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Quality system regulation (QSR) in North
America requires establishing a
corrective and preventive action (CAPA)
process for most firms selling food,
biological, and medical related products.

Although FDA has always expected regulated industries
to perform corrective and preventive actions,
establishing a unified CAPA system also makes good
sense for most businesses, especially those looking to
focus on continuous process improvements.
Additionally, FDA inspections and ISO audits are a
significant part of manufacturing businesses. Year after
year, FDA reports data from inspections. And year after
year, companies receive FDA 483 inspectional
observations for “lack of or inadequate procedures” for
CAPA.

FDA requirements for CAPA are
defined in 21 CFR Part 820.100
Corrective and Preventive Action

(a) Each manufacturer shall establish and maintain procedures for
implementing corrective and preventive action. The procedures
shall include requirements for:

1. Analyzing processes, work operations, concessions, quality audit
reports, quality records, service records, complaints, returned
product, and other sources of quality data to identify existing and
potential causes of nonconforming product, or other quality
problems. Appropriate statistical methodology shall be employed
where necessary to detect recurring quality problems;

2. Investigating the cause of nonconformities relating to product,
processes, and the quality system;

3. ldentifying the action(s) needed to correct and prevent recurrence
of nonconforming product and other quality problems;

4. Verifying or validating the corrective and preventive action to
ensure that such action is effective and does not adversely affect
the finished device;

5. Implementing and recording changes in methods and
procedures needed to correct and prevent identified quality
problems;

6. Ensuring that information related to quality problems or
nonconforming product is disseminated to those directly
responsible for assuring the quality of such product or the
prevention of such problems; and

7. Submitting relevant information on identified quality problems, as
well as corrective and preventive actions, for management review.

(b) All activities required under this section, and their results, shall
be documented.



FDA Inspection Data (Devices Chart)
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Every year many organizations
are screened by FDA...

and an overwhelming percentage of findings
are typically related to “procedures for
corrective and preventative action have not
been established” or “procedures for
corrective and preventive action have not
been adequately established” or even that
“corrective and preventive action
activities/and/or results have not been
documented”. In fact, the largest
percentages for all FDA control products
usually revolve around lack of or inadequate
procedures in general.
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To avoid these issues several well
documented best practices can
be deployed by your organization
to proactively address this
problem.

Some of the items listed in this document
are obvious, others may provide some
insight on how best to ensure your
procedure is not inadequate and finally,
others will require some technical insight
with advanced techniques being
deployed. However, for the most part,
virtually any organization regardless of size
and scale can build in the necessary
approach to avoid some of the typical FDA
citations.

Common best practices that can improve you
operational standing:

Clearly establish your approach through
systematic policies and procedures

Manage quality events and data sources
effectively

Maintain process consistency & timelines
Incorporate risk-based prioritization

Ensure proper Root Cause Analysis (RCA)
techniques are utilized

Utilize cross-functional teams and keep
them well informed

Implement actions and track results




Clearly establish your approach through
systematic policies and procedures

A firm's CAPA processes should be carefully planned and documented with
clear policies, guidelines, and procedures. All critical CAPA items resulting from
investigations—or from continuous improvement projects—should be tracked
in a centralized system. It is important to maintain information for FDA
purposes in all internal audit reports, supplier audit reports, or management
reviews. The firm should also define in a company's SOPs which items should be
elevated to a CAPA request and who will make the final decisions. The final
approval on whether an official CAPA request should be opened should be
made by an experienced Quality Manager. Use of a Quality Review Board (QRB)
may also be effective and useful in larger organizations with many product lines
and departments. All QSR requirements mandate that companies have staff
with the training, knowledge, and experience for the job. This staffing includes
experienced Quality Assurance (QA) professionals who will manage and
maintain the CAPA system for future evolution.

v' Establish a clear policy along with Standard Operating Procedures, ensure
that the staff is trained and is aware of your CAPA policy.

v' Create the appropriate level of authority and governance, for instance a
Quality Review Board (QRB) may be necessary for approvals and oversight.

v' Ensure that the CAPA procedure is tied to other relevant inputs and
processes like audit, root cause, investigations, complaints, and deviation
management.

Maintain a database or tracking system for proper follow-up and visibility.

Make sure that all relevant departments within the firm are identified and
can contribute to the process.

v" Remember to incorporate preventive action into your overall quality
management system.
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Manage quality events and data sources
effectively

Proper identification and tracking of quality events and data sources are critical
to a CAPA system. Companies should identify all the potential inputs that they
will use to uncover existing problems as well as potential problems. Having the
processes linked would be ideal and ensure that your approach is
comprehensive and avoids any potential gaps. Among these inputs they could
include acceptance activities, complaints, FDA-483 observations or warning
letters, nonconformances or deviations, process monitoring data, and
calibration and preventive maintenance records. Don't forget other potential
events like internal, external, supplier, or third-party audits, and customer or
employee feedback via complaint tracking.

v ldentify all quality events and potential inputs to your CAPA process.
v' Build in specific decision gates or formal CAPA submissions procedures.

v Ensure that completed CAPA actions are connected back to the quality
event for proper closure and lessons learned.
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Manage all quality events including deviations,
nonconformities, and complaints in your eQMS
solution, with automated workflows.



Maintain process consistency & timelines
for effective control

Within your documented procedures or within your system the specific CAPA
occurrences should be tracked with key dates related to approval and
resolution. These statistics are important for evidence that your process is
responsive and addressing the concerns that have been identified. These
deadlines or timelines should be documented in your procedures with clear
roles and responsibilities identified for all team members involved. In addition,
companies must ensure that all necessary data is being captured. Electronic
systems must be 21 CFR Part 11 compliant with proper tracking of data and
archiving. Employees should be trained to immediately notify the QA
department when they deviate from an established procedure, work
instruction, or batch record. In addition, firms must ensure that QA is notified
immediately about major issues.

v" Maintain one consistent source of truth for all your documented records.
v Ensure that timelines and approvals are tracked for responsiveness.

v Make sure roles and responsibilities are clearly outline and the staff is trained
on their involvement or how they can contribute to the process.

v ldentify notification procedures so that QA is made aware of potential
problems and quality events that would trigger CAPA investigations.
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clear organizational responsibility with specific due
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Incorporate risk-based prioritization into
your decision-making process CAN EA ONE

- ¥ RISK990 Production Disruptions

Risk management is a critical component of CAPA and quality management in
general. Building your understanding of risk management principles and
techniqgues is the first step. The second step is to implement techniques related
to risk assessment and identification, which is essentially evaluating impact and

Develop risk-based
assessments
models to improve

severity of the quality event against the potential reoccurrence, into your overall Risk decision making
CAPA procedure. Once the risk assessment is complete the next step involves et and prioritization.
scoring the risk and using the information to help inform your decision making.

Risk scores and assessment can also help prioritize which investigation gets
handled first. Other factors to consider would be deploying specific evaluation
criteria for determining risk severity, i.e., product related, process related, s - s
supplier related, etc. 150-sandars ore >

Date of registration

v' Build a better understanding of risk management techniques and risk- .
based decision models. Process & Mamfachire products |15 Processlevel 2

Risk Assessment

v Update or implement risk-based assessment tools into your CAPA
procedure.

Risk likelihood
Risk Consequence

Risk Value

Use risk scores to help prioritize your CAPA investigations.

Embed root cause analysis techniques to help expand your understanding of
the quality event that triggered the occurrence.

Risk manager

Risk comment




Ensure proper Root Cause Analysis (RCA)
techniques are utilized

Determining root cause is one of the most critical elements related to effective
quality management, especially as it relates to CAPA. Many organizations fail to
conduct in depth root cause analysis, very often they simply restate the problem
statement / issue description and capture this as the root cause. There are
many effective root cause analysis techniques and those could be covered in a
separate document all together, but the most important thing is to provide
some initial guidance to your team and allow for the process to implement the
right approach. Some organizations will use the 5 why's technique for drilling
down to the root cause and this is an effective tool, while others would rather
conduct fish-bone diagrams, or some organizations conduct routine Failure
Mode and Effects Analysis (FMEA). FMEA however, could also compliment your
RCA approach or even help prevent occurrences from occurring so that is a
good preventative technique to consider outside of your reactive CAPA process.

v Each CAPA investigation should either be proceeded with or completed with
a root cause analysis (RCA) to ensure completeness.

v' Build in flexibility to allow for multiple techniques but recommend or
establish at least one standard approach to use for your team.

v' Provide continuous training and guidance on how to conduct RCA to your
staff.

v" Maintain records and documentation for proper traceability and compliance.
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Utilize cross-functional teams and keep
them well informed

A true CAPA investigation should touch all relevant departments and functions
within the organization. One recommended best practice is to establish a
cross-functional team to review and discuss issues that may be solid candidates
for a CAPA as part of the submission process. Sometimes organizations will
establish a management review board (MRB) which is comprised of
representatives from quality, regulatory, operations, and engineering
departments. The MRB should meet frequently, and review issues related to
customer feedback, complaints, audits, nonconformances, etc. Your system
should also allow for these relevant departments to be assigned to the CAPA
and ensure approval or review is completed for the process to move to the next
phase.

Once a CAPA is issued, remember that it is a project that will require resources
and dedication. All too often CAPAs are not treated with equal status and
importance as other initiatives in the company, such as research or product
development. This is one of the reasons why CAPAs tend to linger and
effectively fail to address the underlying problem.

v ldentify departmental roles and policies associated with CAPA.

v Within your CAPA procedure, establish clear guidance on department
notification and how approvals will be conducted.

v' Establish a structured cadence so that departments are consistently
engaged, regular meeting cycles, weekly or bi-weekly for instance are
recommended.

v' Distribute completed reports and analyses to all department roles so that
visibility is ensured.

v' Prioritize CAPA as a small project so that proper resources are committed.
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Implement actions and track results for
measured effectiveness

Once actions are determined the most critical element to understand is the
specific measurement data that will be used to ensure the action is successfully
implemented. Data results should be gathered within the appropriate
timeframe to ensure effectiveness. These measurements statics will need to be
verified by the review board and the results should be documented in your
system of record, attached to the CAPA and/or the originating quality event.
Accompanying reports should be developed and produced for all stakeholders
including FDA and other executive committees when appropriate. ldeally the
organization should use its database system or other official data source to
produce regular updates and keep track of timelines. Use of dashboards and
tracking tools are highly recommended. Not completing CAPA investigations
and clearing out actions could result in an FDA warning and would require
additional oversight.

v Actions should include documented data measurement criteria for
verification purposes.

v' Assigned resources to actions should have the ability to track all relevant
attributes and post their documentation to the official record source.

v' Verification dates should be established so that completion occursin a
timely manner.

v' Incorporate dashboard reporting tools or similar tracking mechanisms for
overall process visibility.
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Create dynamic dashboards with instant tracking
of CAPA action items with follow-up dates,
automated alerts, and warnings for quick user
follow-up.



CANEA ONE supports your organization’s ability to plan,
iImplement, monitor, and reach new heights in
operational excellence... within any industry or sector.

Marjufacturmg Service- S eience Public sector/ Food & beverage Energy and Transport
industry producing health care environment and logistics
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Learn more about how CANEA ONE's
solutions optimize all your quality and
business management processes.

Read more on:
General Contact:

North American Sales;



https://www.canea.com/it/solutions/capa
mailto:info.sales@canea.com
mailto:anthony.bone@canea.com

