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Abstract

Recall is the action which is taken to withdraw drug from distribution. If the product is defected in terms of quality, safety, efficacy. Recall
can be voluntary or statutory recall. There are different classes of recall based on severity of the recall. In India recall is guided by CDSCO
where as in UK done by MHRA (medicines and healthcare products regulatory agency). There are three levels of recall which can be done
at consumer, retail, wholesale. Distributors and healthcare professionals play important role in recall of drug. Generally, company initiate
the recall with the help of regulatory authorities, distributors and healthcare professionals. Recall is carried out by using different steps
with the help of Drug Inspector, marketing company and investigational team. In this review, we are mainly focusing on comparison of
recall in regulatory authorities of India and United Kingdom, in terms of level, classes of recall and their similarities and differences.
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1. Introduction defects occur and the manufacturer voluntarily removes

. . . drugs from the market, etc.
Recalls include corrective measures for pharmaceuticals

with reported quality, effectiveness, or safety issues as 2. Types of Recall
well as actions to remove the drugs from distribution or
usage. Drugs that are not of standard quality,
contaminated, or illicit are examples of quality-related Any event that compromises the quality, safety, or
defects. Recalls pertaining to safety and efficacy include effectiveness of the batch or product in question, such as

fatalities and severe adverse reactions. Drugs that are
forbidden by the Drugs & Cosmetics Act as well as
products for whose product licenses have been suspended
or revoked are also included in recalls. Only those signals
whose importance and urgency cannot allow for a

2.1 Voluntary recall

e If a batch or batches are discovered to be
noncompliant with regulatory standards during
the post-marketing stability study, this can
initiate a voluntary recall.

transmission delay are to be sent by the Rapid Alert e If a market complaint inquiry reveals that the

System. The severity of the flaw, its potential to endanger batch is flawed.

patients or animals (in the case of a veterinary product),

customers, operators, and the environment must all be e If a failure under investigation is found to have

evaluated. the potential to negatively affect the quality of a
] . batch that has already been released, such as

Product _recalls, complaints, and adverse reactions are through contamination, mix-up, degradation, etc.,

covered in Parag_raphs 27 and 28 of Schedule M _of the they should be investigated.

Drugs & Cosmetics Act & Rules, as well as the license

requirements for defective product recalls in Rule 74(j) e If, upon investigation, any odd findings are found

and Rule 78(i). However, an efficient and consistent recall during the visual examination of retention

process with timelines at every stage of the supply chain is samples that point to a potential influence on

necessary, and auditing and accountability are currently product quality.

lacking. This has been noted in cases where government
analysts have declared drugs to be of substandard quality,
when reports of severe side effects or fatalities have been
made, when drugs are prohibited under Section 26 A, when

e If pharmacovigilance or  post-marketing
monitoring data show a significant safety risk
with the product.

2.2 Statutory recall:
e-1SSN: 2321-6794 [97]
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In one or more of the following circumstances, statutory
recall may be initiated in response to a directive or
mandate from the Central or State Drug Regulatory
Authorities:

e Torecall a drug product or batch that is deemed
to be illegal, such as one that is not of a standard
quality, etc.

e Toremember the prohibited substances.

e  Materials used for promotion and/or labelling that
are thought to be illegal. (1)

3. Level of recall

Consumer level: The recall classification and the extent of
distribution will define the level (or depth) of recall for a
product or batch. Retail, wholesale, and consumer/user are
the three levels of recall. The consumer or user level,
which can include any intermediate wholesale or retail
level, might change depending on the product. Individual
customers, patients, doctors, and hospitals can all be
considered consumers or users.
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Retail Level: refers to the level that comes right before the
user or customer level. Retail supermarkets, pharmacies,
hospital pharmacies, dispensing doctors, clinics, assisted
living facilities, etc. are all included.

Wholesale Level: All distribution levels between the
manufacturer and the store are referred to as wholesale
levels. Every Class | recall must be carried out at the
wholesale/distributors, retail, and consumer levels. In
these situations, print and electronic media tools, such as
newspapers, radio, and television, must be used to make
public announcements. Every Class Il recall must be
carried out up to the wholesale and retail levels. Every
Class 111 recall must be carried out up to the wholesale
level. (2)

4. Recall procedure in India

The licensee, the licensee's representative, or the Quality
Head in charge must record the information in the "Recall
Log" and provide a distinct recall reference number that
corresponds to the serial number for the specific year the
recall was started.

Activity
VOLUNTARY RECALL —D| |dentification of a potential non-compliance Issue ‘
h J
Recall initiated by licensee | Communication to QA ‘
v
STATUTORY RECALL: QA to take decision on recall as
Recall requested by per the SOP of the manufacturing
Regulatory Authorities / firm
licensing authority v
¢ Inform State Licensing Authority where product is marketed

Received by

Licensee (Manufacturer)

y

Recall log-in by QA / representative of licensee

Information to Distributors/

¥

Marketing Company/
Wholesalers / Retailers (as |
applicable)

Communication to Distributor / Marketing Company

'

Distributor / Marketing Company calls back the distributed

quantity of product / batch(es)

Receipt, labeling & storage
of recalled stock

Investigation of Product / Batch by QA

v

Communication of
Investigation findings

—| Root Cause Identification, CAPA & Documentation

i—’( Reconciliation & Disposition of recalled batch (if any) ‘

v

Closure of recall ‘

Figure 1. Recall procedure in India
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Depending on how serious the defect is, the licensee,
licensee representative, or quality head in charge must
notify the distributor or marketing company via the
quickest possible method of communication, which may
include email, phone, fax, SMS, etc., to halt the
distribution of the batch or batches in stock and call back
the stock that is available with the distributors, retailers,
etc. The licensee, their representative, or the Quality Head
in charge must fill up and send the "Product/batch Recall
Notice" to the distributor or marketing company.
Following the identification of the product or batches that
need to be recalled, the licensee, licensee representative, or
QA in charge must analyse the information pertaining to
the defective product or batches and make a recall decision
in accordance with the approved procedure.

As soon as the recall decision is made, the licensee or
licensee representative in the market where the product is
sold must notify the relevant regulatory bodies where the

4
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product batch or batches in question were distributed.
Depending on the recall class, additional recall-related
measures will be conducted.

In accordance with the recall classification specified in the
definition, the product or batch in question must be
recalled based on the risk assessment. The manufacturer
and marketing firm will be in charge of notifying retailers
of the recall's cause in their freeze stock notice.
Distributors, marketing firms, and retailers are responsible
for informing their immediate suppliers, manufacturers,
and local drug inspectors about the stock situation of
recalled products. The distributor or retailer is responsible
for keeping track of the recall notification received, the
stock at that time, the freezing process, and the returned
back records. The area Drugs Inspector will then be able
to verify and report on the prompt freezing and return of
the merchandise. (2)

Defective product Accident, error, " Outside of this
1 *| incident or near procedure
miss
NO et
Y
s ) "
Medical product for Outside of this
human use NO procedure
YES v VES
No patient Clinical incident
involvement patient involvement
[
v
~
Incident associated with . .
treatment with the NO Smtrkin o8 €1 pmonde
product )
\. J

¥ iIES

Adverse drug reaction

~

:

Defective product

$ YES

. 4

~

—_— > { Non defective product

J

v

N

[ Report viz yellow card

J

symptoms

~
Consider what defect
would cause these

|

assess defect:
hazardous

major, minor

Report within local
reporting scheme
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Assemble and verify
information required
by the MHRA

l

Re-assess defect:
hazardous
Major minor
J/
¥
Y
Does this agree with V0 Discuss with
initial assessment? | —®|  Origmator agree or » Minor
impose an assessment
\ J
: !
o | Does the incident Decide and
i ' A i cide and carry
Decide and carry || have implications Hazardous/major :
out local action outside your out local action
organisation?

Inform DMRC for How widespread is Inform DMRC for

info only the usage of the info only
: product? ’

i }

Within Io_cal Nationality Unknown
organisation
| |
3 ’ i
Decide and

carry out local ( :

c Inform DMRC

action

' '

Inform DMRC for Decision on any national action will be taken in
info only co-operation with the licence holder

Figure 2. Recall procedure in United Kingdom
Table 1. Country Profile (3)

Parameter United Kingdom India

Country name United Kingdom of Great Britain Bharat Ganrajya

Capital London Delhi

Largest city London Delhi

Population 62.8 million 1441.72 million

Area 242,514sq.km (93,638 sg. miles) 3.3 million sg.km (1269219 sg. miles)

Major language English Hindi

Major religious Christianity Hindu

Currency Pound sterling (1.52 American Dollar= 1 | Indian Rupee (1 American Dollar= 84 INR)
Pound)

Government Unitary parliamentary constitutional monarchy | Republic of India

Regulatory authority Medicines and Healthcare products Regulatory | Central Drug Standard Control
Agency (MHRA) Organisation

e-1SSN: 2321-6794 [100]
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Role of health care professionals

Giving advise
to the patient

If needed must
contact to the
license holder

Product
checked using
data given in

drug alert

Role of distributors

If any doubt, should
contact DMRC for
advise

If complaint is received regarding
suspected defective medicinal
product it should be referred to

licence holder

ROLE

HEALTHCARE
PROFESSIONALS
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In United Kingdom role of healthcare professional in recall
is as follows:

Identify class
of medicine

OF Checking the
available stock

of defected

Make sure that other
organisations are
aware of recall

Figure 3. Role of healthcare professionals

Complying with good
distribution practices

ROLE OF

DISTRIBUTORS

Take appropriate steps
to inform customers

Figure 4. Role of distributors (4)

Table 2. Classes of drug recall: (5)

United Kingdom

India

4 Classes

3 Classes

Class I- Life threating

Class

I- Serious adverse health consequences

Class II- Mistreatment or harm to patient

Class

1I- Temporary adverse health consequences

Class III- Unlikely to cause harm to patient

Class

III- Not likely to cause any adverse health

conseqguences

Class IV- “Caution in use” called class IV drug alert

5. Recall procedure in United Kingdom

Recalling Medicinal Products with Flaws in nearly all
situations, the DMRC and the license holder communicate
before deciding to recall a product or batch. As long as
license holders work carefully and honestly with the
MHRA, the agency's legislative authority to mandate a
recall is rarely exercised. After deciding to recall a batch
or batches of products, several other decisions need to be
made. Following table displays the United Kingdom's
recall classification according to classes | through V. (6,7)

6. Conclusion

To protect the public's health from subpar or damaged
items, the product recall includes defined written protocols
and systems to record, access, investigate, and review any
potential quality flaws. The regulatory authority and
enforcement should be in charge of managing the
medication recall. They should also be aware of the type

e-1SSN: 2321-6794
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of recall action and classify the product according to the
possible risk that the deficiency poses to patients or
consumers. The product recall should be managed by the
regulatory body, enforcement, and inspection. Recall
should be done in according to the guidelines so that it
should not harm patient health.
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