1JBPAS, July, 2024, 13(7): 3469-3480
ISSN: 2277-4998

International Journal of Bioclogy. Pharmacy

and Allied Sciences (IJBPAS)
‘A Bridge Beswemn Laboratory and & pader’

WWW.ijbpas.com

A COMPREHENSIVE FRAMEWORK FOR EFFECTIVE VENDOR
SELECTION IN THE PHARMACEUTICAL INDUSTRY

JIJO SV, BALAMURALIDHARA V¥ AND GOWTHAMI K 3

1: Dept. of Pharmaceutics, Regulatory Affairs Group, JSS College of Pharmacy, JSS
Academy of Higher Education and Research, Mysuru- 570015, Karnataka, India

2: Associate Professor & HOD, Department of Pharmaceutics, JSS College of Pharmacy,

JSS Academy of Higher Education and Research, Mysuru- 570015, Karnataka, India

3: Ph. D Research Scholar, Dept. of Pharmaceutics, Regulatory Affairs Group, JSS College
of Pharmacy, JSS Academy of Higher Education and Research, Mysuru- 570015,
Karnataka, India

*Corresponding Author: Dr. Balamuralidhara V: E Mail: baligowda@jssuni.edu.in

Received 15" March 2023; Revised 8" July 2023; Accepted 23" Oct. 2023; Available online 1% July 2024
https://doi.org/10.31032/1JBPAS/2024/13.7.8177
ABSTRACT

Pharmaceutical companies rely heavily on vendors to ensure their product’s safety, quality,
and efficacy. The article "Vendor Selection" sheds light on the crucial role that vendor selection
plays in the pharmaceutical sector and provides insight into the most important aspects that
businesses ought to consider when selecting vendors. When choosing vendors for
manufacturing, testing, packaging, labeling, and distribution, the paper emphasizes that
pharmaceutical companies must adhere to stringent regulatory requirements and industry
standards. Product recalls, quality issues, regulatory violations, and damage to a company's
reputation are all possible outcomes if qualified and compliant vendors are not chosen. Vendor
qualification, risk assessments, audits, inspections, and quality agreements are all tools that
businesses can use to reduce these risks.

The article also discusses the difficulties and repercussions of effective vendor selection, such
as the requirement for ongoing monitoring, continuous improvement, and frequent
communication with vendors. To guarantee that vendors meet the requirements for quality and

compliance, businesses need to select vendors using a risk-based approach and create a robust
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vendor management program. To select the best vendors while minimizing quality and
compliance risks, businesses must consider various factors. A proactive, risk-based approach
and a strong commitment to quality and compliance are necessary for successful vendor
selection. By following accepted procedures and administrative necessities, drug organizations
can lay out with sellers that add to their prosperity and guarantee the security and viability of
their items.

Keywords: Vendor, qualification, selection, categories, pharmaceutical

INTRODUCTION

Vendor selection, which incorporates

gaining the fundamental materials,
administrations, and hardware for a wide
range of organizations, is a significant piece
of the buying capability. The capability of
buying is major to business executives due
to its actual nature. In today's competitive
business environment, it is impossible to
successfully produce low-cost, high-quality
goods without trustworthy suppliers. As a
result, choosing and maintaining a
competent group of suppliers is one of the
most important purchasing decisions. In
order to match the requirements for a
product or service with the capabilities and
prices of the vendor, the procurement
process involves a series of steps. It includes
signing contracts, contacting references,
using a company's checklist for selecting
vendors, finding potential vendors, getting
quotes or proposals from competitors, and
finding vendors. Choosing vendors is one of
the most important tasks for the purchasing
department. Traditionally, vendors are
selected based on their capacity to meet

quality, delivery performance, and price

requirements. However, when selecting a
dependable retailer, a variety of factors must
be considered because they are chosen not
only to meet immediate needs but also to
meet future requirements. Examines four of
the most significant criteria, which have
been categorized as follows: autonomous,
dependent, linked, and driven by their power
and dependence on the driver [1].

For the selection of vendors and the
purchase of necessary materials, services,
and equipment for all kinds of businesses,
the purchasing function is an essential
component of business management by its
very nature. Without reliable suppliers, it is
impossible to successfully produce low-
cost, high-quality goods in today's
competitive business environment. The
selection and upkeep of a competent group
of suppliers is, as a result, one of the most
decisions. A

significant ~ purchasing

purchasing department's selection of
competent suppliers has long been regarded
as one of its most crucial tasks [2].

Seller determination choices are convoluted

by the way that different models should be
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viewed in the dynamic cycle. Numerous
academics and purchasing professionals
have focused on the analysis of vendor
selection  criteria and  performance
measurement. Organizations can accelerate
merchant determination to days rather than
months [3].

¢GMP requirements for vendor
qualification

cGMP or current Good Manufacturing
Practices are a set of regulations established
by the FDA to ensure quality and safety in
the  manufacturing, processing, and
packaging of drugs and medical devices.
Vendor qualification is a crucial component
of cGMP compliance. Vendors are required
to be qualified in accordance with cGMP
regulations based on their capacity to supply
goods and services that meet the cGMP
requirements for the production of safe and
effective medical devices and drugs. The
capability interaction intends to guarantee
that merchants are equipped for meeting the
cGMP necessities and are focused on
ceaseless improvement. It is essential to
adhere to the cGMP requirements for vendor
qualification to guarantee that the
manufacturer's drugs and medical devices
are of high quality and safe for patients to
use. As well as characterizing the recurrence
of reviews, record-saving prerequisites for
the capacity of review reports, and norms for
the presentation of value reviews, review the

executives should incorporate the technique

for following the exhibition of providers, the

support of qualified seller records, and

necessities for remedial activity and follow-
up.

Additionally, quality planning ought to be

incorporated into each vendor qualification

program. In this way, the support can
anticipate review times across project plans.

For any project, vendor qualification can be

divided into two sections with three tracks.

There will be a track for regulated work

products in each section. Controlled work

products are referred to as GCP, GMP, and

good laboratory practice [4].

The following are some of the cGMP

requirements for vendor qualification:

1. Written procedures: A  vendor
qualification program should have
written procedures in place that
outline the process for selecting,
evaluating, and approving vendors.
These procedures should be

reviewed and updated regularly.

2. Vendor evaluation: Vendors should
be evaluated based on their ability to
provide materials or services that
meet the manufacturer's

evaluation

requirements.  This

should include an assessment of the

vendor's  facilities, equipment,
personnel, and quality control
procedure.

3. Vendor audit: Vendors should be

audited periodically to ensure that
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they are maintaining their quality
standards. The frequency of vendor
audits should be based on the level
of risk associated with the vendor's
products or services.

4. Quality agreements: A quality
agreement should be established
between the manufacturer and the
vendor, which outlines the roles and
responsibilities of each party in
maintaining product quality.

5. Material qualification: Materials
supplied by vendors should be
qualified to ensure that they meet the
manufacturer's specifications and
are suitable for use in the final
product.

6. Documentation: All vendor

qualification activities should be

documented, including the
evaluation, audit, and qualification
of vendors, as well as any corrective
actions taken.

7. By implementing a robust vendor
qualification program that adheres to
cGMP requirements,

pharmaceutical, biotech, or medical
device manufacturers can ensure that
their products are safe, effective, and
of high quality [5, 6].

Characteristics of vendor categories

Category 1

Category 1 merchants are regularly viewed

as contracted because of their specific

abilities. They offer services that are specific
to a particular phase of the development
process. The information they produce can
be utilized to characterize a particular
arrangement of undertaking qualities, and
they are by and large viewed as specialists.
During the development cycle, they are
"short-lived" and can only be hired for a
limited amount of work. Minimal
monitoring is recommended due to the small
amount of work and low risk of them not
working as expected.
Category 2

Suppliers of standard compartments,
terminations, crude substances, and
excipients are well-known Category 2. Most
of the time, they know what pharmaceutical
development needs and have process
standards. They could deliver a ton of these
normal things and offer them to many
individuals. They could also receive
certification in accordance with an ISO-
9000 quality management framework.
Category 3

Vendors in category 3 whose incoming
inventory currently demonstrates issues
with quality or a pattern of nonconformance
over the previous year. They can also be
hired in small numbers by laboratories that
conduct routine tests. These vendors are
more likely than category 2 vendors to
violate the law. A schedule for annual audits

and an advanced monitoring program ought

to be implemented.
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Category 4
Manufacturers of APIs from a single source

make up Category 4. For the first-time

SPONSOR

clinical preliminary, there are only two
essential preliminary clinical locations and

producers [7].

Vendor

(contract
manufacturer)

(contract

Vendor Vendor

(contract
packager)

labeller)

Manufacturing
material
Supplier

Labeling Packing
material material
supplier supplier

Figure 1: Relationship between sponsor, supplier and vendor

Vendor Selection Criteria

1. Performance History

2. Repair service

3. Warranties and claim policies.

4. Production facilities and capacity

5. Financial position

6. Desire for business

7. Labour relation record Geographical
location.

8. Reputation and position in the industry

9. Quality

10. Price Technical capability

11. Procedural compliance

12. Communication system

13. Operating controls

14. Delivery

15. packaging ability [8]

Problems In Vendor Selection

» Overestimating the vendor's
capabilities
» Having an erroneous belief that the

vendor will keep its status quo

throughout the contractual
relationship.

Underestimating the time and effort
required to keep a vendor qualified.
utilizing a single vendor

Failing to switch vendors when
necessary.

Underestimating the time and effort
required to initially qualify a vendor,

particularly if it is a crucial supplier,
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rather than asking the vendor what is
possible.

» Not understanding how  the
SELLER'S association's frameworks
work

» Not verifying the crude information
given by the provider consistently
Keeping responsibility for the

property [9, 10].

Phases of Vendor Selection Process
Phase 1: Pre-solicitation Planning
The internal culture, policies, and
procedures required to acquire goods and
services make this planning process unique
to each organization or agency. You will
decide during this process whether the
company will produce the goods or services
internally or outsource them to a vendor.
Utilize the findings of the market research.
A Solicitation for Proposition will be ready
when you have affirmed that you will
request a vendor. The buyer's requirements,
proposals, and the procurement team's
evaluation and contract negotiation are all
detailed. Incorporate insights concerning
evaluating, any impetuses or conditions, and
arrangements for changing the agreement to
guarantee that the agreements are clear.

Phase 2: Vendor Selection

After you have gotten reactions to your RFP,

the subsequent stage is to survey every

accommodation and pick a merchant.
include the

Important  considerations

company's financial stability, length of

operation, recommendations from similar
businesses, and credibility. A risk analysis
will be used to determine a vendor's stability
before awarding a contract. This analysis
ought to be consistent, fair, and impartial.
Organizations will employ a variety of
evaluation strategies when selecting a
vendor.

Phase 3: Award Contract

Awarding the Contract After selecting your
preferred vendor, it is time to award the
contract. At the point when you converse
with your seller, the primary thing you ought
to do is make certain your assumptions are
understood.  For

extremely instance,

requiring the vendor to follow the
company's internal guidelines for project or
business management.

Phase 4: Contract Management

A work statement should be prepared in
advance so that the vendor can begin
working on the project. Both the internal and
external project directors should have access
to an ongoing task plan. Therefore,
improved checking and control will be
conceivable. It also gives each manager a
chance to help the project move forward.
Depict the points of interest of the
presentation changes alongside their timing.
Conduct regular audits if you are concerned
about the project's performance [11].

Phase 5: Contract Closure

Contract closeout is not possible until both

the merchant and the buyer comply with the
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agreement. If the contract contains
disagreements, litigation, or 1is being
evaluated for ethical abuse, it cannot be
closed.

Confirm that the agreement has been carried
out: Search for documentation that shows
that the  presentation, items, or
administrations have met the agreement's
prerequisites. Prepare a contract termination
document: This report is used to look at the
things in the agreement to give an overview
of the events that made the merchant happy
with this agreement [12].

Vendors in the Pharmaceutical Industry
Utilizing outside vendors can frequently be
a low-cost method of increasing an
organization's productivity and operational
efficiency in the pharmaceutical industry. In
order to obtain a wide range of services and
materials that can be utilized all the way
through a product's lifecycle, from
development to commercial distribution,
pharmaceutical ~ companies  frequently
collaborate with external vendors [13].

1. Enhanced Selection of Vendors: The
capacity, contingency planning, and
capability of the vendor should all be
considered during the vendor
selection process.

2. Reduce Danger: Once the shortlist is
not completely settled, a proper
evaluation of the merchant quality
framework is required to determine

whether the seller has sufficient

control over their internal processes.
The level of assessment should
match the vendor's risk level, and
once risks are identified, measures
can be taken to reduce them. The
quality evaluation of non-basic
merchants might be restricted to a
particular segment of the seller poll
or potentially the stockpile of an ISO
9001

Due Diligence for Vendors: The
types of due diligence checks used to
ensure that potential vendors can
meet your company's needs include
bona fides checks, performance
audits, and vendor questionnaires.
Enhance Efficiency: If procedures
and  processes  for  vendor
management are in place, vendors
can be onboarded and utilized more
effectively. By dividing each vendor
into groups based on the degree of
risk they pose, you can also ascertain
the degree of supervision required
for them. Compared to generally
safe merchants, high gambling
sellers require more stringent
supervision. Consistently received
goods or services of high quality.
Boost  Execution: After Key
Performance Indicators (KPIs) have
been established and communicated
to a vendor, monitoring them will

enable your organization to identify
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the vendor's strengths and areas for
improvement. KPIs include things
like complaints, OOS results, and
batches that were rejected [14].
Vendor Re-Assessment
1. For each packaging material and raw
material, a vendor re-assessment must be
conducted at least once a year.
2. 30 batches of materials from the same
vendor must be evaluated for their rejection

rate.

3. All other units' data must be gathered for

data compilation.

4. The vendor may be approved, and no

further re-evaluation may be necessary if the

approval rate is greater than 90%.

5. The plant's QA department must inform
the purchase and warehouse departments of

the changes and update the approved vendor

list [15, 16].
Active Pharmaceutical

Vendor Selection Criteria [17]

Table 1

Main Criteria

Sub-criteria

Cost

Product price

Ingredient

Payment terms

Cost of delivery

Quality

Quality of the item

The total number of defective products

Packaging and laébelling

ISO 9001 (quality management system certification

Innovation, development, and research

Services

Customer relationship management

After sales-service/warranty

Delivery

Geographical location

On-time delivery

Vendor profile

Financial status

Management and organization

Facilities

Past record documentation

ISO 14001 (environmental
certification

management

system

Risk assessment system

OHSAS 18001 (occupational health and

management system certification)

safety

Technical ability

Certificate of GMP (Good Manufacturing Practice)

Capacity

Overall personnel capabilities

labour overall skills

labour experience

Pharmaceutical Vendor Management
Requirements

The pharmaceutical company is required to
ensure that vendors of products, services, or
processes adhere to your requirements in
accordance with ISO 9001:2015 Section 8.4

(control of externally provided processes,

products, and services). You will also

choose the kind of controls

processes,  products, and

Pharmaceutical company quality systems

and management responsibilities

controlling and reviewing all outsourced

activities and the quality of purchased
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materials are outlined in the ICH Q10 III G
(Management of Outsourced Activities and
Purchased Materials) standards.

The pharmaceutical manufacturer is the
contract giver and is in charge of all
processes and protocols for controlling
outsourced activities, as stated in EU-GMP
Guideline Chapter 7, Section 4 (Outsourced
Activities).As per the Quality Frameworks
Way to deal with Drug Current Great
Assembling Practice Guidelines (Control
Reevaluated Tasks), the drug maker is
expected to have a quality framework set up
to depict all re-appropriated materials and
administrations. The prerequisites that you,
as a drug item maker, are expected to
implement to oversee providers or
potentially buying controls are referenced in
these guidelines, norms, and direction
reports [18].

Machine Learning for Vendor Selection
Al for Vendor Selection Recently, a variety
of approaches to selecting the best providers
have emerged, each based on a different
arrangement of models. The MCDM
strategy is one of the methods that is used
the most frequently. However, one of the
drawbacks of the currently available multi-
criteria supplier selection and performance
evaluation models for development is the
model itself. The majority of studies make
use of the Fuzzy Analytic Hierarchy Process
(Fuzzy AHP), the Analytic Network Process
(ANP), and the Analytic Hierarchy Process

(AHP). Chiefs are expected to depend on
examinations while going with choices
utilizing these techniques. Despite their
effectiveness in dealing with qualitative or
hazy data, these methods frequently limit the
number of suppliers and factors that can be
examined and analyzed simultaneously. As
Al has gained popularity, machine learning
(ML) has been used in several supply chain
management areas, including the selection,
evaluation, and development of resilient and
sustainable suppliers [19].

e Integration of SCOR 4.0 and a method
based on machine learning to select the
most resilient and sustainable supplier.

e Implementation of SCOR 4.0 in the
creation of the framework for

evaluating supply chain performance

and customer satisfaction.

e Implementation of a gradient-

boosting-supervised machine learning

model to rank the suppliers and
identify the best one.

e Show that the SCOR 4.0 integrated
ML approach works well for managing
the supply chain [20, 21].

CONCLUSION

Selecting qualified vendors is crucial for
manufacturing pharmaceuticals. The cGMP
prerequisites for merchant capability are
helpful for guaranteeing that the main
qualified sellers are chosen. For seller

determination, this entails considering
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merchant classifications and administrative
requirements. To guarantee that the chosen
vendors meet the required standards,
adequate documentation is  essential.
Vendors must be reevaluated at regular
intervals to ensure that they maintain the
necessary standards throughout the vendor
relationship. An effective method for
locating high-value suppliers of essential
goods or services is ABC analysis. In
addition, pharmaceutical vendor
management requirements must be met,
such as conducting regular evaluations of
the performance of vendors and establishing
open lines of communication. A promising
approach to improving vendor selection is
machine learning. By wusing data and
investigation, simulated intelligence
calculations can help with distinguishing the
best sellers considering various models,
including quality, cost, and conveyance
execution.

Choosing the right sellers is fundamental for
guaranteeing the security and nature of drug
items. Drug makers can guarantee that they
work with the top sellers and give excellent

items to purchasers by sticking to the proper

choice measures and administrative
necessities.
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