Ankita et.al International Journal of Drug Regulatory Affairs. 2023; 11(4): 93-101

Available online on 15 Dec, 2023 at https://ijdra.com/index.php/journal

International Journal of Drug Regulatory Affairs

Published by Diva Enterprises Pvt. Ltd., New Delhi
Associated with RAPS & Delhi Pharmaceutical Sciences & Research University
Copyright© 2013-23 IJDRA

Review Article Open &J Access

Product Patrolling: Learning Recall execution Strategies through Case studies

Ankita Bobhate *, Piyush N. Bajare, Vinita V. Kale, Suankit A. Harane, Milind J. Umekar
Department of Regulatory Affairs, Smt. Kishoritai Bhoyar College of Pharmacy, Kamptee, Nagpur 441002, Maharashtra, India.

Abstract

There has been an increasing trend in the number of prescribed and over-the-counter drug recall over the last few years. The recall is
usually due to company’s discovery, customer’s complaint or Food and Drug Administration (FDA) observation. The process of recall
involves a planned specific course of action, which addresses the depth of recall, need for public warning, and the extent of effectiveness
checks for the recall. This abstract explores the critical aspects of pharmaceutical drug product recalls, focusing on their classification,
recall levels, and effective recall strategies. The pharmaceutical industry faces challenges in ensuring the safety and efficacy of drug
products, necessitating a robust recall framework. We delve into the classification of recalls, ranging from voluntary actions to mandated
recalls, emphasizing the importance of prompt and transparent communication. Recall levels, categorized based on the severity of potential
health risks, are examined to provide a comprehensive understanding of the regulatory landscape. Furthermore, this abstract highlights
innovative recall strategies, encompassing technology-driven traceability, stakeholder collaboration, and crisis communication. By
addressing these key elements, this research contributes to enhancing the efficiency and reliability of drug product recall processes,
ultimately safeguarding public health and bolstering industry resilience.
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1. Introduction deception, or are otherwise defective. Guidelines for

Recall refers to the removal of medications from conducting an efficient recall are provided by 21 CFR 7.

circulation or Withdrawing / removing the drugs from The main goal of the pharmaceutical industry is to supply
distribution is known as a recall. The quality-related faulty the public with high-quality medication products, so by
items include those that are not of standard quality, taking defective products off the market, drug recalls are
adulterated, or fake medications. Serious adverse reactions crucial to preserving the quality system. The number of
and recalls relating to safety and effectiveness include recalls of pharmaceutical products is rising alarmingly due
death. Recalls also apply to medications that are prohibited to increased inspection rates, modernization, and the
by the Drugs & Cosmetics Act. furthermore, the goods for digital world entering the industry. This is causing
which product licences have been revoked or suspended. regulatory agencies and public health to focus on stricter
The Rapid Alert System is only supposed to send out alerts regulations to prevent more recalls of defective drug
whose seriousness and urgency will not allow for any products in the future. (1)

transmission delays. The severity of the defect, its

potential to hurt patients or animals (in the case of In India, it is covered by schedule M, paragraphs 27 and

veterinary products), consumers, operators, and the 28.

environment all need to be evaluated. Background

A recall is a process used by the Food and Drug The Drugs & Cosmetics Act & Rules' Paragraphs 27 and
Administration (FDA) to remove or rectify products that 28 make reference to product recalls, complaints, and
are not compliant with its regulations. Manufacturers and adverse reactions. Rules 74(j) and 78(i) discuss license
distributors undertake voluntary recalls as part of their requirements for defective product recalls. Auditing and
duty to safeguard the public's health and welfare from accountability are not in place at the moment, and recall
products that pose a risk of harm, involve obvious procedures that are uniform, effective, and have time limits

at every stage of the supply chain are still required. This
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has happened in instances where government analysts
have identified medications as being of inferior quality,
when major adverse effects or deaths have been reported,
when drugs are prohibited by Section 26 A, when
producers choose to take their defective products off the
market, etc. (1)

Scope

Principles of recall apply to all reports of high-quality
defective products as well as to all safety and efficacy
concerns regarding all medications, including biologicals
and vaccines. Licensee (manufacturers, importers,
stockists, distributors, and retailers) are required to abide
by these rules, and recalls may be mandated or voluntary.
When immediate action is necessary to safeguard the
health of humans or animals, drug control authorities at the
federal, state, or local levels may also adopt this process.
These recommendations would make it easier to adopt the
Page 2 of 13 step-by-step processes to be followed in the
recall strategy, as well as make it easier to evaluate the
recall at every level and achieve compliance on schedule.

Definitions

e Recall: Elimination or modification of products
that have been put on the market due to issues
with their efficacy, safety, or quality; may also
involve labelling that is deemed to be illegal.

e Batch recall: Procedure for removing a specific
batch or batches of a product from the market if
it is discovered to be defective and poses a health
risk to consumers.

e Batch (lot): An amount of material produced in a
single process or a sequence of processes with the
expectation that the final product will be
homogenous within specified bounds.

e Recall strategy: Refers to a planned course of
action that will be used to carry out a specific
recall and addresses the scope of effectiveness
checks, the necessity of public warnings, and the
depth of the recall.

e Recalling firm: The company that starts a recall
or, in the event that the Food and Drug
Administration requests one, the company that is
primarily in charge of producing and promoting
the product that needs to be recalled is referred to
as the recalling firm. (1)

2. Drug Product Recall Classification

The FDA assigns a number (1, I1, or 111) to recalls in order
to categorise them according to the relative level of health
risk that each product poses.

e Class I - A situation where there is a plausible
chance that using or coming into contact with a
product that violates the law will result in grave
health effects or even death.

e Class Il - A situation where there is little chance
of major adverse health effects or where using or
being exposed to a violative product may result in
short-term, medically reversible adverse health
effects.
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e Class Il - An instance where it is unlikely that
using or being exposed to a violative product will
have a negative impact on one's health. (1-3)

3. Drug Product Recall Procedures

A product batch must be recalled from the market if it does
not meet the specified quality standards. VVoluntary recall
and statutory recall are the two categories of recall.

3.1 Voluntary recall - 21 CFR 7

An FDA-mandated recall is a process used to dispose of or
repair products that don't adhere to FDA regulations.
Manufacturers and distributors voluntarily start recalls
because it is their responsibility to protect the public's
health and welfare from products that are defective,
blatantly dishonest, or pose a risk of injury. For responsible
businesses to successfully execute recalls, 21 CFR 7
provides guidance.

Recalls are one way the FDA can fix or remove products
that are distributed ineligibly, in addition to taking legal
action. In 21 CFR 7, specific recall procedures are outlined
so that the FDA can keep an eye on recalls and assess how
well a company is doing its recall work. Distributors and
manufacturers have the option to voluntarily start a recall
at any moment or at the FDA's request. The FDA will only
ask a company to recall a product under extreme
circumstances, and its requests are made to the company
that is primarily in charge of the product's production and
marketing. The majority of recalls are carried out
voluntarily by the manufacturer.

Understand that the rules of 21 CFR 7 don't apply to an
electronic product that emits radiation and is subject to 21
CFR 1003 and 1004.

When a pharmaceutical company or distributor chooses to
take a particular batch or whole lot off the market, it is
known as a voluntary recall of the product. Usually,
worries regarding the product's quality or safety prompt
this decision. Rather than being required by regulators,
pharmaceutical companies choose to initiate voluntary
recalls. (2,4)

Reasons for voluntary recalls can include:

e Quality issues: This may involve issues with the
manufacturing process, such as contamination,
impurities, or deviations from quality standards.

e  Safety concerns: A pharmaceutical company may
decide to recall a product if they learn of possible
safety concerns related to using it in order to
protect patients.

o Labeling errors: Mistakes in labeling, packaging,
or product information can prompt a recall to
ensure accurate and clear information for
consumers and healthcare professionals.

e Non-compliance with regulatory standards: If a
pharmaceutical product fails to meet regulatory
requirements, a company may choose to recall the
affected batches.

e Adverse events or side effects: Reports of
unexpected adverse events or severe side effects
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associated with a product may lead to a voluntary
recall.

3.2 Statutory Drug Product Recalls

Statutory recalls are carried out in response to directives or
mandates from the Central and State Drug Regulatory
Authorities when there has been a breach of laws
pertaining to NSQ, prohibited substances, or Rule 106
(Diseases under Schedule J). (2,4)

4. Drug Product Recall levels in Distribution Chain

The classification of the recall and the extent of
distribution are the key factors in determining the level (or

a) Consumer or user
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depth) of a product/batch recall. Three recall levels exist:
consumer/user, retail, and wholesale.

level. this can differ
depending on the product and can include any
intermediate level of wholesale or retail. Patients,
doctors, hospitals, and individual consumers can
all be considered consumers or users of this term.
The consumer or patient who are at the risk of this
recall medication has to be informed by the
dispensing pharmacy outlet or shop and in
addition the stock of the recalled medication need
to be pulled out. (1,3)

Case Study: PharmaRelief Customer-Level Recall

Background:
PharmaRelief is a widely used over-the-counter pain reliever produced by a leading pharmaceutical company, XYZ. It
has been on the market for several years and enjoys a solid reputation for its efficacy and safety. However, a customer
complaint regarding unusual side effects triggered a customer-level recall.

Issue Identification:

Investigation:

A customer reported experiencing severe dizziness and nausea after taking PharmaRelief, which raised concerns about
potential safety issues. immediately XYZ company initiated an investigation to assess the situation.

Complaint Analysis: The customer's complaint was thoroughly reviewed, and the batch number of the product was
identified for tracing purposes.

Batch Testing: Samples from the specific batch in question were subjected to rigorous testing to identify any irregularities.
Communication: The customer was contacted to gather more information about their experience and ensure their well-
being.

Internal Audit: The company reviewed its production and quality control processes to identify any potential lapses.
Resolution:

The investigation revealed that the specific batch had a deviation in its manufacturing process, leading to a higher
concentration of a minor ingredient, which caused the reported side effects. XYZ company took the following steps to
resolve the issue.

Product Recall: A recall of all PharmaRelief products from the affected batch was initiated. Customers were instructed
to return the product to their point of purchase for a full refund or exchange.

Manufacturing Process Enhancement: The company identified and rectified the manufacturing process deviation to
prevent future occurrences.

Customer Support: XYZ company established a dedicated customer support hotline to address customer concerns,
provide information about the recall, and ensure that customers were aware of the situation and their options.
Conclusion:

The PharmaRelief customer-level recall case study demonstrates the pharmaceutical industry's commitment to consumer
safety and regulatory compliance. In this case, prompt action, effective communication, and a commitment to continuous
improvement were key to resolving the issue. By prioritizing safety and responding swiftly to customer complaints, XYZ
company not only mitigated potential harm to customers but also maintained trust in their brand and products. This case
underscores the critical importance of thorough quality control, traceability, and transparency in the pharmaceutical
sector.

b) Retail level: Refer to the level that comes right Every Class | recall must be carried out at the
before the consumer or user level. Retail grocery wholesale/distributor, retail, and consumer
stores, pharmacies, hospital pharmacies, levels. In these cases, print and electronic media
physician dispensaries, healthcare facilities like outlets, including newspapers, radio, television,
clinics and assisted living facilities, and other and others, must notify the public.
establishments are included. (1,3) Every Class Il recall needs to be completed up to

¢) Wholesale level: Every degree of distribution the retail and wholesale levels.

from the producer to the retailer. (1,3)

e-1SSN: 2321-6794

[95]

Class I11 recalls have to be executed all the way
up to the wholesale level. (1)
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Case Study: Retail - Level Recall

Background:

In the pharmaceutical sector, it is critical to guarantee the products' quality and safety. To preserve the health of consumers,
regulatory agencies such as the Food and Drug Administration (FDA) in the US have strict policies regarding product
recalls. This case study examines a real-life recall incident at the retail level in the pharmaceutical industry.

Incident:

In September 2022, a prominent pharmaceutical company, XYZ Pharmaceuticals, initiated a recall of a widely distributed
over-the-counter (OTC) pain reliever. The recall was prompted by reports of consumers experiencing adverse reactions,
including severe allergic reactions and gastrointestinal distress, after using the product.

Investigation:

XYZ Pharmaceuticals swiftly launched an internal investigation to identify the cause of these adverse reactions. The
investigation revealed that a specific batch of the pain reliever had been contaminated during the manufacturing process
due to a rare equipment malfunction. The contamination went undetected in routine quality control checks, which allowed
the affected products to enter the market.

Recall Action:

Upon identifying the cause of the issue, XYZ Pharmaceuticals immediately informed the FDA and other regulatory
authorities. A voluntary recall was initiated, targeting all affected products at the retail level. This involved an extensive
media campaign, notifications to retailers, and direct communication with healthcare professionals to halt prescriptions
for the affected batch.

Conclusion:

The retail-level recall in the pharmaceutical industry demonstrated the critical importance of rigorous quality control and
swift action when safety concerns arise. XYZ Pharmaceuticals' proactive approach to identifying the issue, cooperating
with regulatory agencies, and effectively communicating with stakeholders helped prevent further harm to consumers.
As a result of this incident, the pharmaceutical company implemented additional quality control measures and equipment
maintenance protocols to minimize the risk of future contamination incidents. The case study underscores the significance
of adhering to stringent safety and quality standards in the pharmaceutical industry and the importance of transparent
communication during a recall event to protect public health and maintain consumer trust.

Case Study: Wholesale - Level Recall

Case Scenario:

Company XYZ, a leading pharmaceutical manufacturer, produces a popular antihypertensive medication called
"HypoCure." Over a period of six months, a series of adverse events, including unexpected side effects, are reported by
patients and healthcare providers.

Key Events:

Initial Reports: Reports of patients experiencing adverse reactions, such as severe headaches and palpitations, start
emerging. These reports raise concerns.

Investigation: Company XYZ initiates an internal investigation to determine the root cause of these adverse reactions.
They find a potential issue with a particular batch of "HypoCure."

Regulatory Involvement: The situation is reported to the Food and Drug Administration (FDA) by Company XYZ. An
independent investigation is started by the FD

Recall Decision: After thorough investigations, it is confirmed that the adverse events are linked to a specific batch of
"HypoCure." A wholesale-level recall is issued for all affected batches, numbering in the thousands.

Communication: Company XYZ and the FDA communicate the recall to wholesalers and retailers, providing clear
instructions on how to identify and return the affected products.

Public Announcement: A public announcement is made through various media channels to inform patients and healthcare
providers about the recall, urging them to stop using the affected product and consult a healthcare professional.
Conclusion:

This wholesale-level recall in the pharmaceutical industry highlights several critical aspects:

Patient Safety: The primary goal of the recall is to protect patient safety. Swift and transparent actions were taken to

mitigate risks associated with the affected medication.

e-1SSN: 2321-6794 [96]



Ankita et.al International Journal of Drug Regulatory Affairs. 2023; 11(4): 93-101

Regulatory Oversight: Regulatory agencies play a crucial role in overseeing recalls and ensuring that companies follow
established procedures. The involvement of the FDA in this case demonstrates the importance of regulatory oversight in
the pharmaceutical industry.

Communication: Effective communication is vital. Prompt and clear communication to wholesalers, retailers, healthcare
providers, and the public is essential to prevent further harm and maintain trust in the industry.

Root Cause Analysis: Identifying the root cause of adverse events is critical to prevent similar issues in the future.
Company XYZ initiated an internal investigation, which is a standard practice for pharmaceutical manufacturers when
safety concerns arise.

Lessons Learned: The pharmaceutical industry must continually improve its quality control processes, product
monitoring, and reporting systems to prevent similar incidents. Learning from this incident, Company XYZ should
implement more robust quality control measures. The complexity of wholesale-level recalls in the pharmaceutical business
is demonstrated by this case study, which also highlights the need for prompt and decisive action to safeguard public health
and preserve industry credibility. Additionally, it emphasizes how safety and quality assurance procedures must be

continuously improved.

5. Recall Strategy

When developing a recall plan, the company issuing the
recall should take into account the following factors in
relation to the specifics of the recall:

» The findings from the risk assessment for health.

» The product is simple to find.

» How easily a user or customer can see a product's
shortcomings.

» How long a product is available on the market
without being bought.

» The ongoing availability of essential products.

The FDA will assess whether a proposed recall approach
is adequate and will suggest adjustments as needed. A
recalling company should follow a recall strategy that has
been approved, but they are not required to wait to start a
recall while their recall strategy is being reviewed.

The following aspects of how the recall will be conducted
will be covered by a recall strategy:

a). Depth of recall: Based on the product's degree of danger
and distribution, the recall plan will specify which link in
the supply chain the recall should go to, as follows:

e  User or consumer level, which can change based
on the product;

e Wholesale level;

e Retail position, including any
noncommercial position.

intermediate

b). Public alert: The purpose of a public warning is to alert
people to the possibility of serious health risks associated
with recalled products. When all other options appear to
have failed to prevent consumers from using the recalled
product, this is the last resort. After conferring with the
company that is recalling the product, the FDA typically
grants this kind of publicity. When it chooses to issue its
own public warning, the FDA asks the recalling company
to submit its intended public warning and distribution
strategy for assessment and discussion. A public alert's
necessity and method will be specified in the recall
strategy.

e Public warning via specialized news outlets, such
as trade or professional presses, or to particular
demographic groups like doctors' offices,
hospitals, etc.;

e-1SSN: 2321-6794
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e Public warning via general news media, either
local or national as appropriate.

c). Checks for effectiveness: Ensure that all consignees (at
the recall depth specified in the plan) have been informed
about the recall and have taken the appropriate action. This
is the aim of effectiveness checks. Consignees may be
contacted by phone, letter, in-person visit, or any
combination of these. The FDA provides a document titled
"Methods for Conducting Recall Effectiveness Checks"
that describes how to use these different approaches.
Generally, the recalling company is in charge of
conducting effectiveness checks, but the FDA may offer
support when required and suitable. According to the recall
strategy, the following techniques will be used, along with
the number of effectiveness checks that will be carried out:

e Level A: All potential consignees must be
contacted in full;

e Level B: A proportion that is greater than 10% but
less than 100% of the total number of consignees
that need to be contacted, to be decided case-by-
case;

e Level C: 10% of all consignors who need to be
gotten in touch with;

e Level D: 2% of all consignees who need to be
contacted.

e Level E: No efficacy evaluations. (5)

Schedules for an Efficient Recall System and Quick
Alert:

Depending on the kind of hazards involved, a timeframe
of within 24 hours up to a maximum of 72 hours for Class
I recall, up to a maximum of 10 days for Class Il recall,
and up to a maximum of 30 days for Class Il recall is
allowed.

The period of time from the date of information receipt as
reported by the appropriate State/Central Drugs Control
Department to the commencement of the recall procedure
under a statutory recall or a voluntary recall started by the
manufacturer alone. With no regard to the outcome of the
evidence-adducing provisions of Sections 25(3) and 25(4)
of the Drugs & Cosmetics Act 1940, the recall must start
immediately.
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Table 1. Recall Levels in Distribution Chain
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Date Brand Name Product Description Reason For Recall Level Company

2023/07/05 | ADCETRIS Injection | ADCETRIS (Bretuximab vedotin ) Incorrect packaging, 08 different batch number of falsified | Level 3 | M/s. Takeda

version is circulated. Pharmaceuticals
company Ltd.

2023/08/09 | Digene Gel Digene Gel mint flavour batch n0.510303D7 indicating a discrepancy in taste, color, and odor within the | Level 1 | Abbott India

same batch (51030307), with one bottle exhibiting regular Limited, 1-18/19,

taste and light pink color, while another from the same verna  ibdustrial

batch  displayed  white  color, bitter taste, estate,

and a pungent odor. salcette,Goa-
403722-reg.

2021/08/11 | MiniMed insulin | MiniMed 620 G and 640 G insulin pump/pump kits | The recalled insulin pumps from Medtronic will be | Level 1 | India Medtronic
pump 600 series replaced at no cost with an updated black retainer ring in Pvt Ltd.

place of any pump that has a clear one. If the clear retainer
ring is intact and the pump is still under warranty, a
replacement insulin pump will be given.

2021/07/17 | HeartWare HVAD | The purpose of the HVAD System is to support the | The internal pump carries a higher risk of mortality and | Level 1 | India Medtronic
device heart's continued blood pumping to the body. neurological adverse events. It might not start at all or start Pvt.Ltd.

slowly if the internal pump stops.

2019/07/02 | Insulin pump | Both the MiniMedTM 508 and MiniMedTM | MiniMed Insulin Pumps Made by Medtronic May possess | Level 2 | India Medtronic
MiniMed™ ParadigmTM series insulin pumps are made to | cybersecurity risks. Pvt. Ltd.
ParadigmTM VeoTM | interact wirelessly via radio frequency (RF) with
(MMT-754) other gadgets like glucose sensor transmitters, blood

glucose meters, and CareLinkTM USB devices.

2018/10/17 | OZURDEX® The active ingredients in this product are | Because of the product's poor design and quality flaw, | Level 2 | Bangalore,
(Dexamethasone corticosteroid, dexamethasone, and two | there was a silicone particle that was created when the Karnataka, India -
Intravitreal —Implant | biodegradable polymer excipients (resomer). It is a | Ozurdex® unit was activated and lodged on the M/S Allergan
0.7mg) sustained-release, biodegradable implant. applicator's needle from the silicone sleeve component. India Pvt. Ltd,,

This could put patients at risk for vision impairment, Kasturba Road
inflammation inside the eyes, corneal edema or damage,
and other related issues..

2021/08/31 | Zaario 50 and 100 mg | Losartan potassium 50 mg and 100 mg. Quality defect presence of mutagenic impurity (azide | Level 2 | Unicorn

impurity). pharmaceuticals.
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Figure 1. Procedure for Rapid Alert & Recall System

*Note: The recall will begin and be finished in accordance with the recall classification timelines. (1)

Under Class |, there is a 24-hour deadline for ceasing the
sale or distribution of faulty products, and a 72-hour
deadline for finishing the physical recall. Class Il and
Class Il recalls will be guaranteed for a maximum of 10
and 30 days, respectively. (1,2)

6. Action Taken in Response to Recalled Goods

The follow-up measures include evaluating the recall's
efficacy, looking into why it was issued, and taking
corrective action to stop the defect from happening again.

The licensee, licensee representative, or QA Head is
responsible for keeping an eye on the product/batch recall
process in order to assess how well it is going.

e-1SSN: 2321-6794

Recalled goods inventory must be maintained in
"quarantine," which means they must be kept separate,
locked, and in a secure area until further notice. If required,
QA The manufacturing site head is responsible for
performing the physical inspection of recalled goods and
gathering samples for analysis in order to identify the root
cause of the product quality defect. In order to identify the
reason for the failure and initiate corrective and preventive
actions, the licensee's standard operating procedure (SOP)
for "Investigation of Non-conformities" must be adhered
to when examining the recalled batch or batches.
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e Effect analyses will be performed on more
batches of the relevant product and, if needed, on
batch(es) of other product(s).

e Ifitturns out that a recall was caused by a quality
problem with any of the raw materials used, then
the traceability of that material needs to be
established in all product/batches.

e Asan alternative, carry out the transaction using
records to determine which batches or products
have used the identified material.

e keeping an eye on the pertinent data in the
appropriate fields, such as Material, Plant, and
Batch Number.

e Determine the traceability of raw materials and
their functions in various formulations.

e Provide a list of all the raw materials, their
corresponding quantities used in each batch, and
their batch numbers.

e Provide a list of every product, including the
batch numbers and the corresponding amounts
used in each batch.

e Add up the individual quantities used in each of
the different products or batches to determine the
total quantity.

e Tracking of material movement to obtain a
comprehensive picture of the plant's stock for that
specific material and to derive data regarding the
total amount received and the remaining amount.

International Journal of Drug Regulatory Affairs. 2023; 11(4): 93-101

e The real physical stock that is on hand must be
compared to any remaining stock, if any. The
remaining stock will be blocked by QA.

Following the reconciliation, every item will be accounted
for.

e  Areview of the product quality will be conducted
before deciding whether or not to recall any
affected batches.

e  Afterthe investigation is finished and the findings
are known, the Distributor/Marketing Company
will receive instructions on appropriate disposal
from the QA Head or a representative Licensee.

e asrequired by the regulations, of the batch(es) of
the recalled goods.

7. Mock recall

A mock recall involving the largest number of distributors
and at least one batch of any product that has been shipped
for sale is required in order to assess the effectiveness of
the recall plans. "Evaluation of a real recall” is another
method for determining if a recall procedure is effective.

At least one raw material's traceability for each batch used
in the mock recall must be finished during the exercise.

A mock recall needs to be carried out at least once for each
distributor or marketing firm change, as well as for the
longest distribution chain.

The company's QA Head should keep a record of these
mock recalls. (1,2)

"Ensuring Accountability: The Crucial Connection between Mock Product Recalls and Regulatory Compliance™:

In the pharmaceutical industry, regulatory compliance and quality assurance procedures are heavily dependent on mock
product recalls. A company's capacity to act quickly and effectively in the event of a real product recall is tested and
assessed through these simulated exercises. The primary goal is to identify weaknesses in the recall process, enhance
the company's preparedness, and minimize potential risks to patient safety and public health. Pharma industry typically
follows mock product recalls procedure as follows:
Planning and Preparation:
e The process starts with the creation of a cross-functional team that consists of representatives from the
departments of manufacturing, supply chain, legal, quality assurance, and communications.
e The team develops a detailed recall plan that outlines the scope of the mock recall, objectives, and specific
scenarios to be tested.
e A recall coordinator is appointed to oversee and manage the entire mock recall process.
Setting the Scenario:
o The team designs realistic recall scenarios based on potential risks and different types of product recalls that
could occur (e.g., contamination, labeling errors, quality issues).
e The scenarios may involve different products, multiple markets, or various stages of the supply chain.
Notification and Activation:
e The team simulates the discovery of the mock recall issue and activates the recall process just as they would
in a real recall situation.
e The recall coordinator sends out simulated recall notifications to internal stakeholders and external partners,
such as distributors or wholesalers.
Recall Execution:
e The team implements the necessary steps to recall the simulated product, including halting distribution,
initiating product retrieval, and managing the return or disposal of affected products.
e The recall coordinator oversees the communication with relevant regulatory authorities and ensures
compliance with reporting requirements.
Simulated Investigations:

e-1SSN: 2321-6794 [100]



Ankita et.al International Journal of Drug Regulatory Affairs. 2023; 11(4): 93-101

e The team conducts internal investigations to identify the root cause of the simulated issue, just as they would
in a real recall situation.
e This process helps assess the company's ability to determine the cause and extent of the problem accurately.
Communication and Public Relations:
e The team assesses their communication strategies and practices, both internally and externally, including
communicating with healthcare professionals, consumers, and the media.
e This step aims to evaluate the company's ability to provide timely and transparent information during a recall
scenario.
Documentation and Evaluation:
e Throughout the entire mock recall process, the team diligently documents all actions taken, decisions made,
and communication records.
o After the exercise, the team conducts a comprehensive evaluation and analysis to identify strengths,
weaknesses, and areas for improvement.
Corrective Actions and Improvement:
e Based on the findings from the mock recall exercise, the team develops and implements corrective actions to
address any identified deficiencies.
e These improvements are incorporated into the company's recall procedures and training programs to enhance
preparedness for future recalls.
Overall, conducting mock product recalls allows pharmaceutical companies to enhance their recall capabilities, build
confidence in their recall procedures, and protect patients and consumers in the event of an actual product recall. It also
helps organizations comply with regulatory requirements and demonstrate their commitment to product quality and
safety.
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