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ABSTRACT :-

Pharmaceutical quality assurance involves ensuring
that products or services in the pharmaceutical
industry meet  required quality standards. Its
purpose is to establish and maintain customer
confidence in the product by identifying and
preventing defects at an early stage. In the
pharmaceutical industry, quality assurance is a
continuous process focused on thoroughly
examining customer needs and expectations. A
variety of approaches can be used to support this
process, while keeping in mind the importance of
minimizing additional costs to the business.
Additionally, the primary goal of pharmaceutical
quality assurance is to reduce costs by maintaining
high quality standards, while complying with
applicable regulations and industry standards[1]

the most important quality guidelines and practices
in the pharmaceutical industry. B. Organize these
tutorials and practices to create a guide that paves
the way for other researchers looking to deepen
their knowledge. These guidelines and practices.
Design A study was conducted on 102 publications;
56 publications were directly related to
pharmaceutical quality while 46 publications were
related to general quality practices.[2]

It also explains how quality assurance can increase
industry revenue and how it relates to other
departments as a key factor. This magazine
provides information on the role of senior
management and the importance of quality
assurance in the pharmaceutical industry. It gives a
clear idea about how the quality assurance
department works. The role of quality assurance in
validation, legal issues as well as business
development is explained[3].

KEY WORDS:- Quality Assurance, Regulatory
Affairs, Objective, Importance, GMP.

l. INTRODUCTION:-

Quality may be a broad construct and
concern for each item Or article of use- it’s going
to be house-hold item, household Appliance, and
aid merchandise, machinery purchased from The
market, cars for private or industrial use, foods and
food Merchandise or medicines for animal and
human Consumption. Nobody needs compromise
in quality of any Item they use so Quality assurance
is that the method or the Tip of the method of
vouching for the integrity of a product to Satisfy
the quality for its supposed use. Quality assurance
is Associate in Nursing obligation mechanically
obligatory on The manufacturer of any product to
make sure that it meets The requirements of the
user within the measures supposed For use- quality,
safety, efficacy, responsibility, strength and Or
sturdiness etc. For the end-user, the benchmark of
quality Is perfection- they can’t enable but 100%[4]

Good Laboratory Practices (GLP) and
Good Manufacturing Practices (GMP) are a very
important part of Quality Assurance (QA), each
method and step must follow GMP and GLP
guidelines . GMP ensures that the Product is
manufactured according to standards to avoid any
problems related to the Product or production[5] .
In the

Pharmaceutical industry, production must
be approved by the agency, and in particular, the
agency pays more attention to the GMP process
used. GLP is an important parameter for personnel
involved in Laboratory work and analysis. Each
method and SOP must comply with GLP
guidelines.[6]

PURPASE:-

This white paper presents best practices that QA

reviewers can use to plan and execute QA
Oversight activities and meet the annual

reporting requirements of the Principal Auditing
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Standards government (GAS) . It addresses the
concerns of the OIG community identified in the
following areas:

e The structure of the oversight function in audit
organizations of various sizes the extent of
monitoring policies and procedures for
compliance with GAS, commonly known as

. Generally Accepted Government Auditing
Standard (GAGAS) or Gold Book , published
by the U.S. Government Accountability Office
(GAO)3

e Methods of conducting and recording follow-
up assessments and reports including
monitoring results.[7]

DEFINITIONS:- Quality (Q) :-

The dictionary meaning of “quality” is “the
standard of something when compared with other
things.

ISO (International Organization for
Standardization) defines quality as “all the
characteristics of a product or service that influence
its ability to satisfy expressed or implied needs”.[8]
Quality assurance(QA) :- is a broad concept that
focuses on the entire quality system, including the
supplier and the final consumer of the product or
service. It Includes all activities aimed at producing
products and services Of consistent quality.
According to ASQ, QA includes all planned or
systematic actions necessary to ensure that a
product or service will meet given needs.[9]

Quality Control (QC):-

Quality control is a process by which
entities review the quality of all factors involved in
production. ISO 9000 defines quality control as “A
part of quality management focused on fulfilling
quality requirements. [10]

Quality management (QM) :-

Quality management is defined as “the
aspect of the management function that determines
and implements the “quality policy”, i.e. the overall
purpose and direction of an organization in terms of
quality, as formally demonstrated and authorized
by senior management.[8]

Good Manufacturing Practices — GMP is a part
of QAthat ensures that products are systematically
manufactured and controlled to quality standards
appropriate to their intended use.[11]

QUALITY ASSURANCE :-Principal :-

Quality assurance is the process
implemented to test and verify that manufactured
products are safe and meet regulatory
requirements in all aspects , from raw material to
finished packaged
[12]

These are a set of regulations created
under Section to ensure that a drug meets the
standards required for its intended use and is safe.
Quality assurance therefore includes GMP, GLP
and various Factors, including those outside the
scope of these guidelines, such as: B. Product
design and development[13]

Quality assurance can be a wise solution
in Pharmaceutical manufacturing, as it is a Method
of ensuring the integrity of the product meets
Quality for its intended use. This is the bond that
ensures that Manufacturers meet end user needs for
safety, quality, efficiency, power, reliability and
durability. Quality is the benchmark of perfection
for End users.[14]

Customer focus

Leadership

People participation

Process approach

Management system approach

Continuous improvement

Practical approach to decision making

Mutually beneficial relationships with
suppliers[15]

The system of quality assurance applicable to
the Manufacture of pharmaceutical product
ought to that:

The general quality control model
includes standards. These include: checking the
value or level of established standards, verifying
product conformity and integrating this back into
the original system and control steps.2 Quality
control is an essential process and should be
applied to all stages of production; starting from
design, through raw material assembly, in-process,
post-process and finally finished product including
stability testing. This explains why Quality control
is most often described total quality control (TQC).
This article will focus on a number of
pharmaceutical quality systems involved in
ensuring ensure the quality of manufactured drugs.
As mentioned previously, the eight pillars of PQS
provide a good basis for discussion (Figure)
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Figure 1: Eight Quality Systems contribute to the high quality of the finished pharmaceutical product

Quality sk
management

~ Inspection
preparation &

support

GDP/GMP

compliance

1.Production and control activities are regulated in
the form of document And GMP requirements are
adopted.

2.Management responsibilities are clearly stated in
the Job description

3. Arrangements are made for the manufacture,
supply of and the use of appropriate starting and
packaging materials.

4. All  necessary controls for raw materials,
intermediate products and finished products as well
as alternative in-process controls, calibration and
validation measures are in place .

5.The finished product is properly handled and
controlled, using defined procedures.

6.Have a regular quality control and/or self-audit
process that evaluates the effectiveness and
applicability of the quality assurance system.

7. Deviations must be reported, investigated, and
recorded.

8.Have a system for reporting and approving
changes that may affect product quality.[13]

COMPONENTS OF QUALITY ASSURANCE:-
1.Strategic or organizational level: This level is
concerned with  quality policy, objectives and
management and is often produced in the form of a
quality manual.
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2.Tactical or functional level:
These are general activities such as training. , times
of installation, QA operation

3.Operational level:

These are standard operating procedures (SOPs).
Spreadsheets and other aspects of daily operations.
Therefore, quality assurance combines with GMP
and other factors such as Product design and
development.[8]

OBJUCTIVE OF QUALITY ASSURANCE:-
Below are the main objectives that any
pharmaceutical quality assurance program should
strive to achieve:

1. Product Quality & Safety:-

The main goal of a pharmaceutical
company is to produce effective medicines.
However, without a robust pharmaceutical quality
assurance system, life-saving pharmaceutical
products can cause irreparable harm or even
death. The pharmaceutical industry and all
personnel involved in ensuring pharmaceutical
quality must remain focused on the people taking
the medicine and the potential impact on their
health.

2.Avoid Negative Publicity:-

A robust pharmaceutical quality assurance
system ensures that products are effective and safe.
Adhering to good manufacturing practices (GMP)
and adopting comprehensive testing policies helps
drug manufacturers produce the highest quality
products and avoid incidents that damage their
reputations. Language. Ensuring pharmaceutical
quality protects against negative publicity.

3.Improve Efficiency:-

Ensuring pharmaceutical quality is above
all about creating reliable and safe products. The
second aspect of pharmaceutical quality assurance
is that it promotes continuous improvement, from
technology transfer to product development.

Advanced technology allows for tighter
control and closer monitoring of the
pharmaceutical manufacturing process. Automation
and virtual processes increase productivity and
security, but product quality is never
compromised.

4.Guarantee Compliance:-

Regulations are constantly evolving, so
keeping up to date with pharmaceutical industry
standards requires an effective pharmaceutical

quality —assurance system, including robust
processes and risk management processes to ensure
regulatory compliance. Even if you are 100%
compliant with pharmaceutical quality assurance
requirements, you still risk being fined if you do
not have supporting records. Documenting your
quality system will help demonstrate that you meet
regulatory compliance requirements.[17]

BENIFITS OF QUALITY ASSURANCE:-

If a pharmaceutical company fails to meet
its quality assurance goals, it may suffer its position
in the industry, be subject to disciplinary action, or
face with legal action. Here are the benefits of
quality  assurance in the pharmaceutical
industry:[18]

Pharmaceutical quality assurance has
several goals, all of which must be achieved. If an
organization cannot achieve these quality goals, it
will need to review the entire pharmaceutical
manufacturing process. Below are each of the key
objectives that any quality assurance program
should strive to achieve.[19]

QUALITY ASSURANCE REVIEW PROCESS:
- The QAR process ensures a comprehensive
review is carried out in accordance with
international standard . Generally, this includes four
standard stages, namely planning , implementation,
reporting and monitoring.

1.Planning phase:- e Planning

o Understanding OAGN or the audit environment
o Identifying QAR

o objectives and scope

o Identifying key areas for QAR

o Selecting appropriate audits for QAR Decision
determination

o methodology

o Identify roles and responsibilities

o Estimate resources including time

o Prepare QAR plan

2. Implementation phase:-

In the second phase, the review team conduct a
review using the QAR Plan to guide evidence
collection.

e Conduct QAR

o Hold intake meeting

o Collect information

o Record and analyse information

o Discuss QAR results with the audit team
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3 Reporting Phase: -

The third phase is when the assessment team uses
the results (preliminary

Findings and recommendations) from the
implementation phase as input to prepare the draft
QAR Report.

o QAR Report

o Prepare draft QAR

Report o Conduct closing meeting with
o Finalize QAR

4. Follow up :-

The final stage is when the assessment team uses
the action plan Actions prepared by the  Line
management function audit serve as input and
assess the extent of implementation of the
recommendations of

QAR and reasons for non-implementation, if any.
e follow up QAR:- o Management

o taking action Assessment

o implementing action plans

o Preparing monitoring QAR reports[20]

AN OVERVIEW OF THE QUALITY
ASSURANCE DEPARTMENT IN
PHARMACEUTICAL INDUSTRY:-

In the pharmaceutical industry, the key
units or departments Subject to regulatory review
are Manufacturing, Quality Control/Quality
Assurance, Warehouse, and
Engineering/Utilities. The QA department’s
responsibility is to oversee manufacturing
operations, Analytical laboratories, warehouses,
utilities, and environmental (sanitation)

To ensure that good manufacturing

practices , good practice and good storage practice
Avre applied. [4]
Senior management clearly must be able to
develop and implement an effective quality policy
to ensure quality becomes an effective part of
business operations. The implementation of such a
policy involves all members of the organization.

Must explicitly acknowledge that every
employee (from management to the shop floor) has
a responsibility to ensure that's GMP standards and
good quality practices are adhered to.[11]

THE IMPORTANCE OF
ASSURANCE TRANING:-

Ifa drug does not work as expected or is
defective, it can safely be considered a threat to
public health. All pharmaceutical companies must
strive to ensure that all drugs manufactured are

QUALITY

free of contaminants and will serve their intended
purpose. There are a number of methods and
practices used throughout the pharmaceutical
manufacturing process to ensure the quality of the
end result, and it all starts with training.

One example is drug stability testing, which
measures how different properties of a drug change
when exposed to different conditions. Training
your quality assurance staff on how to perform this
type of testing will help the quality assurance team
understand how to store the medication.

We mentioned compliance before and it

bears repeating. Compliance is one of the primary
goals of any drug manufacturer. But how can the
QA department maintain compliance if they don’t
have the right training?
All employees involved in the production of
medicines must be appropriately trained to ensure
compliance. For example, learning good
manufacturing practices will help employees
ensure that they are following best manufacturing
practices at every step.[23]

PHAMACEUTICALS CLOUD COMPUTING
MARKET REPORT HIGHLIGHTS

Market Size: The report provides a detailed
assessment of the market size of the
Pharmaceutical Cloud Computing market during
the forecast period 2023-2030 , taking into account
both historical data and future projections.

Market Share: The report provides market share
analysis, highlighting key players and their
strategies to maintain a competitive edge in the
market.

Industry Trends: The report identifies and
examines key trends shaping the pharmaceutical
cloud computing market, including technological
advancements, product innovation, and market
consolidation.

Regional Analysis: The report evaluates the
market across different regions, providing insight
into  regional dynamics and opportunities for
market participants.

Segment Analysis: The report segments cloud
computing in the pharmaceutical market based on
type and application, allowing readers to
understand the specific market segments driving
growth.[23]

PRODUCT LIABILITY AND SAFETY:-

The pharmaceutical industry is now fully
aware of the implications of strict product liability
; although for some time, -related companies in the
United States were at risk of heavy fines for non-
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conforming or defective products. The enactment
of the latest product liability laws across the
developed world is currently underway. This could
have a profound impact on commerce, and any
Company that wishes to continue trading profitably
Must be forced to rely on the adoption of security
procedures capable of minimizing the risks
involved.

To product liability Quality assurance,
recognized as an important management tool, is
now widely accepted in the United States because
of the fundamental need to implement effective
product liability prevention programs. Now is the
time for the pharmaceutical industry to follow suit,
because companies that ignore the dangers will
certainly face great financial jeopardy .[24]

USES OF QUALITY ASSURANCE:

1. Quality control allows a company to satisfy
customer needs and expectations.

2. High quality promotes customer confidence,
helping to increase competitiveness in the
market.

3.By preventing problems from occurring in the

first place, it helps establish and maintain quality

standards by saving money and resolving problems
before they become serious.

4. In many businesses today, spending money on

quality assurance is essential. This works best when

done right from the start.

5.When quality assurance is done correctly, it

gives confidence to consumers, product testing, and

allows

Companies to advertise their products without

worry.[25]

QUALITY ASSURANCE IN VALIDATION
AND TECHNICAL SUPPORT Importance of
Validation :-

Quality assurance and cost reduction are
the most compelling reasons to optimize and
validate Pharmaceutical products and related
processes. Making goods fit for their intended
purpose is objectives Of the Fundamentals of
Quality Assurance.[26]

Process validation will result in fewer
troubleshooting issues and product recalls. Less
process support is needed, there is less downtime,
there are fewer batch errors, and the process can
run more efficiently and produce more product
when it is continuously under control.
Additionally, timely and appropriate validation
improves quality assurance, increases cost
reduction through process optimization, enables

more efficient and faster troubleshooting, and
reduces real time now results in low inventory,
allowing all employees to take responsibility for
their own processes and improve them, improving
the system. Controls, maintains and improves a
high level of assurance that a particular process
will consistently produce a Product that meets
predetermined quality and technical
specifications.[27]

In contrast, quality assurance is the result
of careful attention to a number of factors, such as
selection of high-quality materials and tools,
product fit, process design, supplier selection
approved levels, appropriate GMP inspection, staff
training. , technical audit, critical analysis of
market complaints, in-process control And final
product testing.[28]

Method validation:

Established SOPs are further researched
and tested to Improve efficiency and achieve more
accurate results for Each test. New methods are
also subjected to trial and error to verify the results
obtained. If the results obtained are more accurate
than the current method, modifications will be
made. [29]

But changes can only be made after
obtaining Approval from the BURAE NATIONAL
PHARMACEUTICAL CONTROLLER (NPCB).
Once approved, this method will be replaced by a
new method. Afterwards, the entire QC team was
convened for a meeting on the new methods and
means . To further clarify the results, a
demonstration was also Conducted.[30]

Process validation:-

The main reasons for validation are

Quality assurance: Quality cannot be guaranteed
by daily quality control testing due to limited
statistical samples and limited finished product
testing facilities mechanism. Validation tests the
accuracy and reliability of a system or process to
meet predetermined criteria. Successful validation
provides a high level of assurance that a consistent
level of quality is maintained in each unit of
finished product from batch to batch.

Economic aspect: Due to successful validation,
the sampling and testing process is reduced , and
there is less product rejection and retesting, This
leads to cost savings.

Compliance: To comply with current CGMP Good
Manufacturing Practices, validation is
necessary.[31]
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What validation methods are used in the
pharmaceutical industry?
1.Anticipatory Validation :-

Establish documented evidence that a
piece of equipment/process or system will do what
it is intended to do, based on a series of planned
scientific tests advance planning as identified in the
appraisal plan.

2.Concurrent Validation :-

Used when it can be demonstrated that the
current process is in  control by applying
testing to sample at points throughout the process;
and at the end of the proces. All data were
collected concurrently with process implementation
until  sufficient information was available to
demonstrate process reproducibility.

3.Retrospective validation :

Establishes documented evidence that a
process does what it is intended to do, based on
review and analysis of historical data.[32]

3 Steps to Process Validation :-

USFDA emphasizes data collection and
evaluation in its definition of process validation. It
is important that the validation team not only
collect information about activities throughout the
product and process lifecycle but also analyze that
information to understand the source of variations
and control them accordingly. The 3 stages of
process validation are process design, process
evaluation, and continuous process verification:

Step 1: Process Design
In this step, the manufacturing process is
defined so that it can reproduce drug delivery that
meets predetermined specifications and quality
attributes. To achieve this, the validation team must
have a clear understanding of how the process
actually works. Consider the following sources and
methods for gathering process information:
® Product development activities
® Functions and limitations of manufacturing
equipment
e Expected contributions to variation
® Design studies Design of Experiments (DOE)
*  Analytical Instrument Risks
e Laboratory or Pilot-Scale Experiment or
Demonstration

® Virtual or Computer Simulation

This step also involves process control,
strategic plan to minimize and/or adapt to input
variability in the production process. Controls
typically include material analysis and equipment
monitoring at critical processing points. In some
cases, the use of process analytical technology
(PAT) may be necessary.

Step 2: Continuous Process Verification

After designing and validating the
process, the third step in process validation
involves configuring the system to continuously
ensure that the validated process remains in place.
This state during normal production. Continuous
process verification often incorporates the use of
statistical process control (SPC),  continuous
monitoring and sampling of process parameters and
quality attributes, and maintenance of facilities,
utilities, and equipment. Related equipment and
assets according to schedule. It is important to
apply good
documentation practices throughout the validation
process.[33]

Step3- process quality (reference)

Processability is a fundamental measure
that can be used to compare process variability and
process focus to authorized specifications
permission.

At the end of the PPQ, it is necessary to
return to the risk management assessment and
demonstrate that the process risk factors identified
at the beginning of step 1 have been minimized.
Change control systems can contribute to process
improvement.[34]

QUALITY ASSURANCE IN
PHARMACEUTICAL INDUSTRY
REGULATORY ISSUES:-
Regulatory issues as mentioned in the title, the
first thing that strikes us about the word regulation

Is regulations and laws. In this section, we
are going to discuss the link between quality
assurance and management and how they work
closely together to improve the specific
pharmaceutical industry for the best benefit. For
industry. Legal issues relate specifically to the legal
aspect of the pharmaceutical and pharmaceutical
industry , therefore, in the legal aspect there is also
the QA

Document for authorization on all legal
matters related Overview of the Scope of Duties in
Regulatory Affairs works closely with the
competent authority to ensure that products are
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registered in accordance with regulatory guidelines.
Records are a very important aspect in the
regulatory department, these records are often used
to  register products manufactured in other
countries.[35]

This file must contain Details about all
aspects of the drug; The main aspect of the drug
profile is the details of the Quality assurance and
the certificate of analysis (COA). The prepared
dossier will be sent to the competent authority of
the country concerned to register the drug in that
particular country. It will take almost 2 years for a
drug to be registered in another country for export.
All details Of analyzes and tests performed in the
quality assurance department are provided in the
form of a report to attach to the drug dossier before
sending for registration[36]

Advantages of Quality Assurance:-

Quality assurance (QA) provides many benefits in
a variety of sectors, including manufacturing,
software development, healthcare, and services.
Some key benefits of implementing a QA process
include:

1. Consistency: QA ensures that products or
services are of consistent quality, meeting or
exceeding established standards.

2.Customer satisfaction: Better product or service
quality leads to increased customer satisfaction,
loyalty and trust.

3. Reduce costs: Identifying and correcting
defects early in the process reduces rework
costs, warranty claims, and customer
complaints.

4. Competitive advantage: Maintaining high
quality gives organizations a competitive
advantage, allowing them to stand out in the
marketplace.

5.Risk management: Quality assurance helps
identify and mitigate risks, thereby reducing the
likelihood of product defects or service failures.

6.Regulatory Compliance: Quality assurance
processes help organizations meet regulations and
industry standards, avoiding legal and compliance
issues.

7.Continuous Improvement: Quality assurance
encourages a culture of continuous improvement,
driving innovation and efficiency.

8.Efficiency: Streamlined processes and fewer
errors help improve operational efficiency.

9. Employee Morale: When employees see their
work delivering higher quality products or
services, it can improve morale and job
satisfaction.

10. Traceability: Quality assurance processes
often include documentation and traceability,
which helps identify problems and their
causes.

11.Data-driven  decision  making:  Quality
assurance relies on data and metrics, enabling
organizations to make informed decisions.

12. Brand reputation: Consistently providing
high-quality products or services enhances an
organization’s brand and reputation.

13.Customer Loyalty: Satisfied customers are
more likely to return and recommend the company
to others.

14. Reduce waste: Ensuring quality can reduce
waste of resources, materials and time.

15. Problem Prevention: Quality assurance
focuses on preventing problems before they
happen, rather than simply identifying them
after the fact.[37]

DISADVANTAGES OF
ASSURANCE:-

While quality assurance (QA) offers many benefits,
implementing it has a number of limitations and
potential challenges:

QUALITY

1.Cost: Establishing and maintaining a robust

quality assurance system has can be costly. This

requires investment in training, technology and
personnel.

2. Time consuming: Implementing quality
assurance processes can lengthen project
duration, especially in the early stages as it
involves  documentation,  testing, and
inspections.

3. Resistance to change: Employees and teams
may resist changes in their work processes and
view quality assurance as an added burden.

4. Too rigid: In some cases, rigid quality
assurance systems can stifle creativity and
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innovation because employees may focus too

much on compliance. 9. Resistance to adaptation: Quality assurance
systems may not adapt quickly to changing
5. Complexity: Managing quality assurance industry trends or technological advances.
processes can become complex, especially in
large organizations or in industries with many 10. Staffing challenges: Finding and retaining
regulations and standards. qualified quality assurance professionals can

) ) be challenging in some regions or sectors.
6.False sense of security: Relying solely on

quality assurance can create a false sense of 11.Risk of over-regulation: In some cases, quality
security. It may not cover all issues or risks and assurance processes can become too burdensome,
organizations should not ignore other risk leading to over-regulation and compliance fatigue.

management and problem-solving techniques.
12. Initial barriers to implementation:

7.Inflexibility: A highly standardized quality Implementing quality assurance processes can be
assurance system may not be suitable for every difficult in the early stages and it may take time to
project or industry. Flexibility is needed to adapt to see the full benefits.

different contexts.
13.Potential for tampering: In extreme cases,

8.Bureaucracy:  Excessive requirements for individuals may attempt to falsify quality assurance
documentation and reporting  can lead to records, thereby compromising the integrity of the
bureaucratic ~ processes, which can  harm system.[38]

productivity.

THE RISK OF POOR-QUALITY ASSURANCE IN PHARMACEUTICAL:-

Risk Assessmeot
l Risk ldentification
‘ -
[€2 =2 [ Risk Analysis [
-
I Risk Evaluation
unascceplable =
= x
S =
2 Risk Control 5
g } Risk Reduction é
E g » * 3
o —
= Risk Acceptance - §_
v
( Output / Result of the
Quality Risk Management Process
Risk Raview .
€~ > l Review Events Jl
Fig:- Qulity risk management (QRM) in pharmaceutical [39]
The following steps are based on ICH Q9, a Step-3:- risk control selection
guide developed by the organization to Step-4:- risk control implementation
standardize quality risk management: Step-5:- risk review and risk communication [39]

Step-1:- Before you begin
Step-2:- risk assessment
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Quality Risk Management Tools :-

While following the steps in the quality
risk management process above is enough to get
started with QRM, some industries or companies
may need the help of quality risk management

tools. Recognized tools to fully implement their
strategies. Here are 3 quality risk management
tools, their descriptions, and templates to help you
get started.[39]

SCOPE OF QUALITY ASSURANCE IN PHARMACEUTICAL:-

QP/RP

}
)

Fig :-scope of quality assurance in pharmaceutical[40]

Discuss and analyse the importance of
implementing quality assurance in public and
private  medical laboratories or  hospital
laboratories. Also, include the benefits to the
general public and community in doing so. It is
important to discuss the importance of quality
assurance in the healthcare, pharmaceutical, and
bioprocessing industries.

Please note the following:

e The regulations and standards have been
approved by the International Organization for
Standardization (ISO) and the South African
Bureau of Standards (SABS).

e The essential components of a quality
management system are quality assurance and
quality control.

*The quality management system is an essential
part of the laboratory as it delivers test results to
patients.

*Patient and community health outcomes depend
on the precision and quality of product
manufacturing (medical  devices and
pharmaceuticals). This will include standardized
testing and reporting of results to approved 1SO
and SABS standards.[41]
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Il.  CONCLUSION:-

Effective quality management must

include quality assurance and control. Quality

assurance implements a proactive strategy to
prevent errors and ensure consistent quality
throughout the process, unlike quality control that
focuses solely on finding and fixing errors. Quality
assurance is an important part of any organization’s
activities. By using the right tools and techniques,
companies can ensure that their products and
services meet the highest quality standards.

Implementing quality control and

inspection

processes is critical for companies to improve
product quality, reduce costs, increase customer
satisfaction, maintain regulatory compliance and
ensure long-term success.
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