming into your
pharmacy needs to have the matching serialized
data or you will risk being out of compliance.




Justin Hester
DQSA Product Manager
and Industry Expert

jhester@cervey.com
800-710-9348

THANK YOU!



	 
	Agenda
	DSCSA Enhanced Requirements Enforcement starts November 27, 2024
	What steps Buyers should be taking today
	How Cervey helps you manage the new requirements
	How Cervey helps you manage the new requirements – Product Validation
	How Cervey helps you manage the new requirements – Product Validation
	How Cervey helps you manage the new requirements – Recall Management
	How Cervey helps you manage the new requirements – Expired Drug Management
	Additional Resources
	Additional Resources – Cont’d
	Common Questions and Q&A
	Slide Number 13

