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Insights on Quality Management Systems: LinkedIn Article Series (2019) 

 

Compliance Management: How to keep on top of compliance through regular 

monitoring and evaluation 

Quality Assurance is truly a matter a compliance. Whether it’s compliance with internal Standard 

Operating Procedures or Industry Standards and Regulations it is compliance with these guidelines that 

assures a high and reliable level of quality is routinely produced. The natural question then becomes how 

to maintain continuous and assured level of compliance and therefore, quality. The answer is through 

monitoring and evaluation. Referred to in some industries simply as M&E.   

The importance of monitoring and evaluation are clear. Only through monitoring can the current state of 

operations be known and captured. From the results of monitoring, learning the current level of 

compliance, an evaluation and assessment can take place to determine whether and where there are 

areas within the operations of an organization that are non-compliant. In addition, how serious the non-

compliance is, and the risk associated with its deviation, can be calculated.  

Operations can and do vary in size. While it may seem easy to monitor a procedure or simply process, the 

task to monitor and entire organization can seem daunting. What should be monitored and what can be 

left alone? The answer goes back to the guidelines, those Standard Operating Procedures or Industry 

Standards and Regulations that ensure compliance should form the basis of what is monitored. In a good 

and well-functioning Quality Management System, the Standard Operating Procedures should in fact 

include within them the relevant Standards and Regulations. 

The basis of “what is monitored” is in the Standard Operating Procedures, Standards and Regulations. The 

“how to monitor” is by means of a comprehensive audit component of a Quality Management System. A 

schedule of internal and routine audits should be developed and maintained from year to year that cover 

all areas of operations that pose a risk to the compliance of operations. Some Standards in the Quality 

section will in fact provide a list of the minimum areas that should be audited. Those guidelines need to 

be followed and form a base of the annual audits. 

When we combine the “what is monitored” with “how to monitor” there becomes a realization that time 

should be taken to translate each of the above mentioned guidelines into audit criteria which can be used 

as a guide during auditing of each area that poses a risk to compliance. These auditing forms that cover 

the core operational areas are then used to guide audits. While it is typical to only cover an operational 

area on an annual basis, some require a higher frequency such as quarterly or even monthly. 

Determinations of frequency is linked to level of risk of non-compliance and its potential consequences.  

In order to conduct an audit which performs the monitoring function effectively the standard Audit Plan 

and Report structure should be followed. Within the Audit Plan a list of the documents that are required 

for review is shared a month before the audit, in addition the Regulations and Standards being audited 

against. When the audit is being performed for purposes of Accreditation or Licensing, often the specific 

criteria or audit questions will be made known in advance to help those being audited to prepare.  
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During an audit, both large and small, a good audit schedule will include both an opening meeting whereby 

a review of the Audit Plan is performed and documents requested are made available to the auditors, and 

a closing meeting whereby findings are shared, clarification received, and the audit is formally concluded. 

A focal point for the audit is most often required who can provide context to operational procedures that 

may not be clearly known through review of records and to attend both the opening and closing meetings 

as a subject matter expert.  

Turning now to evaluation of audit findings, the basic compliant or non-compliant can further be defined 

and assessed by level of risk from non-compliance. A thorough monitoring component of a Quality 

Management System by means of routine internal auditing will lessen the number of instances of non-

compliance but may not eliminate them completely. When non-compliance has been uncovered, it is 

important to assess risk as it is often tied to reporting requirements. If the non-compliance may cause 

significant risk, or has caused a significant event such as an Adverse Reaction, necessitating an industry 

wide recall, it will need to be reported to a regulatory body. 

To stay on top of compliance, monitoring and evaluation is required, and often from that function 

Corrective and Preventive Actions. Often shortened to just CAPA, instances of non-compliance require 

CAPA so that it can be both corrected and prevented from happening again so that a state of compliance 

can again be in place. In a Quality Management System, many Quality Improvement Projects will be the 

result of a finding or non-compliance whether that has happened formally through an audit either internal 

or from a Third-Party. When implementing a Quality Improvement project several methods can be used 

ranging from Plan-Do-Study-Act (PDSA) or the Design-Measure-Analyze-Improve-Control (DMAIC) used 

and understood within the Six Sigma Body of Knowledge.  

To summarize, to stay on top of compliance it is best practice to have a thorough internal auditing 

component of a robust Quality Management System, which uses the Standard Operating Procedures, and 

Regulations and Standards, as the basis to inform the scope of the audits. 
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Incident Reporting and Resolution: Important elements in the effective tracking, 

resolving, and analysing of incidences within an organization 

What happens when an error is made and not reported? It’s made again. The importance of Incident 

Reporting within a Quality Management System is vital to correct areas of non-compliance and prevent 

errors from repeating themselves. It is a fundamental channel of communication for a Quality Department 

to learn of what is happening in an organization. Without an Incident Reporting mechanism in place, those 

responsible for their resolution and minimization are blind to events that are happening and cannot 

perform their responsibilities effectively, if at all. 

One well-known barrier to Incident Reporting and Resolution is the fear of criticism from supervisors and 

higher level management that if an incident is reported, it will look bad upon the employee’s performance 

and their career with the organization may not progress as hoped. The culture of an organization plays a 

large role in the frequency with which incident reporting is completed and the likelihood of an incident 

being reported at all. A culture which values continuous improvement over finding fault and blame has 

better systems over a longer-term that are in a higher-level of compliance and therefore, processes and 

procedures that are the safest for those served. 

When looking at how reporting should be done, essential elements to include are details of the event, 

time of the event, people and departments involved, and what was initially done to correct the error. 

These Incident Reports can come in electronically or by way of a paper form. Either method should be 

easily accessible for those in the organization. How they are to be completed can be part of a quick training 

session which can include more information on the Incident Reporting mechanism, its purpose to improve 

operations, and that it is a non-fault mechanism which places the individual reporting at no additional 

employment risk.  

It is the responsibility of those receiving the report to thank the individual for reporting, to enter the 

information into a system designed to track incidences, and to then investigate and make corrections to 

areas involved. Once all of that has been completed the incident can be recorded as closed. Each of the 

steps just mentioned should happen quickly after the report has been received. It is essential that 

investigations happen promptly after a report has happened so that normal memory loss does not hinder 

the responsibility of fact finding and collection of details on what happened. 

When performing an investigation an approach which is non-accusatory, friendly, and understanding 

should always be used. Only when such an approach is used will those involved be open to sharing 

information. It is important to remember the purpose of the investigation is to correct and improve the 

area of operations involved in the incident, not to find fault. When this is understood, the resolution of 

an incident can have its fullest effect and greatest outcome. One method that can be used as a part of an 

investigation is a 5 Why analysis which will drill down to the root-cause. This can be used with multiple 

people involved to learn and provide a contextualized analysis of the root-cause from their varying 

involvement in the incident and reflect their roles and perspectives within the organization. 

With each incident being tracked, information from the investigation and the initial information from the 

report can be analysed. Systemic issues, incidents that have been reported multiple times, should trigger 

the use of a Corrective and Preventive Action (CAPA) plan. Corrective and Preventive Action plans involve 

many of the steps already mentioned in the response to an incident but is in greater depth and will also 
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include a post-implementation assessment to review that actions taken to correct the systemic issue had 

its intended effect and that no further incidences of that nature have happened. If there is a reoccurrence 

of an event after a CAPA has been implemented, a review of the root-cause and corrective and preventive 

action should be conducted to determine a different approach to solving the problem.  

Staying on top of Incidence Reporting can be difficult when reporting levels are high. It is advisable to 

review the tracking system regularly such as on a monthly or bi-weekly basis. In addition, so that decisions 

can be supported from those at the administration level, Semi-Annual or Quarterly Reports which 

summarize the incidences and any necessary CAPA should be shared with involved administrative 

committees and staff.  

To summarize, the key elements of an Incident Reporting and Resolution mechanism within a Quality 

Management System are to build an environment where people are encouraged to report incidences and 

are free from fear that by reporting, it will reflect negatively upon those involved. Staff must be aware of 

how to report incidences and the purpose of reporting. Reporting of incidences should be made as easy 

to complete as possible without losing substance. It is the responsibility of the Quality Department and 

staff to track incidences, investigate them thoroughly, and to make necessary corrections. For systemic 

issues, a more robust correction should take place involving a formal Corrective and Preventive Action 

plan. Root-cause analysis must always be performed for systemic issues and there are several methods to 

perform that analysis including the 5 Why method. 
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Continuous Quality and Compliance: The importance of a good set of Standard 

Operating Procedures and ongoing training 

How many times have you heard new staff say how do I do [insert procedure y]? Or even senior staff say 

how do I perform this new procedure? Even those who are exceptionally qualified to perform their jobs 

will at one point or another ask those questions. Often those questions are asked to colleagues who share 

how they do it. Sometimes, not all of the time but sometimes, the colleague will share how they perform 

the procedure after 10 years on the job, and that may not necessarily reflect how they were trained on it. 

So there may be a deviation with the new employee asking the senior staff member how to perform a 

particular procedure. But what if the case is there is no colleague around to ask, let alone one which will 

perpetuate a deviation from approved practice? How would someone know what to do? The answer rests 

with the organizations Standard Operating Procedures.  

Standard Operating Procedures are essentially the “How To” for all procedures that an employee 

performs from day to day. They cover both the major and essential procedures but often they will cover 

more routine day to day procedures performed by staff. It is during orientation that new staff are required 

to review all Standard Operating Procedures (SOPs) for procedures they will need to perform, both 

technical and administrative. An Attestation is then made that indicates they have both read and 

understand the way the organization requires a procedure to be completed. 

Not only do Standard Operating Procedures describe the “How To” but in many well developed sets of 

SOPs will also provide the rationale or “Why”. This is comprised of reference to the Regulation or 

Accreditation Standards that are found within the SOP and which the organization must adhere to in order 

to keep its license or accreditation. Often it can be done by means of a simple indication at the header of 

the SOP listing the specific regulation or standard which it is referencing. It can also be done through 

written reference in the Policy component of an SOP which typically is before the Procedural component.  

It is important to note that while Standard Operating Procedures reference regulations and industry 

standards, and in fact often have large sections clearly sourced for the “How To”, the regulations and 

industry standards cannot replace an organizations set of SOPs i.e. an organization should not refer their 

staff to the regulations and standards to instruct them on how to perform procedures. A good reason for 

this is that regulations and standards are often not descriptive enough to adequately instruct a staff 

member on how to perform any given procedure. In particular, it is because they lack the organizations 

specific context on how those regulations and standards are followed within their operations. 

Training and Standard Operating Procedures go hand in hand. As mentioned above, orientation or on-

boarding will involve the learning of SOPs whether that is taught through an instructor or they are merely 

read. It is the training and often annual retraining by way of individual review that organizations assure 

procedures are being followed and therefore, the regulations and standards are being followed. It is no 

coincidence that when an error, accident, or deviation is reported, a nearly universal response is the 

inclusion of a retraining component to a Corrective and Preventive Action Plan. SOPs are designed and 

approved because they reduce and eliminate such events from happening. It is the staff knowledge of the 

SOPs and that they must be followed which creates a standardization of a procedure ensuring that it is 

done correctly each time. Through the standardization of performance,  by way of training and retraining 

on SOPs, the desired outcome of continuous quality and compliance is achieved. 
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To summarize, an organizations Standard Operating Procedures provide the “How To” in terms of 

performing job related procedures while being compliant with industry regulations and standards. In fact, 

many times their structure will mirror those regulations and standards. It is training and retraining on 

SOPs which builds the staff knowledge on how to perform their procedures so that quality is maintained 

and compliance sustained. 
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Record and Document Management: The importance of an organized system for 

record keeping, documentation control, and retention 

How many of you have been surprised by a Third-Party audit which needs to be responded to as soon as 

possible with necessary documentation of compliance but four Incidence Reports came in the other day 

and there is a scheduled routine internal audit on Friday? What a great surprise, right? Immediately you 

understand the importance of an organized system of record keeping. In this brief article I will go over 

how to keep on top of record keeping, document control, and retention. 

A Quality Management System is not only a series of procedures to ensure compliance but all of the 

documentation that results from those procedures which generate records of compliance. The volume of 

records in some Quality Management Systems can be immense. Due to the monitoring of all critical areas 

of an operation and that monitoring consisting of perhaps daily, weekly, monthly, and yearly review in 

one form or another, records are generated on a nearly continuous basis. Furthermore, administrative 

records of supplier qualifications are continuously updated on a yearly basis, and reports from both 

Auditing, and Quality Incident Reporting add to the volume of records that must be kept. With the sheer 

number of records kept in even a medium sized Quality Management System, having those records 

organized in an easily referenced system is essential. 

While in the past cabinets and folders were used to keep records organized, now it is the digital age and 

while all records should have their original copies kept which may be paper-based, it is unquestionably a 

great improvement to have records digitized and kept on a ShareDrive which is routinely backed-up and 

kept off-site. With a digital record keeping system the benefits are numerous. Not only can their retention 

be kept safe from disasters i.e. a fire or flood, but the space taken to keep ten years of records or longer 

becomes a non-issue. Furthermore, a top reason for digitization at all times is the ease with which a record 

can be immediately shared internally if needed, but also externally when there is a surprise Third-Party 

audit. The importance of an organized record keeping system is also true for how Standard Operating 

Procedures are kept.  

Documents which must be kept in the Quality Management System files include the organizations set of 

Standard Operating Procedures (SOPs). While a record of lab equipment will not change, there must be 

document control on SOPs so that out-of-date procedures are followed which are no longer compliant 

with industry regulations or standards, or from an organizations new direction in operations. The result 

of following a non-current version of an SOP could be at one end of the spectrum a critical incident, while 

at the other a deviation from SOPs which requires reporting. The best way to prevent this is with good 

document control. 

A good document control system does not need to involve software, however, a good software program 

or online platform that can host and control access to Standard Operating Procedures does make the 

responsibility easier and with more assurance of compliance. A software program or online platform can 

also keep record of earlier versions in a more manageable and accessible way than a paper-based system 

and can do so in an easily managed system over the necessary length these documents must be retained. 

Record and document retention is outline in many industry regulations and standards. Whether it is three 

years, five years, or ten years, records will need to be kept and for an extended period of time. It is 

important to always check whether a paper-copy must be kept or whether a digital copy of a record which 
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is kept for the retention period is sufficient. More and more industries are becoming comfortable with 

digital copies and that is certainly the direction of the future.  

To summarize, the importance of an organized and digital record keeping system is vital for prevention of 

loss or damage to records, preservation of space needed to keep records, and ease of which records and 

files can be shared. Document control is essential and especially for an organizations set of Standard 

Operating Procedures. With good document control errors and accidents can be prevented. Retention of 

documents, including previous versions of documents is required in nearly all industries and only either a 

digital copy may not be sufficient today although perhaps will in the future. 

 


