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PURPOSE

The purpose of this procedure is to define the process of conducting recall activities including receiving
notification of the decision to recall product, regulatory notification of recall activities, retrieval of
recalled product, and/or destruction of recalled products distributed by LifeScience Logistics. Removal
and correction activities requested by the Client are also addressed.

SCOPE
This procedure applies to all LifeScience Logistics Distribution Centers.

REFERENCES
21CFR7 Recalls (Including Product Corrections)
21 CFR 211 Current Good Manufacturing Processes for Finished Pharmaceuticals
21 CFR 803 Medical Device Reporting
21 CFR 806 Medical Devices; Reports of Corrections and Removals
21 CFR 810 Medical Device Recall Authority
ISO 13485 Medical Devices — Quality Management Systems
SOP 1003.01 Recall Log
SOP 1003.02 Recalled Product Management Form
SOP 1003.03 Recall Placard
SOP 1003.04 Recall Report
SOP 1101 Control of Records
SOP 2003 Commercial Returned Merchandise
SOP 4003 Destruction of Product
WI300.11 SNS Hold, Release and ENR
WI400.09 Commercial Hold and Release
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4.0 DEFINITIONS

Class | Recall

A situation where there is a reasonable probability that the use of, or
exposure to, a violative product will cause serious adverse health
consequences or death.

Class Il Recall

A situation in which use of, or exposure to, a violative product may
cause temporary or medically reversible adverse health
consequences or where the probability of serious adverse health
consequences is remote.

Class Il Recall

A situation in which use of, or exposure to, a violative product is not
likely to cause adverse health consequences but violate FDA labeling
or manufacturing laws.

Client

An organization using the services of LSL based on a contractual
agreement.

Consignee

Any person or firm that has received, purchased, or used a device
involved in a correction or recall. This does not include lay individuals
or patients.

Correction

A repair, modification, adjustment, relabeling, destruction, or
inspection of a product without its physical removal to some other
location.

Extended, Not
Relabeled (ENR)

A product’s expiration date has been extended by FDA for emergency
response situations but has not been relabeled to reflect the new
expiration date. ENR is used as a product type to match Client
inventory system.

Importer of Record

Party in whose name the entry is made. For example, a Customs
House Broker might make an entry and become the “importer of
record” by using his importer ID and bond on behalf of his client, the
true “importer of record” is the person or company filing the
redelivery bond under Section 802(b) and 536(b) of the FD&C Act [21
U.S. C. 382(b) and 360mm (b)].

Market Withdrawal

The removal or correction of a distributed product which involves a
minor violation that would not be subject to legal action by the FDA
or which involves no violation.

Medical Device Report

FDA requirement for medical device manufacturers to report
incidents where death or serious injury have occurred or have the
potential to occur. As the distributor, LSL is not responsible for
reporting, but must maintain records of incidents.

Recall A voluntary action taken by a firm to correct or remove from the
market any product that is in violation of laws administered by the
FDA.

Removal Physical removal of a device or drug from its point of use to some

other location for repair, modification, adjustment, relabeling,
destruction, or inspection.
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Safety Alert Notification to users that the use of a product may, in certain

circumstances, pose a risk of substantial harm.

Voluntary Withdrawal

A manufacturer initiated removal from market due to a potential risk
to patients.

ABBREVIATIONS/ACRONYMS

AM Account Manager

CEO Chief Executive Officer

CFR Code of Federal Regulations
ENR Extended, Not Relabeled

FDA Food and Drug Administration
IC Inventory Control

LSL LifeScience Logistics

MDR Medical Device Report

OPS Operations

OTC Over the Counter

QA Quality Assurance

RC Recall Hold

RMA Returned Merchandise Authorization
SNS Strategic National Stockpile
SOP Standard Operating Procedure
Wi Work Instruction

RESPONSIBILITY

QA/Functional Owner

Maintain this procedure in accordance with the LSL document and
data control system.

Lead all recall activities.

Ensure electronic segregation of recalled product within the LSL
warehouse.

Perform FDA Notification if applicable.

Ensure training requirements by position are updated in the Quality
Management System to align with tasks listed in each document’s
revision.

Approve documents to meet the purpose of the procedure and meet
current revision guidelines.

Operations

Performs physical segregation of recalled product within the LSL
warehouse.
Attaches Recall Placards to recalled product.

Inventory Control

Provide inventory and distribution records for affected product.
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Client Services Provide a list of Ship-To contact information for all recalled product.
Monitor status of recalled product and provide status updates as
necessary.

For LSL-led recall activities, prepare and mail recall notices and
participate in effectiveness checks.

Users Understand and perform this procedure as described, including any
procedures included by reference.

Promptly report any problems or deviations from the procedure to
Supervisor or designee.

7.0 PROCEDURE
Overview

Recall Activities
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LifeScience Logistics
Title: Recalls, Removals, and Corrections

Number: SOP 1003 Rev Date: 31 MAR 2021

LSL-Led Recall Activities
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Removals, Corrections or Voluntary Withdrawals

Safety Alerts

8.0 ADDITIONAL INFORMATION
Control of Records

Confidentiality Statement

8.2 All LifeScience Logistics documents are confidential and proprietary. Consent must be obtained
from CEO/Principal and/or Director of Quality and Regulatory Affairs prior to reproduction or
transmission in any form.
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9.0 REVISION HISTORY
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10.0 TRAINING RECORD

Training Date Type of Training
L] Self-Training — Level 2 | [ Trainer Led — Level 3 L] Trainer Led — Level 4
with optional Module with Module

Trainee: Initial and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name Trainee Signature Department Date

Trainer: Signature below indicates you have presented training on the procedure listed to the employees listed

above.
Training Event Number Trainer Printed Name Trainer Signature
J (N/A if Self-Training) (N/A if Self-Training)
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LifeScience Logistics

Title: Commercial Returned Merchandise
Number: SOP 2003 Rev.Date:  07-Oct-2022
Rev. Level: 007

PURPOSE

SCOPE
Merchandise returned to an LSL facility as a result of a recall, market withdrawal, over-shipment,

wrong item shipped, Customer complaint, Customer order cancellation or as a free astray are all within
scope.

REFERENCES

The purpose of this procedure is to describe the process to receive, isolate, store and inspect any
merchandise returned from a Commercial Customer or Client. This procedure applies to all LSL
facilities that warehouse Commercial Clients’” merchandise.

WI400.07 Commercial Returns, covers undeliverable addresses and free astrays.

Client-specific instructions on handling returns supersede this SOP.

21 CFR 210 & 211

Current Good Manufacturing Practices for Finished Pharmaceuticals

21 CFR 820 Quality System regulation

ISO 13485 Medical Devices — Quality Management Systems

SOP 1003 Recalls, Removals, and Corrections

SOP 1101 Control of Records

SOP 1350 Deviation/CAPA — Commercial

SOP 1350.01 Deviation Report — Commercial

SOP 2003.02 Returned Merchandise Authorization Log

SOP 2003.03 Free Astray Log

SOP 4001 Handling of Product Complaints

SOP 4003 Destruction of Products

SOP 4004 Client/Customer Feedback — Commercial

W1 200.03 DEA Inventory

WI200.06 DEA Theft or Loss

WI1400.02 Commercial Inventory Management

WI400.07 Commercial Returns

WI1400.07.02 DEA Commercial Returns Form

WI400.09 Commercial Hold and Release

WI400.09.03 Damaged Product Form — Commercial

WI1400.15 Handling of Client/Customer Feedback — Commercial
EFINITIONS

Call Tag Number

A unique identifier for an appointment time/date for a common
carrier to pick up the materials to be returned to LSL.

Client LSL’s contractual business partner who supplies product to LSL.
Counterfeit A fraudulent imitation of legitimate merchandise.
Customer “ship to” location, aka Client’s Customer.
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Current

LifeScience Logistics

Title: Commercial Returned Merchandise

Number:

SOP 2003

Rev. Level: 007

Rev. Date: 07-Oct-2022

Customer Return

Merchandise which was shipped from LSL facilities and is sent back to
LSL.

Free Astray

Returned materials arriving at LSL without an RMA,; also known as a
blind return.

Merchandise

Any Client pharmaceutical, medical device, labeling, kits, in-process
material, etc. where the Client owns the product and LSL distributes.

Product Complaint

Any written, electronic or oral communication that alleges
deficiencies related to the identity, quality, durability, reliability,
safety, effectiveness, or performance of a device or drug product
after Client releases for distribution.

Return Merchandise
Authorization (RMA)

Tracking number assigned by WMS for each return

Temperature Sensitive

Any product with a label stating a temperature range for storage.

Product
ABBREVIATIONS/ACRONYMS

3PL Third Party Logistics

AM Account Manager

CEO Chief Executive Officer

CFR Code of Federal Regulations

cQcu Corporate Quality Control Unit

DEA Drug Enforcement Agency

FDA Food and Drug Administration

FTS Full Time Supervisor

LSL LifeScience Logistics

PPE Personal Protective Equipment

QA Quality Assurance

RMA Return Merchandise Authorization

SDS Safety Data Sheet

SISPQ Safety, Identity, Strength, Purity, Quality

SOP Standard Operating Procedure

VAWD Verified-Accredited Wholesale Distributors

Wi Work Instruction

WMS Warehouse Management System

RESPONSIBILITY

cQcu Maintain this procedure in accordance with the LSL document and
data control system.

Customer Service / Ensure training requirements by position are updated in MQ1 to align

Functional Owner with tasks listed in each document’s revision.
Approve documents to meet the purpose of the procedure and meet
current revision guidelines.
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Current

LifeScience Logistics

Title: Commercial Returned Merchandise

Number: SOP 2003 Rev.Date:  07-Oct-2022
Rev. Level: 007

Understand and perform this procedure as described, including any
procedures included by reference.

Promptly report any problems or deviations from procedure to
Supervisor or designee.

7.0 PROCEDURE

Customer Services Authorization of Returns

CONFIDENTIAL
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LifeScience Logistics
Title: Commercial Returned Merchandise
Number: SOP 2003
Rev. Level: 007

Receiving and Inspecting the Return

Rev. Date: 07-Oct-2022

Inspection of In-house Returned Merchandise

Client Final Disposition
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LifeScience Logistics
Title: Commercial Returned Merchandise

Number: SOP 2003
Rev. Level: 007

Rev. Date: 07-Oct-2022

8.0 ADDITIONAL INFORMATION
Control of Records

Confidentiality Statement
All Life Science Logistics documents are confidential and proprietary. Consent must be obtained from

LSL CEO or Quality Leadership Management prior to reproduction or transmission in any form.

9.0 REVISION HISTORY

CONFIDENTIAL
Page 5 of 6
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Current

LifeScience Logistics

Title: Commercial Returned Merchandise
Number: SOP 2003 Rev.Date:  07-Oct-2022
Rev. Level: 007

10.0 TRAINING RECORD

Training Date Type of Training
[ Self-Training — Read and [ Trainer Led — Read and [ Trainer Led — Read and
Understand Exhibit Competency with Exhibit Competency with
optional Module Module and Optional
Assessment

Trainee: Signature and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name Trainee Signature Department Date

Trainer: Signature below indicates you have presented training on the procedure listed above and confirm all
listed employees completed training as defined.

Document Training Number Trainer Printed Name Trainer Signature
8 (N/A if Self-Training) (N/A if Self-Training)

CONFIDENTIAL
Page 6 of 6



LifeScience Logistics

Title: Prescription Drug Destruction of Products
Number: SOP 7000 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: lof6

1.0 PURPOSE

The purpose of this procedure is to describe the process to destroy Prescription Drug Program
product. This procedure is used once CQCU has determined the product has become a waste.

2.0 SCOPE

Products may require destruction as based on CQCU'’s disposition.

Product destruction for any reason is performed only at CQCU’s direction.

Commercial facilities are out of scope.

Government facilities are out of scope.

Stockpile facilities are out of scope.

3.0 REFERENCES

40 CFR Part 260-262 EPA Resource Conservation and Recovery Act (RCRA)
US DOT 49 CFR parts Motor Carrier Safety Standards

390-396

SOP 1003 Recalls, Removals, and Corrections

SOP 1031 Vendor Qualification

SOP 1101 Control of Records

SOP 7003 Prescription Drug Returned Merchandise

WI 600.06 Prescription Drug Hold and Release

WI 600.10 Prescription Drug Pick/Pack/Ship

4.0 DEFINITIONS

Certificate of
Destruction

Proof of Destruction record provided by the entity contracted by LSL
to destroy product, which ensures the product (as defined below)
cannot be used in counterfeiting activities

Customer

Agency “ship to” location

Customer Return

Product which was shipped from LSL facilities and sent back to LSL

Hazardous Waste

Waste or combination of wastes of a solid, liquid, contained gaseous,
or semisolid form which may cause, or contribute to, an increase in
mortality or an increase in serious irreversible, or incapacitating
reversible illness, taking into account the toxicity of such waste, its
persistence and degradability in nature, its potential for accumulation
or concentration in tissue, and other factors that may otherwise
cause or contribute to adverse or chronic effects on the health of
persons or other organisms. §243.101 (EPA Definition)

Product

Any LSL owned pharmaceutical, labeling, in-process material, etc.
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7.0

LifeScience Logistics

Title: Prescription Drug Destruction of Products
Number: SOP 7000 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 20f6

Transportation Storage
Disposal Facility — TSDF

Contracted Vendor to pick up and destroy hazardous or other waste

Waste Profile

Description and characterization of LSL’s product, once deemed
waste for disposal or destruction

ABBREVIATIONS/ACRONYMS
AM Account Manager
CEO Chief Executive Officer
CFR Code of Federal Regulations
cQcu Corporate Quality Control Unit
DOT Department of Transportation
EPA Environmental Protection Agency
LSL LifeScience Logistics
LQG Large Quantity Generator
PM Project Manager
QA Quality Assurance
QS Quarantine Shipping
RCRA Resource Conservation and Recovery Act
SOP Standard Operating Procedure
SQG Small Quantity Generator
TSDF Transportation Storage Disposal Facility (EPA term)
VAWD Verified Accredited Wholesale Distributors
VSQG Very Small Quantity Generator

RESPONSIBILITY

cQcu

Maintain this procedure in accordance with the LSL document and
data control system.

Functional Owner

Ensure training requirements by position are updated in the Quality
Management System to align with tasks listed in each document’s
revision.

Approve documents to meet the purpose of the procedure and meet
current revision guidelines.

Users Understand and perform this procedure as described, including any
procedures included by reference.
Promptly report any problems or deviations from the procedure to
your Supervisor or designee.
PROCEDURE
Overview

CONFIDENTIAL

Exempt from disclosure pursuant to Section 119.0715, F.S.




‘ LifeScience Logistics

Title: Prescription Drug Destruction of Products
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Product Disposition

CONFIDENTIAL
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Title: Prescription Drug Destruction of Products
Number: SOP 7000 Rev Date: 29 APR 2021

Product Destruction

CONFIDENTIAL

Exempt from disclosure pursuant to Section 119.0715, F.S.



LifeScience Logistics

Title: Prescription Drug Destruction of Products
Number: SOP 7000 Rev. Date: 29 APR 2021
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8.0 ADDITIONAL INFORMATION
Control of Records

Confidentiality Statement

8.2 All LifeScience Logistics documents are confidential and proprietary. Consent must be obtained
from CEO/Principal and/or Director of Quality & Regulatory Affairs prior to reproduction or
transmission in any form

9.0 REVISION HISTORY

CONFIDENTIAL

Exempt from disclosure pursuant to Section 119.0715, F.S.



LifeScience Logistics

Title: Prescription Drug Destruction of Products
Number: SOP 7000 Rev. Date: 29 APR 2021
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10.0 TRAINING RECORD

Training Date Type of Training
[] Self-Training — Level 2 | [ Trainer Led — Level 3 L] Trainer Led — Level 4
with optional Module with Module

Trainee: Initial and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name Trainee Signature Department Date

Trainer: Signature below indicates you have presented training on the procedure listed to the employees listed

above.
Training Event Number Trainer Printed Name Trainer Signature
g (N/A if Self-Training) (N/A if Self-Training)

CONFIDENTIAL
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LifeScience Logistics

Title: Prescription Drug Returned Merchandise

Number: SOP 7003 Rev. Date: 29 APR 2021

Rev. Level: 000 Page: lof6
PURPOSE

The purpose of this procedure is to describe the process to receive, isolate, store and inspect any
merchandise returned from a Prescription Drug Program customer. This procedure applies to all LSL
facilities that warehouse Prescription Drug Program merchandise.

SCOPE

Merchandise returned to an LSL facility as a result of a recall, market withdrawal, over-shipment,

wrong item shipped, Customer complaint, Customer order cancellation or as a free astray are all within

scope.

W1 600.11, Prescription Drug Returns, covers undeliverable addresses and free astrays.

Client-specific instructions on handling returns supersede this SOP.

REFERENCES
21 CFR 210 & 211 Current Good Manufacturing Practices for Finished Pharmaceuticals
21 CFR 820 Quality System regulation
ISO 13485 Medical Devices — Quality Management Systems
SOP 1003 Recalls, Removals, and Corrections
SOP 1101 Control of Records
SOP 1351 Deviation/CAPA — RX
SOP 1351.01 Deviation Report — RX
SOP 7000 Prescription Drug Destruction of Products
SOP 7003.01 Returned Merchandise Authorization Log
SOP 7003.02 Free Astray Log
WI 600.06 Prescription Drug Hold and Release
WI 600.06.02 Damaged Product Form - RX
WI1600.11 Prescription Drug Returns
WI1600.15 Prescription Drug Inventory Management
WI 600.24 Pharmacovigilance
DEFINITIONS

Call Tag Number

A unique identifier for an appointment time/date for a common
carrier to pick up the materials to be returned to LSL.

Counterfeit

A fraudulent imitation of legitimate merchandise.

Customer

“ship to” location

Customer Return

Merchandise which was shipped from LSL facilities and is sent back to
LSL.

Free Astray

Returned materials arriving at LSL without an RMA; also known as a
blind return.

Merchandise

Any Client pharmaceutical, medical device, labeling, kits, in-process
material, etc. where the Client owns the product and LSL distributes.
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LifeScience Logistics

Title: Prescription Drug Returned Merchandise
Number: SOP 7003 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 20f6

Product Complaint

Any written, electronic or oral communication that alleges
deficiencies related to the identity, quality, durability, reliability,
safety, effectiveness, or performance of a device or drug product
after Client releases for distribution.

Return Merchandise
Authorization (RMA)

Tracking number assigned by WMS for each return

Temperature Sensitive
Product

Any product with a label stating a temperature range for storage.

ABBREVIATIONS/ACRONYMS
3PL Third Party Logistics
AM Account Manager
CEO Chief Executive Officer
CFR Code of Federal Regulations
cQcu Corporate Quality Control Unit
DEA Drug Enforcement Agency
FDA Food and Drug Administration
FTS Full Time Supervisor
LSL LifeScience Logistics
PPE Personal Protective Equipment
QA Quality Assurance
RMA Return Merchandise Authorization
SDS Safety Data Sheet
SISPQ Safety, Identity, Strength, Purity, Quality
SOP Standard Operating Procedure
VAWD Verified-Accredited Wholesale Distributors
Wi Work Instruction
WMS Warehouse Management System

RESPONSIBILITY

cQcu

Maintain this procedure in accordance with the LSL document and
data control system.

Customer Service /
Functional Owner

Ensure training requirements by position are updated in the Quality
Management System to align with tasks listed in each document’s
revision.

Approve documents to meet the purpose of the procedure and meet
current revision guidelines.

Users

Understand and perform this procedure as described, including any
procedures included by reference.

Promptly report any problems or deviations from procedure to
Supervisor or designee.
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Title: Prescription Drug Returned Merchandise
Number: SOP 7003 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 30f6

7.0 PROCEDURE
Background

Customer Services Authorization of Returns
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LifeScience Logistics

Title: Prescription Drug Returned Merchandise
Number: SOP 7003 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 4 of 6

LSL “Turns the Truck Around”

Inspection of In-house Returned Merchandise

Final Disposition
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LifeScience Logistics

Title: Prescription Drug Returned Merchandise
Number: SOP 7003 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 50of6

8.0 ADDITIONAL INFORMATION
Control of Records

Confidentiality Statement

8.2 All LifeScience Logistics documents are confidential and proprietary. Consent must be
obtained from CEO/Principal and/or Director of Quality and Regulatory Affairs prior to
reproduction or transmission in any form.

9.0 REVISION HISTORY
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Title: Prescription Drug Returned Merchandise
Number: SOP 7003 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 6 of 6

10.0 TRAINING RECORD

Training Date Type of Training
[] Self-Training — Level 2 | [ Trainer Led — Level 3 L] Trainer Led — Level 4
with optional Module with Module

Trainee: Initial and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name Trainee Signature Department Date

Trainer: Signature below indicates you have presented training on the procedure listed to the employees listed

above.
Training Event Number Trainer Printed Name Trainer Signature
g (N/A if Self-Training) (N/A if Self-Training)
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@ethapharm

Administrative

Title:
Management of SIP
Information Requests

Section: Operations

SOP Number: AD-206.002

Effective Date: SEP 07, 2023

Pagelof3

Issued by: Quality Assurance

Note: Controlled Copies are identified in SOP footer.

Director, QA

Nina Kazarians

Prepared by: Name: Signature/Date:
Manager, QA Kristy Moffatt Refer to QT-9 QMS
Reviewed by: Name: Signature/Date:
Director, Operations John Zanin Refer to QT-9 QMS
Approved by: Name: Signature/Date

Refer to QT-9 QMS

1.0 Purpose

To describe a procedure for escalation and management of FDA’s Section 804 Importation
Program (SIP) Regulatory Agency communications and information requests received by
Methapharm Inc. (Methapharm).

2.0 Scope

This procedure applies to Methapharm employees who receive information requests from
Regulatory Agencies (federal or state), US Importer representatives or distributor
representatives related to prescription drug products supplied by Methapharm under FDA's
Section 804 Importation Program (SIP).

3.0 Responsibility

It is the responsibility of Department Management to ensure that the employees performing
activities with respect to FDA’s Section 804 Importation Program (SIP) are trained on this
procedure and follow this SOP as applicable.

4.0 References and Related SOPs

-Section 804(b) through (h) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C.
384(b) through (h))

-US FDA - Importation of Prescription Drugs Final Rule Questions and Answers Guidance for
Industry (Small Entity Compliance Guide), May 2022

5.0 Forms/Attachments

None.

CONFIDENTIAL



@ethapharm

Administrative

Title:
Management of SIP
Information Requests

Section: Operations

SOP Number: AD-206.002

Effective Date: SEP 07, 2023

Page 2 of 3

6.0 Definitions

6.1 Reguatory Agency: An independent governmental body (state or federal) established by
legislative act in order to set standards in a specific field of activity, or operations, in the
private sector of the economy and then to enforce those standards (i.e. US FDA, Health

Canada).

6.2 SSl: A unique alphanumeric number of up to 20 characters that is affixed by Methapharm
to each shipper case of product that is sold to a US Importer.

7.0 Procedure

8.0 Records
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Information Requests SOP Number: AD-206.002

Section: Operations

Administrative Effective Date: SEP 07, 2023 Page30f3

9.0 Revision History
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LifeScience Logistics

Title: Prescription Drug DSCSA Track/Trace

Number: WI 600.03

Rev. Level: 001

Rev. Date: 11-APR-2023

1.0 PURPOSE

The purpose of this document is to outline the Prescription Drug Tracking and Tracing processes
at LifeScience Logistics to fulfill the regulatory requirements of the Drug Supply Chain Security
Act for Third-Party Logistics Providers.

2.0 SCOPE

This procedure applies to all LSL facilities and vendors who are responsible for shipping,
receiving, repackaging and re-serialization of drug product received from Contract
Manufacturing Organizations for commercial sale.

3.0 REFERENCES

21CFR 211 Current Good Manufacturing Practices for Finished Pharmaceuticals
H.R. 3204 (21 Drug Supply Chain Security Act

U.S.C. 301)

SOP 1800 Training and Qualification

SOP 1101 Control of Records

SOP 1100 Document Control

WI 600.05 Prescription Drug Receiving

W1 600.06 Prescription Drug Hold and Release

W1 600.07 Prescription Drug Initial Sampling and Laboratory Testing
WI600.08 Prescription Drug Relabeling Requirements and Process
WI 600.10 Prescription Drug Pick/Pack/Ship

WI 600.15 Prescription Drug Inventory Management

4.0 DEFINITIONS

Axway Data
Repository

Serialization Information Management System

Decommission

Formal process to remove or deactivate. For example, remove original
data or deactivate current systems.

Product Data

Serialized information pertaining to the product

Product Identifier

Standardized graphic that includes, in both human-readable form and
on a machine-readable data carrier that conforms to the standards
developed by a widely recognized international standards development
organization, the standardized numerical identifier, lot number, and
expiration date of the product.

Reconciliation

Process to verify and compare product data to the packaged product.

CONFIDENTIAL




LifeScience Logistics

Title: Prescription Drug DSCSA Track/Trace
Number: __ WI600.03 Rev.Date:  11-APR2023
Rev. Level: 001

Serialization Application of a unique identifier assigned randomly or sequentially to
an item intended to provide a singular reference to a specific product
or product package. The serial identifier may be composed of numbers
or an alphanumeric character string of fixed or variable length.

Transaction Refers to the FDA DSCSA requirement to capture drug product and

Record supply network information at each change of ownership. Includes the
Transaction History, Transaction Information and Statement as defined
in DSCSA.
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5.0

6.0

7.0

LifeScience Logistics

Title: Prescription Drug DSCSA Track/Trace
Number: V1600.05 Rev.Date:  11-APR-2023
Rev. Level: 001
ABBREVIATIONS/ACRONYMS

BOL Bill of Lading

CcMO Contract Manufacturing Organization

cacu Corporate Quality Control Unit

DSCSA Drug Supply Chain Security Act

LSL LifeScience Logistics

QA Quality Assurance

SDS Safety Data Sheet

SOP Standard Operating Procedure

Wi Work Instruction

RESPONSIBILITY

cQcu

Maintain this procedure in accordance with the LSL document and
data control system.

Manages the quarantine, testing and release of the drug product.
Maintains quality and security according to DSCSA.

Foreign Seller

Provides drug product for wholesale to LSL for distribution according
DSCSA.

Shipping and
Receiving

Provides documentation in preparation of shipping and receiving
product according to LifeScience Logistics procedures.

Vendor/Re-labeler

Responsible for the decommission of original product data and the
reserialization and relabeling of the product according to DSCSA and
LifeScience Logistics requirements.

SERIALIZATION OF DRUG PRODUCT
Overview
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Number:
Umber Rev. Date: 11-APR-
Rev. Level:

Receiving Drug Product from Drug Product Wholesaler

Vendor Re-labelling
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Number:
Rev. Level: 001

Re-labelled and Reserialized Product

DSCSA Verification Requirements
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Title: Prescription Drug DSCSA Track/Trace

. i
Number: WI 600.03 Rev.Date:  11-APR2023
Rev. Level: 001

8.0 ADDITIONAL INFORMATION
8.1 Control of Records

8.2 Confidentiality Statement
All LifeScience Logistics documents are confidential and proprietary. Consent must be
obtained from the CEO/Principal and/or Director of Quality and Regulatory Affairs prior
to reproduction or transmission in any form.

9.0 REVISION HISTORY
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Title: Prescription Drug DSCSA Track/Trace
Number: YV 600.03 Rev.Date:  11-APR-2023
Rev. Level: 001

10.0 TRAINING RECORD

Training Date

Type of Training

[ Self-Training — Level 2 [ Trainer Led — Level 3 with

optional Module

[ Trainer Led — Level 4
with Module

Trainee: Signature and date indicates you have trained and understand this procedure and all
associated documents as well as the training module/material listed above.

Trainee Printed Name

Trainee Signature

Department

Date

Trainer: Signature below indicates you have presented training on the procedure listed to the
employees listed above.

Training Event Number

Trainer Printed Name
(N/A if Self-Training)

Trainer Signature
(N/A if Self-Training)
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1.0

2.0

3.0

4.0

5.0

Life Science Logistics

Title: Prescription Drug Returns

Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 1of9
PURPOSE

The purpose of this procedure is to define the processes of receiving, storing and following
CQCU disposition of saleable and non-saleable returned Prescription Drug merchandise.

SCOPE

This procedure applies to all saleable and non-saleable returned merchandise within LSL
Prescription Drug Program facilities inclusive of domestic or imported RX prescription drugs.

REFERENCES
21 CFR Part Current Good Manufacturing Practices for Finished Pharmaceuticals,
211.204 Subpart K Returned and Salvaged Drug Products
21 CFR Part 820 Quality System Regulations
SOP 1101 Control of Records
SOP 7000 Prescription Drug Destruction of Products
SOP 7003 Prescription Drug Returned Merchandise
SOP 7003.01 Returned Merchandise Authorization Log — RX
SOP 7003.02 Free Astray Log — RX
WI 600.06 Prescription Drug Hold and Release
WI 600.06.01 Quarantine Placard — RX
DEFINITIONS
The unique tracking number assigned for carrier pick up for the package
Call Tag . , .
to be returned with LSL’s carrier account number, name, and address
Free Astray Return without an RMA number referenced on the return
Organization Within WMS, the Client Code used for a specific Client
Receipt field WMS text field for entering RMA number
ABBREVIATIONS/ACRONYMS
AM Account Manager
BOL Bill of Lading
CAS Customer Account Specialist
CEO Chief Executive Officer
CFR Code of Federal Regulations
cQcu Corporate Quality Control Unit
CRT Controlled Room Temperature
CS Client Services
ERP Enterprise Resource Planning
FA LOG Free Astray Log
ISM Inventory Status Modification
LSL Life Science Logistics
QA QA
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6.0

7.0

Life Science Logistics

Title: Prescription Drug Returns

Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 20f9

QUAR Quarantine

RMA Return Merchandise Authorization

RMA LOG Return Merchandise Authorization Log

SOP Standard Operating Procedure

uoM Unit of Measure

Wi Work Instruction

WMS Warehouse Management System

RESPONSIBILITY

cQcu

Maintain this procedure in accordance with the LSL document and data
control system.

Functional Owner

Ensure training requirements by position are listed in the Quality
Management System to align with tasks listed in each document’s
revision.

Approve documents to meet the purpose of the procedure and meet
current revision guidelines.

Users Understand and perform this procedure as described, including any
procedures included by reference.
Promptly reports any problems or deviations from the procedure to
your Supervisor or designee.
PROCEDURE
Overview

CONFIDENTIAL
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Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 30f9

Staging and Inspection
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Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 4 0of9
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Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 50f9
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Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 6 of9
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Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: Page: 7 of9

Other Returned Merchandise

CQCU Disposition

8.0 ADDITIONAL INFORMATION
Control of Records
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Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 8of9

Confidentiality Statement

All Life Science Logistics documents are confidential and proprietary. Consent must be obtained
from the CEO/Principal and/or Director of Quality and Regulatory Affairs prior to reproduction
or transmission in any form.

REVISION HISTORY

CONFIDENTIAL

Exempt from disclosure pursuant to Section 119.0715, F.S.



Life Science Logistics

Title: Prescription Drug Returns
Number: WI1600.11 Rev. Date: 29 APR 2021
Rev. Level: 000 Page: 90f9

10.0 TRAINING RECORD

Training Date Type of Training

[] Self-Training — Level 2 | [ Trainer Led — Level 3 L] Trainer Led — Level 4
with optional Module with Module

Trainee: Initial and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name Trainee Signature Department Date

Trainer: Signature below indicates you have presented training on the procedure listed to the employees

listed above.
Training Event Number Trainer Printed Name Trainer Signature
g (N/A if Self-Training) (N/A if Self-Training)
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1.0

2.0

3.0

4.0

5.0

LifeScience Logistics

Title: Prescription Drug Vendor Returns and Quarantine Shipping

Number: WI1600.27 Rev. Date: 12 MAY 2021

Rev. Level: 000 Page: lof7
PURPOSE

The purpose of this procedure is to define the process for returning product to vendors and/or
shipping quarantined product.

SCOPE

This procedure applies to all LSL Prescription Drug Program facilities.

Quarantine shipping and returns to vendors are in scope.

Shipping released (not quarantined) product using the Vendor Returns module is within scope.

REFERENCES
21 CFR 211 Current Good Manufacturing Practices for Finished Pharmaceuticals
21 CFR 820 Quality Systems Regulations
SOP 1101 Control of Records
SOP 7000 Prescription Drug Destruction of Products
SOP 7002 Import/Export — RX
WI 600.06 Prescription Drug Hold and Release
WI600.27.01 International Shipping for Small Parcel using UPS WorldShip
WI600.27.02 International Shipping for LTL using UPS WorldShip
DEFINITIONS
TECSYS Elite System for inventory, orders, cash applications
Quarantined Product that is physically and/or electronically segregated for quality
Product reasons or at Client request
Vendor Any Entity as a “ship to” location that is not a customer of LSL’s Client.

IE destruction vendor, manufacturer, repackager, Client etc.

ABBREVIATIONS/ACRONYMS

AM Account Manager

CC Client Code

CEO Chief Executive Officer

CFR Code of Federal Regulations
cQcu Corporate Quality Control Unit
DMS Distribution Management System
LSL LifeScience Logistics

QA Quality Assurance

QS Quarantine Shipping

VR Vendor Return

Wi Work Instruction
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Title: Prescription Drug Vendor Returns and Quarantine Shipping
Number: WI1600.27 Rev. Date: 12 MAY 2021
Rev. Level: 000 Page: 20f7

6.0 RESPONSIBILITY

cQcu Maintain this procedure in accordance with the LSL document and
data control system.

Functional Owner Ensure training requirements by position are updated in MQ1 to align
with tasks listed in each document’s revision.

Approve documents to meet the purpose of the procedure and meet
current revision guidelines.

Users Understand and perform this procedure as described, including any
procedures included by reference.

Promptly reports any problems or deviations from the procedure to
your Supervisor or designee.

7.0 PROCEDURE
Overview

Quarantine Shipping: DMS
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Title: Prescription Drug Vendor Returns and Quarantine Shipping
Number: WI1600.27 Rev. Date: 12 MAY 2021
Rev. Level: 000 Page: 30f7

Vendor Return Entry: DMS
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Title: Prescription Drug Vendor Returns and Quarantine Shipping
Number: WI1600.27 Rev. Date: 12 MAY 2021
Rev. Level: 000 Page: 6 of 7

8.0 ADDITIONAL INFORMATION
Control of Records

Confidentiality Statement

8.2 All LifeScience Logistics documents are confidential and proprietary. Consent must be
obtained from the CEQ/Principal and/or VP of Quality and Compliance prior to
reproduction or transmission in any form.

9.0 REVISION HISTORY
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Title: Prescription Drug Vendor Returns and Quarantine Shipping
Number: WI1600.27 Rev. Date: 12 MAY 2021
Rev. Level: 000 Page: 7 of 7

10.0 TRAINING RECORD

Training Date

Type of Training

(1 Self-Training — Level 2

[ Trainer Led — Level 3
with optional Module

O Trainer Led — Level 4
with Module

Trainee: Initial and date indicates you have trained and understand this procedure and all associated
documents as well as the training module/material listed above.

Trainee Printed Name

Trainee Signature

Department

Date

Trainer: Signature below indicates you have presented training on the procedure listed to the employees
listed above.

Training Event Number

Trainer Printed Name
(N/A if Self-Training)

Trainer Signature

(N/A if Self-Training)
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	SOP 1003 - Recalls, Removals, and Corrections
	1.0 PURPOSE
	2.0 SCOPE
	3.0 REFERENCES
	4.0 DEFINITIONS
	5.0 ABBREVIATIONS/ACRONYMS
	6.0 RESPONSIBILITY
	7.0 PROCEDURE
	Overview
	7.1 LSL does not manufacture products; therefore, recalls are generally initiated and led by an outside source.
	7.1.1 See the LSL-Led Recall Activities section of this SOP for exceptions.

	7.2 Removals, Corrections and Voluntary Withdrawals by a manufacturer are not considered recalls but are covered in this SOP.
	7.3 Any LSL employee may be notified of a recall.
	7.3.1 Notification of a Recall may come from the Client or a governing regulatory agency at any time.
	7.3.2 The notification may be presented verbally, through electronic media, or in writing.


	Recall Activities
	7.4 Assemble a Recall Team.
	7.4.1 Required Members:
	 Director of Quality Assurance & Regulatory Affairs (Team Lead) or designee
	 Operations Management Representative
	 Inventory Control
	 Client Services Representatives (i.e. Account Management and Customer Service), Commercial Only
	 Other departmental representatives as needed

	7.4.2 Participate to the extent required to ensure an appropriate response by all departments to the product recall.

	7.5 Upon notification of the requirement to recall products, Initiator obtains Recall Number from QA.
	7.5.1 If the notification is received outside normal business hours, obtain Recall Number the next business day.

	7.6 QA issues a Recall Number and records appropriate recall information on SOP 1003.01, Recall Log.
	7.6.1 The Recall Number is assigned to uniquely identify each recall.
	7.6.2 The Recall Number follows the format of RCL-LOC-YY-XXXX where:
	 RCL: Recall
	 LOC: Three letter location designation for LSL location involved in Recall
	◦ If multiple sites are involved, use COR for LOC

	 YY: Two digit year
	 XXXX: Four digit sequential number


	7.7 Initiator and or a Recall Team Member sends email to Inventory Control with product recall information to find out sites affected.
	7.8 Initiator completes Section 1 INITIATION of SOP 1003.02, Recalled Product Management Form.
	 Section 4 RECALL NOTES may be used as needed at any time.

	7.9 QA ensures the Director of Quality and Regulatory Affairs and/or the CEO/Principal is aware of the recall.
	7.10 Initiator forwards SOP 1003.02, Recalled Product Management Form, to Operations Management team member.
	7.11 Operations Management or designee completes Section 2 Recalled Product Accounting / Reconciliation of SOP 1003.02, Recalled Product Management Form.
	7.12 If needed, Operations requests inventory reports of affected product from IC.
	 Total quantity received
	 Total quantity shipped
	 Total quantity in-house

	7.13 Operations has Section 2, Recalled Product Accounting/Reconciliation of SOP 1003.02, Recalled Product Management Form verified by Inventory Control.
	7.14 Operations Management and QA reviews reason for the recall to determine if LSL may be implicated in the cause of the recall, such as a temperature or storage issue.
	 Should the recall information implicate LSL, immediately contact the CEO/Principal and/or legal counsel.

	7.15 + Operations:
	7.15.1 Request for QA to place product on a recall hold.
	7.15.2 Physically move in-house recalled product to appropriate segregated area.
	 Adequate controls used to prevent inadvertent picking from hold location may include, but are not limited to:
	◦ Placarding
	◦ Physical separation from salable product
	◦ Physical barrier such as a cage or warning fence


	7.15.3 Attach SOP 1003.03, Recall Placard, to all four sides of each recalled pallet, package or unit.
	 Print placards on bright red paper.
	 Record LSL recall number, Client recall number, initials and date on the
	Placard.
	 Ensure placards are securely attached to product.
	 Notify QA that placards are in place and ready to be verified.

	7.15.4 Completes Section 3 Recall Quarantine Verification of SOP 1003.02, Recalled Product Management Form.

	7.16 +QA:
	7.16.1 Places in-house recalled product on hold in WMS per WI 300.11, SNS Hold, Release and ENR, or WI 400.09, Commercial Hold and Release, using RC hold code.
	7.16.2 For a Commercial Client recall, maintain a RMA spreadsheet for returns, which includes:
	 Item number
	 Lot number
	 RMA number
	 Customer name and address
	 Quantity returned

	7.16.3 AM will provide RMA spreadsheet to Client, as needed.

	7.17 For a Commercial Client recall, Client Services:
	7.17.1 Provides contact information for all Ship-To addresses.
	7.17.2 Prepares to respond to phone calls regarding the recall using a Client script, if provided.

	7.18 Operations forwards SOP 1003.02, Recalled Product Management Form to QA.
	7.18.1 QA verifies Section 3.
	7.18.2 QA reviews and signs Section 5 and forwards form to CQCU for Approval.

	7.19 QA:
	7.19.1 Reviews LSL documentation related to the recalled product to ensure product was properly handled by LSL.
	7.19.2 Create a recall file per SOP 1101, Control of Records.
	 Label with Recall Number, Client name/identifier and initiation date of the recall.
	 Include all Recall correspondence including, but not limited to:
	◦ Initial recall notification from Client or regulatory agency
	◦ Copy of completed SOP 1003.02, Recalled Product Management Form
	◦ Copy of all inventory reports showing locations and disposition of recalled product
	◦ Before and after recall activities, if applicable
	◦ Copy of all applicable correspondence from/to Client and/or consignees
	◦ Copy of all correspondence from/to regulatory agencies



	7.20 + If Commercial Client directs that product out of LSL control is to be returned to LSL as part of the recall process, follow per SOP 2003, Commercial Returned Merchandise.
	7.20.1 If Client disposition states recalled product quarantined at LSL location is to be returned to Client or their manufacturer, Operations ensures that the packing slip clearly notes that it is recalled product.
	7.20.2 If Client disposition states recalled product is to be returned to stock, QA requires disposition of product from the Client before restocking. Upon receipt of Client’s disposition, QA returns product back into stock per WI 400.09, Commercial H...

	7.21 +Operations and/or Account Manager coordinates destruction, if applicable, of all recalled product per SOP 4003, Destruction of Product.
	7.22 Once notification of recall termination has been received from Client, QA completes pertaining sections in SOP 1003.01 Recall Log.
	7.22.1 If recalled product is returned after recall has been terminated, handle as a normal return per SOP 2003, Commercial Returned Merchandise, with additional steps of:
	 Moving product to designated quarantine area
	 Notifying the Client



	LSL-Led Recall Activities
	7.23 In the event LSL is responsible for performing recall activities, Director of Quality Assurance & Regulatory Affairs leads the recall team.
	7.23.1 LSL is only responsible for performing recall activities under the following circumstances:
	 Contractually accepts responsibility for recall activities for Client
	 Importer of Record
	 Regulatory agency requires LSL to perform recall activities


	7.24 Follow the directions outlined in the Recall Activities section of this SOP.
	7.25 In addition, complete the following actions.
	7.26 Recall Team:
	7.26.1 Review current Industry Guidance regarding product recalls to ensure compliance with regulatory requirements.
	 As of the revision date of this SOP, the applicable Industry Guidance is “Guidance for Industry: Product Recalls, Including Removals and Corrections” and was issued on 03 NOV 2003.

	7.26.2 Fully investigate the recall in relation to LSL involvement with the product.
	 Document all investigation activities for inclusion in SOP 1003.04, Recall Report.

	7.26.3 If necessary, contact a regulatory consultant and/or legal counsel for assistance.
	7.26.4 Recall Team Lead:
	 Complete SOP 1003.04, Recall Report.
	 Contact the Client or manufacturer to obtain applicable information in order to complete sections related to the manufacture of the product or sections outside the scope of the role of the LSL contract.
	◦ If unable to obtain required information, seek guidance from regulatory consultant, legal counsel and/or FDA District Recall Coordinator.

	 Include additional documentation in Recall file including, but not limited to:
	◦ Copy of completed SOP 1003.04, Recall Report
	◦ All correspondence to consignees
	◦ Copy of all documentation provided to FDA District Recall Coordinator
	◦ All Effectiveness check documentation


	7.26.5 Provide the completed Recall Report to the FDA District Recall Coordinator within ten business days of initiation of the recall.
	 If the recall is due to suspicious or criminal activity, the FDA must be notified within 3 business days.
	 If there is not a “risk to health” involved, FDA notification is not required.
	◦ Example: Level III Recall

	 Adverse events involving issues of significant public health concern should be reported regardless of exemption criteria.

	7.26.6 Provide follow up reports as directed by the FDA District Recall Coordinator.
	 Generally, follow up is expected within 2-4 weeks of initiation of the recall.
	◦ Timeline is dependent on the severity and scope of the recall.

	 Include the following information:
	◦ Number of consignees/Ship-To contacts notified
	◦ Number of responses
	◦ Quantity on hand at time correspondence received by consignee
	◦ Number of unresponsive consignees/Ship-To contacts
	◦ Number of products returned/corrected
	◦ Quantity of recalled product accounted for
	◦ Results of Effectiveness Check
	◦ Estimated timeframe for completion of recall activities



	7.27 Client Services:
	7.27.1 Prepare recall correspondence including initial notification, follow up notification(s), if applicable, and Effectiveness Check.
	 Initial notification may include phone calls, direct mailings or a press release.
	◦ Direct mailings are preferred.
	◦ Recall letters and envelopes must be flagged in bold print “URGENT (TYPE) RECALL”.
	◦ “Type” may be drug, medical device, biological, etc.

	 Ensure correspondence includes applicable information regarding any Market Withdrawals or Safety Alerts that have been issued.
	 Obtain approval for the script of all correspondence from Recall Team Lead and Operations Management.
	 Consult with the local FDA District Recall Coordinator prior to issuing a press release.

	7.27.2 Manage the distribution of the recall correspondence.
	 Initial correspondence for Level I and Level II recalls must be distributed to consignees within two calendar days of notification of the decision to recall product.
	 Initial correspondence for Level III recalls must be distributed to consignees within five calendar days of the decision to recall product.
	 Effectiveness Checks (if required) must be distributed to consignees within five calendar days of initial notification of recall activities.



	Removals, Corrections or Voluntary Withdrawals
	7.28 Obtain notification of a request for LSL participation in removal, correction or voluntary withdrawal from the Client in writing.
	7.28.1 A removal may or may not originate from a Recall.

	7.29 Instructions must be clearly defined indicating the level of responsibility to be managed by LSL including:
	7.29.1 Specific instructions for the removal, correction or voluntary withdrawal
	7.29.2 Reason for removal or correction
	7.29.3 Number of products involved
	7.29.4 Reporting requirements, if applicable
	7.29.5 Effectiveness checks, if applicable

	7.30 Maintain Client direction per SOP 1101, Control of Records.

	Safety Alerts
	7.31 Upon receipt of a Safety Alert, LSL forwards to the Client who owns the product for handling.
	7.32 LSL employee who received the alert notifies the following:
	7.32.1 Director Quality Assurance & Regulatory Affairs
	7.32.2 Operations Manager
	7.32.3 IC or AM



	8.0 ADDITIONAL INFORMATION
	Control of Records
	8.1 All records generated from executing this procedure are retained per SOP 1101, Control of Records.

	Confidentiality Statement
	8.2 All LifeScience Logistics documents are confidential and proprietary. Consent must be obtained from CEO/Principal and/or Director of Quality and Regulatory Affairs prior to reproduction or transmission in any form.


	9.0 REVISION HISTORY

	SOP 2003 - Commercial Returned Merchandise
	SOP 7000 - Prescription Drug Destruction of Products
	SOP 7003 - Prescription Drug Returned Merchandise
	SOP AD-206.002 Mgmt of SIP Regulatory Agency Info Req
	WI 600.03 - Prescription Drug DSCSA Track-Trace
	Receiving Drug Product from Drug Product Wholesaler
	7.10 CQCU:
	 SDS

	Vendor Re-labelling
	Re-labelled and Reserialized Product
	7.16 CQCU:
	 SDS

	8.1 Control of Records
	8.2 Confidentiality Statement

	WI 600.11 - Prescription Drug Returns
	WI 600.27 - Prescription Drug Vendor Returns and Quarantine Shipping




1.0 PURPOSE

The purpose of this document is to outline the Prescription Drug Tracking and Tracing processes at LifeScience Logistics to fulfill the regulatory requirements of the Drug Supply Chain Security Act for Third-Party Logistics Providers.



2.0 SCOPE

This procedure applies to all LSL facilities and vendors who are responsible for shipping, receiving, repackaging and re-serialization of drug product received from Contract

Manufacturing Organizations for commercial sale.



3.0 REFERENCES

		21 CFR 211

		Current Good Manufacturing Practices for Finished Pharmaceuticals



		H.R. 3204 (21

U.S.C. 301)

		Drug Supply Chain Security Act



		SOP 1800

		Training and Qualification



		SOP 1101

		Control of Records



		SOP 1100

		Document Control



		WI 600.05

		Prescription Drug Receiving



		WI 600.06

		Prescription Drug Hold and Release



		WI 600.07

		Prescription Drug Initial Sampling and Laboratory Testing



		WI 600.08

		Prescription Drug Relabeling Requirements and Process



		WI 600.10

		Prescription Drug Pick/Pack/Ship



		WI 600.15

		Prescription Drug Inventory Management







4.0 DEFINITIONS

		Axway Data

Repository

		Serialization Information Management System



		Decommission

		Formal process to remove or deactivate. For example, remove original

data or deactivate current systems.



		Product Data

		Serialized information pertaining to the product



		Product Identifier

		Standardized graphic that includes, in both human-readable form and on a machine-readable data carrier that conforms to the standards developed by a widely recognized international standards development organization, the standardized numerical identifier, lot number, and expiration date of the product.  



		Reconciliation

		Process to verify and compare product data to the packaged product.



		Serialization

		Application of a unique identifier assigned randomly or sequentially to an item intended to provide a singular reference to a specific product or product package. The serial identifier may be composed of numbers

or an alphanumeric character string of fixed or variable length.



		Transaction Record

		Refers to the FDA DSCSA requirement to capture drug product and supply network information at each change of ownership. Includes the Transaction History, Transaction Information and Statement as defined

in DSCSA.
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5.0 ABBREVIATIONS/ACRONYMS

		BOL

		Bill of Lading



		CMO

		Contract Manufacturing Organization



		CQCU

		Corporate Quality Control Unit



		DSCSA

		Drug Supply Chain Security Act



		LSL

		LifeScience Logistics



		QA

		Quality Assurance



		SDS

		Safety Data Sheet



		SOP

		Standard Operating Procedure



		WI

		Work Instruction







6.0 RESPONSIBILITY

		CQCU

		Maintain this procedure in accordance with the LSL document and data control system.

Manages the quarantine, testing and release of the drug product.

Maintains quality and security according to DSCSA.



		Foreign Seller

		Provides drug product for wholesale to LSL for distribution according

DSCSA.



		Shipping and

Receiving

		Provides documentation in preparation of shipping and receiving

product according to LifeScience Logistics procedures.



		Vendor/Re-labeler

		Responsible for the decommission of original product data and the

reserialization and relabeling of the product according to DSCSA and LifeScience Logistics requirements.







7.0 SERIALIZATION OF DRUG PRODUCT

Overview

7.1 Following notification from the FDA that it has approved statutory testing results for a shipment of imported prescription drugs, the importer can begin the relabeling process. 

7.2 This can occur at the same facility where the importer stores the products during testing.  This can also occur at a an approved Relabeling facility 

7.3 Because the relabeling location serves as the first step in the Drug Supply Chain Security Act (DSCSA) for imported prescription drugs, this is the point that the importer will affix product identifiers simultaneously with the FDA-approved labels. 

7.4 Each product identifier will meet the specifications as specified in Section 581 of the DSCSA and contain the following:

7.4.1 Machine-readable bar code unique to that particular lot of imported prescription drugs

7.4.2 National Drug Code (NDC)

7.4.3 Lot number

7.4.4 Expiration date 

7.5 During the relabeling process, the importer will affix the product identifiers to an area free of content and ensure that the identifiers do not overlap with information on the labeling.

7.6 Prior to shipping the imported prescription drugs to the importer’s facility in Lakeland, FL, the importer will complete the written certification and submit to the FDA, verifying the following:

7.6.1 That the prescription drug is approved for marketing in the U.S and is not adulterated or misbranded

7.6.2 That the prescription drug meets all labeling requirements as specified in the Federal Food, Drug, and Cosmetic Act and Title 21 CFR § 251



Receiving Drug Product from Drug Product Wholesaler

7.7 LSL maintains an approved quality agreement with the Foreign Seller which describes the product and criteria for how the product is managed, stored and shipped.

7.8 Foreign Seller transfers drug product and product data directly to LSL and Axway Data Repository.

7.9 Operations receives drug product per WI 600.05, Prescription Drug Receiving, and product is placed on hold per WI 600.06, Prescription Drug Hold and Release.

7.10 CQCU:



7.10.1 receives product from operations with the following documentation:

· Product name

· SDS

· BOL

· Packing slip

7.10.2 reconciles product and product data by verifying:

· Serial number

· Lot number

· Expiration date

7.10.3 tests samples per WI 600.7, Prescription Drug Initial Sampling and Laboratory Testing.

7.10.4 updates product hold per WI 600.06, Prescription Drug Hold and Release.

7.10.5 notifies vendor/re-labeler, as applicable, that product is ready for shipping.

7.11 Operations ships product to vendor/re-labeler per WI 600.10, Prescription Drug Pick/Pack/Ship.

7.12 CQCU updates Axway Data Repository, as applicable.

7.13 LSL maintains samples tested prior to shipping.



Vendor Re-labelling

7.14 Vendor/re-labeler:

7.14.1 receives DIN product and product data with the appropriate documentation from LSL.

7.14.2 decommissions DIN product data according to their internal procedures and following DSCSA guidelines.

7.14.3 re-labels DIN product and reprocesses it into NDC product.

7.14.4 notifies CQCU that product is ready for shipping.

7.14.5 ships re-labeled and re-serialized NDC product data to LSL.

7.14.6 uploads serialized data to Axway Data Repository.



Re-labelled and Reserialized Product

7.15 Operations receives serialized product per WI 600.05, Prescription Drug Receiving, and product is placed on hold per WI 600.06, Prescription Drug Hold and Release.

7.16 CQCU:



7.16.1 receives re-labelled product and serialized data from operations with the following documentation:

· SDS

· BOL

· Packing slip

· Transaction Record from Vendor/re-labeler

7.16.2 verifies serialized data is updated in Axway Data Repository.

7.16.3 reconciles product and product data by comparing items received to the shipping material and Transaction Record.

7.16.4 tests samples per WI 600.08, Prescription Drug Relabeling Requirements and Process.

7.16.5 releases product per WI 600.06, Prescription Drug Hold and Release.

7.17 Operations moves product to active inventory location per WI 600.15, Prescription Drug Inventory Management.

7.18 CQCU updates product data in Axway Data Repository.



DSCSA Verification Requirements

7.19 Identify and determine whether a product is a suspect product.

7.20 Quarantine and investigate a product that has been determined to be a suspect product and to coordinate with trading partners, as applicable, in making the determination as to whether that product is illegitimate.  

7.21 Clear a product for distribution, as appropriate, if, after investigation, it is determined that the suspect product is not an illegitimate product.  The trading partner is required to notify FDA of cleared products, if applicable.   

7.22 For products determined to be illegitimate, the following should be completed:

7.22.1 Further quarantine the illegitimate product.

7.22.2 Determine disposition of the illegitimate product within the trading partner’s possession or control.

7.22.3 Take reasonable and appropriate steps to assist another trading partner to disposition the illegitimate product.

7.22.4 Retain samples of the illegitimate product and be prepared to provide such samples to the FDA or other party, as requested by the manufacturer.  

7.22.5 Provide notification of the illegitimate product to FDA and other trading partners, and upon making a determination in consultation with FDA that a notification is no longer necessary, terminate that notification.  

8.0 ADDITIONAL INFORMATION

8.1 Control of Records

All records generated from executing this procedure are retained per SOP 1101, Control of Records.



8.2 Confidentiality Statement

All LifeScience Logistics documents are confidential and proprietary. Consent must be obtained from the CEO/Principal and/or Director of Quality and Regulatory Affairs prior to reproduction or transmission in any form.



9.0 REVISION HISTORY

		Revision

		Description of Change

		CR Number



		000

		New Document

		CR 001748



		001

		Added Overview and updated Definitions

		









10.0 TRAINING RECORD

		Training Date

		Type of Training



		

		· Self-Training – Level 2

		· Trainer Led – Level 3 with optional Module

		· Trainer Led – Level 4 with Module







Trainee: Signature and date indicates you have trained and understand this procedure and all associated documents as well as the training module/material listed above.



		Trainee Printed Name

		Trainee Signature

		Department

		Date



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		



		

		

		

		







Trainer: Signature below indicates you have presented training on the procedure listed to the employees listed above.



		Training Event Number

		Trainer Printed Name

(N/A if Self-Training)

		Trainer Signature

(N/A if Self-Training)
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