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CSSD Standards

Sterile Services Departments in both New Zealand and 
Australia have worked closely with Standards AUS & NZ to 
develop AS/NZS 4187:2014. The standards exist to 
identify the systems and processes required to monitor 
and control the environments in which Reusable Medical 
Devices are reprocessed, washed, packed and sterilised.

Quality Sandards for 
Reprocessing

 AS/NZS 4187:2014 identified a requirement to have a 
Quality Management System (QMS) developed and 
implemented to meet the elements of the standard. 
ISO 13485:2016, Medical devices – Quality Management 
Systems; is the adopted standard throughout Europe and 
the UK to control the process requirements for Reusable 
Medical Devices. This standard requires documented 
evidence to validate the elements of the standard to 
ensure compliance. 

Having an externally certified QMS significantly reduces 
the risk in the processing of reusable medical devices. 
Implementation of such a system provides confidence and 
assurances that processes are in place to dramatically 
improve overall patient safety. 

Developing a QMS to meet these standards requires 
valuable time and resources; C. R. Kennedy (CRK) have 
therefore simplified this process for you. 

CRK now have a tried and tested QMS, which has shown 
to be compliant by external certification bodies in New 
Zealand, Australia and the UK. CRK have developed this 
QMS to not only meet, and exceed, all the elements of 
AS/NZS 4187:2014, but also meet the full requirements of 
ISO 13485:2016.
 
The CRK QMS can also be externally validated by JASANZ 
accredited certification bodies.
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Why do you need a 
Quality Management 
System?
The information identified below highlight the need for 
having a compliant QMS in place. These can be used in 
the development of your business case to show the 
benefits to your Healthcare Organisation. It is also a 
requirement of the standard that a QMS will be 
developed and implemented within a specific time 
period from the time the Standard was produced.

Why certify your 
management system?
There are several reasons why your CSSD would like to 
have its QMS certified by an independent, external 
certification body:

    •  Facilitate the commercialisation of your products
         or services.

    •  Comply with legal and regulatory requirements.

    •  Respond to the demands of Standards, with more
         sophisticated processes and thus develop an

         efficient system to maintain and offer constant
         improvements in the overall performance of your
         CSSD.

    •  Guarantee an adequate quality and most impor
         tantly control it because it implies:

    •  Fully satisfy the needs of the customer.

    •  Meet the expectations of the customer.

    •  Achieve products and services with greater
         perfection.

    •  Doing things right from the first time.

    •  Produce and deliver a product with total satisfac
         tion.

    •  Produce an item or a service according to the 
         established norms.

    •  Give immediate response to customer requests.

    •  Implementing and certifying a QMS guarantees an
         organisation to provide products that meet the
         requirements of its customers.

"A well-designed and implemented quality manage-
ment system can help you plan, simplify, and control 
your operation.”
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QMP 1 – Customer focus 

 Listen to what Customers say
 Understand Customers wants & needs
 Focus on Customer satisfaction
 Provide a better/compliant product

QMP 2 – Leadership 

 Visionary / Strategic approach
 Define process / set direction
 Create a mission statement
 Evaluate strengths & needs
 Inspire people / foster commitment
 Reach long-range goals and objectives

QMP 3 – Engagement of people 

Engagement refers to the degree to which employees 
connect with their work and feel committed to their 
organisation and their goals. People who are highly 
engaged in an activity are:

 Excited and enthused
 Devotes discretionary effort
 Identifies with the task of the job
 Thinks about the job activity
 High levels of focus, and
 Openly discusses job with others.

QMP 4 – Process approach 

 Inspection Systems
 Corrective Action Systems
 Management Review Systems
 Training Systems
 Document Control Systems
 Quality Record Systems
 Recruitment Systems
 Measurement Analysis Systems
 Audit Systems, etc, etc.

QMP 5 – Improvement PLAN, ANALYSE, ACT

 Talk to Customers
 Walk the Process
 Identify Improvement areas
 Root Cause Analysis
 Develop Solutions
 Finalise Improvement Plans
 Pilot Solutions
 Roll out Solutions
 Check / Review Progress

QMP 6 – Evidence-based decision making 

 Social / Workplace Cohesion
 Management / Supervisory Support
 Information Sharing

QMP 7 – Relationship management

 Loyalty
 Service
 Reliability
 Improvement
 Quality
 Support
 Satisfaction

Seven Principles 
of CRKQMS
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What will you achieve?

The Principles of CRKQMS form the basis of the  AS/NZS 
4187 & ISO 13485 Quality Management System Standard 
and getting this right in a CSSD environment can achieve 
the following;
 
    •  Better alignment of high-level strategy with
        operational outcomes.

    •  Greater consistency in the activities involved in
        providing products or services.

    •  Reduction in possible mistakes, which in the health
       sector, can pose a significant Risk.

    •  Increase efficiency by improving use of time and
       resources.

    •  Improvement in end user satisfaction.

    •  Greater engagement of staff through improved
       communication and clarity of responsibilities.

    •  Consistent improvements in product safety and
       processes. 

Disciplines

Monitored &
Controlled  

Risk
&

Opportunities

Standardised Process

Continuous 
Improvement

AS/NZS 4187 &  ISO 13485 
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A QMS is a collection of business processes focused on 
consistently meeting customer requirements and 
enhancing their satisfaction. It is aligned with an 
organisation's purpose and strategic direction. It is 
expressed as the organisational goals and aspirations, 
policies, processes, documented information and 
resources needed to implement and maintain it.

Implementing a QMS can help your CSSD to: Achieve 
greater consistency in the activities involved in providing 
products or services. Reduce expensive mistakes. 
Increase efficiency by improving the use of time and 
resources. The QMS requirements specified in our system 
are complementary to requirements for products and 
services.

The implementation of a QMS in a CSSD environment is a 
requirement of the standard (AS/NZS 4187:2014). 
However, standards should not drive changes. 

Standards are not a need, they are a requirement!

In the health sector we all have a responsibility to ensure 
we do the best for the patient and ensure patient 
outcomes are our top priority. 

The decision to implement a QMS is not based on the 
failings of others, in fact, quite the opposite, they are there 
to identify risks, and reduce the opportunity to fail in the 
first instance.

Meeting the requirements of these recognised standards 
are positive steps in providing certain guarantees that the 
products we supply as “Sterile” are in fact processed in a 
controlled manner and in a controlled environment. 

The QMS, guides a healthcare facility to analyse the 
needs of customers, have motivated and better prepared 
staff, define the processes for the production and 
provision of services and keep them under control. This 
provides practical controls to allow the process to be 

validated throughout all the key processes.

Hospital and other healthcare establishments invest 
considerable time, money and resources to ensure they 
have the best skills available in all areas. Therefore, a QMS 
is a minimal financial commitment from senior manage-
ment, to ensure these skilled individuals have the correct 
frameworks to work within to improve overall patient 
safety. 

A QMS also provides a controlled framework to identify, 
eliminate and control risks, as well as identify opportuni-
ties for much needed improvements within the 
specialised field of the reprocessing of reusable medical 
devices (RMD’s). 

Increasingly, CSSD’s are facing demands for quality that 
contribute to sustainable development.
An effective system can help you turn those pressures 
into a competitive advantage and firmly demonstrates 
that your CSSD's Management System meets the 
requirements and is able to consistently achieve its policy 
and objectives.

It should also be noted that the annual Hospital Audits, 
where an external auditor may, or may not, visit the CSSD, 
does not meet the needs of this standard.  AS/NZS 4187 & 
ISO 13485  are specific to address the controls required 
for the reprocessing of reusable medical devices, 
therefore compliance to such standards are over and 
above any other compliance the Hospital may require. 
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CRK offer you access to a fully compliant QMS to meet the 
requirements of external audit bodies to ISO 13485:2016 
– thus meeting and exceeding the requirements of 
AS/NZS 4187:2014. 

This access is through a controlled and supported 
Webpage. This provides you with:

    •  A standardised pathway to compliance and  
        certification
 
    •  An easy to follow process for implementation

    •  Expert knowledge and support during the 
         implementation process

    •  A full Quality manual, Procedures, forms, work
         instruction templates and technical file

    •  Undertaking of Risk Analysis to ISO 14971: 2007

    •  Undertaking of the initial Gap Analysis audit prior
         to external certification. 

     •  Ongoing Support once the QMS is implemented.

    •  In addition, CRK also manage the Document
        Control elements of the standard. 

Through access to your designated QMS on the portal, 
change requests are sent directly to CRK. 

We then update and control all documents. This ensures 
“Master” documents are controlled, Revision status and 
dates are updated, and obsolete documents are filed 
accordingly. 

We also monitor changes to the standards to ensure any 
such changes are reflected in the QMS to ensure ongoing 
compliance to the standards.

It is not the policy of CRK that we will sell you such a 
system and walk away. 

We will assist you at all levels through the implementation 
process. We will be involved in initial staff meetings, if 
required, to support you in having staff buy in to the 
system. 

We will also be present for your first management review 
meeting, if required, to assist in how this information may 
be used to develop a strategic plan moving forward.

This is a compliance solution, not just a compliance 
product.

24
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What we offer?



email: qms@crknz.co.nz

web: www.crkqms.com       www.crknz.co.nz

address: 3 Hotunui Drive, Mt Wellington, Auckland

phone: 09 276 3271 fax: 09 276 9645

CRKQMS Is a Trademark of C.R.Kennedy NZ Ltd
2019 C.R.Kennedy NZ LTD


