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LEARNING OBJECTIVE
1. Identify industry standards and  
 resources that support leadership and  
 management responsibility in the  
 Central Service Department
2. Explain the important role leadership  
 plays in empowering Central Service  
 technicians on the outcome of product  
 quality
3. Demonstrate documentation that  
 supports communication with  
 customers and transparency within  
 the Central Service Department 

Supervisory Continuing Education (SCE) lessons 
provide members with ongoing education focusing 
on supervisory or management issues. These 
lessons are designed for CHL re-certification, but 
can be of value to any CRCST in a management or 
supervisory role. 

Earn Continuing Education Credits:

Online: Visit www.iahcsmm.org for online
grading at a nominal fee.

By mail: Mailed submissions to IAHCSMM will not 
be graded and will not be granted a point value
(paper/pencil grading of the SCE Lesson Plans is
not available through IAHCSMM or Purdue Univer-
sity; IAHCSMM accepts only online subscriptions).

Scoring: Each online quiz with a passing score 
of 70% or higher is worth two points (2 contact 
hours) toward your CHL re-certification (6 points) 
or CRCST re-certification (12 points).

More information: IAHCSMM provides online 
grading service for any of the Lesson Plan varie-
ties. Purdue University provides grading services 
solely for CRCST and CIS lessons. Direct any 
questions about online grading to IAHCSMM at 
312.440.0078.

Management Responsibility 
A Part of Quality Management Systems

I
NCREASINGLY, HEALTHCARE FACILITIES ACROSS THE COUNTRY ARE 
finding themselves in the news media – and not just the uplifting stories of 
miracle cures and recoveries, or the welcoming of new life into the world.  Thanks 
to the speed of information that can be disseminated across social media and the 

Internet, the public is learning with greater frequency about the unforgiving truths and 
challenges of medical and surgical device reprocessing. There is, however, a common 
thread that is being overlooked in all these stories: how a general lack of systemic 
communication and the implementation of quality management systems (QMS) is 
limiting the success of a new generation of Central Service (CS) leaders.

There will be times when management 
and leadership responsibilities will force 
CS leaders to balance a number of issues 
and events that affect departmental 
processes and customer satisfaction. 
Juggling numerous roles can become 
very overwhelming, for even the seasoned 
manager; however, there are systems and 
tools available to help leaders rise above 
the challenges and support and manage 
various processes and practices. Quality 
management systems (QMS), such as ISO 
9001:2015 Quality management systems 
- Requirements and ANSI/AAMI/ISO 
13485:2016 Medical devices – Quality 
management systems – Requirements 
for regulatory purposes, provide the 
framework and definite objectives to 
be addressed, while also helping to 
support the quality manual outlining the 
department’s quality system. This lesson 
will address one of the eight clauses of the 
ISO 9001: 2015 quality manual, clause 5.0 
“Management Responsibility.”

OBJECTIVE 1: IDENTIFY INDUSTRY 
STANDARDS AND RESOURCES 
THAT SUPPORT LEADERSHIP AND 
MANAGEMENT RESPONSIBILITY 
IN THE CENTRAL SERVICE 
DEPARTMENT
The International Association of 
Healthcare Central Service Materiel 
Management’s (IAHCSMM’s) Central 
Service Leadership Manual does 
not directly address QMS and the 
eight clauses; however, Chapter 13, 
Central Services Leaders and Quality, 
addresses the importance of quality 
products and the role CS leaders play 
in supporting quality product and 
services to customers and patients. 
The healthcare industry, specifically 
manufacturing, embraced QMS many 
years ago and, therefore, recognizes and 
implements ISO 9001 and ISO 13485 
into their production processes and their 
organization’s culture. Both documents 
speak to the benefits the organization 
can experience when implementing 
quality systems into processes. Usually, 
one sees the introduction of a QMS 
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when an organization is seeking to 
demonstrate its ability to consistently 
provide products and services that 
meet customer needs and applicable 
statutory and regulatory requirements.
Healthcare facilities experience similar 
benefits when they introduce LEAN and 
a number of quality initiatives; however, 
few have implemented a QMS to the 
breadth and depth one might expect from 
manufacturers and suppliers of products 
used in day-to-day operations to support 
quality care and customer service.

MANAGEMENT COMMITMENT
In a QMS culture, managers of the 
department are required to demonstrate 
commitment toward developing, 
implementing and continually improving 
the effectiveness of the QMS. There are 
10 basic requirements described in the 
clause5 where department managers 
should provide all necessary resources 
to maintain the QMS operating system. 
When managers and departmental 
leaders support the QMS, they are 
emphasizing its importance to the rest 
of the technicians in the department. All 
staff must understand how important 
it is to meet these requirements, 
particularly those specifications from 
the customer. Key policies must be set 
by the department manager, and the 
department’s quality policy should be one 
of those key policies. Leaders are in the 
best position to ensure alignment with 
quality objectives with overall annual 
goals and objectives. Once the QMS is 
implemented, management reviews are 
necessary to assure that proper allocation 
of resources and distribution occurs.

In a QMS, managers will provide 
evidence of commitment by:
• Communicating the importance of  
 meeting requirements
• Establishing the quality policy
• Ensuring quality objectives are  
 established

• Conducting management reviews
• Ensuring resources are available
• Ensuring the QMS is planned and its  
 integrity is maintained when changes  
 are made
• Ensuring responsibilities and authorities  
 are defined and communicated
• Appointing the management   
 representative
• Ensuring appropriate internal  
 communication takes place on the  
 effectiveness of the quality  
 management system

CUSTOMER FOCUS, QUALITY POLICY
Departmental leaders must ensure 
customer requirements are established 
and met in order to enhance customer 
satisfaction, as well as provide quality 
products and services. An example from a 
CS/SPD Quality Manual may read:

“Bi-annual external customer surveys  
 allow SPD to focus on our external  
 customer concerns. Periodic meetings are  
 scheduled with both the external/ 
 internal customers to validate their  
 collaborative needs.”

Periodic meetings and the use of survey 
tools make it possible for leaders to stay 
in contact with customers, but also allow 
them to trend over a given period the 
department’s commitment to customer 
specifications and overall satisfaction.

Departmental managers must ensure 
the quality policy is appropriate for 
the department, is communicated and 
understood within the department, and 
is reviewed for continuing suitability. 
The policy must include commitments 
to meeting requirements and continually 
improving the QMS. The policy must 
provide a framework for review of the 
department’s quality objectives. An 
example from a CS/SPD Quality Manual 
may read:
 QUALITY POLICY – THE MISSION  
 STATEMENT OF THE SPD 

 “The Sterile Processing Department  
 is committed to meeting the needs of  
 our customers with quality products  
 and services. We realize that to meet  
 the expectations of the customer, an  
 effective operating system with emphasis  
 on systematic continuous improvement  
 in all areas must be achieved. These  
 achievements are met by: 
 • Continuous innovative suggestions 
 • Cost effective measures 
 • Safe practices 
 • Reliable results

  We achieve this through employee  
 excellence, partnerships and two-way  
 communication with our customers. 
 The SPD Quality Policy is contained  
 in this manual, is posted within the  
 manufacturing facilities located within  
 the X-Building, Y-Building and  
 Z-Building of ABC Hospital. The policy  
 is also communicated to personnel  
 through inservices, staff meetings and  
 the quarterly newsletter.”

The purpose is to clearly state in one 
document the department’s policy on 
quality and ensure that the policy and 
departmental personnel are in alignment. 
The quality policy also states the intent of 
departmental management with regard to 
quality, and provides a means of testing 
objectives against the policy to ensure 
ongoing alignment.
 
QUALITY OBJECTIVES
Departmental leaders must ensure 
that quality objectives are established, 
measurable and consistent with the 
quality policy. The objectives necessary 
to meet requirements for the product 
must be included. These objectives must 
be established at the relevant levels and 
functions of the organization. An example 
from a CS/SPD Quality Manual might 
read:
 “Quality objectives are obtained   
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 through several action courses. 
 • Continuous innovative suggestions  
  are documented through multi-  
  discipline meetings between employees  
  and the customer.
 • Cost-effective measures are found  
  through internal audits and system  
  reviews.
 • Safe practices will be maintained and  
  updated as regulations require.
 • Reliable results are found through  
  customer satisfaction surveys with  
  documented meetings with the  
  customers, departmental management  
  and the designated customer  
  technician(s), and software monthly  
  QA proactive and reactive audit results.”

One might question the redundancy 
from the previous section, but one 
of the aspects of the QMS is the fact 
the objectives are interrelated and 
purposefully force communication 
throughout the system. In this case, 
management is required to clearly align 
the quality objectives with the quality 
policy throughout the organization and 
align everyday work with the quality 
policy. In addition, department leaders 
are to provide targets against which 
results can be measured and performance 
can be easily reviewed. Most importantly, 
the goal is to drive improvement by 
identifying what is being measured and 
what is being accomplished.
 
QUALITY MANAGEMENT  
SYSTEM PLANNING
Departmental managers must ensure 
the QMS is planned. Planning needs 
to begin with the quality objectives 
of the department and include the 
activities required in the QMS; this 
means all activities related to identifying, 
understanding, and managing the 
processes of the quality management 
system must be carried out. It also means 
the QMS should be planned so that it 

leads to meeting the quality objectives. 
Managers are also required to ensure the 
integrity of the QMS is maintained as 
the system is changed. Should situations 
cause change to the QMS then they will 
need to be identified and those changes 
carefully planned. An example from an 
SPD Quality Manual might read:
 “Through department management,  
 periodic meetings are set up with our  
 Customers. Goals and objectives are  
 discussed and processes are reviewed to  
 obtain a quality outcome. Quality  
 planning is also addressed during the  
 development of the annual goals and  
 objectives for the department.”

It is necessary to focus the quality 
management system on meeting 
objectives rather than just carrying out 
activities. CS professionals can very easily 
get caught up in the day-to-day routine; 
without focus, they will be unable to 
ensure objectives are achieved effectively. 
In addition, it is important to maintain 
the QMS’s integrity during periods of 
change.

RESPONSIBILITY, AUTHORITY  
AND COMMUNICATION
To prevent confusion and ambiguity, 
the various roles of personnel in the 
department must be defined so their 
responsibility and authority are clear. 
These roles must be communicated 
clearly to all in the department who have 
a need to know them. An example from 
an SPD Quality Manual might read:
 “All employees are empowered to make  
 priority decisions regarding items  
 needed for our Customers. SPD utilizes  
 the change of command sequence.  
 Information pertaining to these  
 decisions is written on the shift report.  
 This is a form of communication  
 between shifts. This is also the location  
 for the priority requests from our  
 customers. Aside from the departmental  

 manager, shift coordinators are available  
 to the Tech 1s from each manufacturing  
 facility. The organizational chart is an  
 appendix to the facilities controlled  
 copies of the policy manual.”

Clarity is key. All personnel must have a 
solid understanding of who is responsible 
for identifying, analyzing and approving 
nonconformities. A clear understanding 
of process handoffs is also essential. 

MANAGEMENT REPRESENTATIVE
Departmental managers must appoint a 
management representative who will be 
responsible for ensuring establishment, 
implementation and maintenance 
of the QMS processes. Additionally, 
the management representative is 
responsible for reporting to management 
the system’s performance and making 
recommendations for needed 
improvements. It is the job of the 
management representative to promote 
awareness of customer requirements 
within the organization. An example from 
an SPD Quality Manual might read:
 “The Quality Assurance technician  
 is the Sterile Processing management  
 representative. The management   
 representative, appointed by department  
 management, ensures the operating  
 system is established, implemented  
 and maintained in accordance with the  
 SPD Quality Manual and SPD Policy  
 and Procedure Manual (Systems  
 Procedures). The appointment of the  
 management representative is documented  
 in the Management and Tech 1 Review  
 minutes. The management representative  
 is available to employees and customers  
 for any systems process concerns.”

It is important to ensure there is 
someone responsible for keeping the 
department advised on the status of the 
system – and then providing a contact 
point for outside organizations, including 
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customers and third parties. The 
management representative also serves 
as a customer advocate by making their 
needs/requirements heard within the 
department.
 
OBJECTIVE 2: EXPLAIN THE 
IMPORTANT ROLE LEADERSHIP 
PLAYS TO EMPOWER CENTRAL 
SERVICE TECHNICIANS ON THE 
OUTCOME OF PRODUCT QUALITY
CS management should lead by example 
and understand that how the way they 
manage opportunities and events 
impacts their department’s culture. Their 
actions and attitudes also have ethical 
implications. All healthcare leaders and 
their staff must uphold ethical guidelines 
and principles, and all actions should 
ultimately benefit the patient, cause no 
harm and ensure equality of care. 

The CS department is comprised of 
a team whose function is to ensure that 
safe and adequate supplies, utensils, 
instruments and equipment are available 
for use in patient treatment. The CS leader 
is the coach and facilitator of each team, 
as well as the larger departmental team, 
and all teams require proper guidance 
from the leader to be successful.

The role of leadership, regardless of 
whether it is the departmental director, 
manager, supervisor or lead technician, is 
critical to the success of the department. 
An effective leader empowers his or 
her team and creates an initiative and 
culture to drive improved performance. 
All CS leaders must do more than 
encourage others in the department to 
achieve high levels of performance; they 
must lead the charge and serve as the 
“Champions of Change” to be successful. 
The simple desire to promote change is 
not enough to be effective. The champion 
must approach the achievement of 
department transformation carefully and 
methodically. This methodical approach 
is often referred to as leading change.

For many departments, managing 
for quality is a new concept; it is not 
something always ingrained in the 
corporate culture. Therefore, cultural 
change is required to move from the old 
paradigm, in which the department may 
have focused only on product or service 
quality, to a paradigm that focuses on 
departmental-wide performance. This 
includes not only product and service 
creation processes, but also processes 
that have no direct impact on product or 
service quality.

There is a difference between leaders 
who are out in front, leading the 
transformation of the department to 
attain a quality-driven vision, and those 
who stay in the background, encouraging 
the operating forces to “go forth and 
improve.” Without a leader’s visible, out-
front participation in the change effort, 
one can expect failure.

Vision implies that the leader 
understands how the future should look. 
Leaders must communicate the vision 
to all levels and enlist their support in 
achieving that vision. The vision must be 
broken down into key strategies, strategic 
goals, annual goals and projects, each 
leading to the attainment of the higher 
level. Leaders must also be the primary 
driver of the vision, strategy and goals 
that projects support. Lastly, they must 
recognize that performance excellence 
is everyone’s job. By involving everyone 
in the improvement of the process, a 
favorable result can be achieved.

THE ROLE OF MANAGEMENT 
EMPOWERING THE WORKFORCE
Ethics in the healthcare environment 
means conforming to accepted and 
professional standards of conduct. Ethical 
behavior is “doing the right thing in the 
right way.” Ethics should govern and 
guide the way CS technicians act and 
make decisions.

Ethical behavior is:

• Respecting patient rights.
• Promoting justice and equal treatment  
 of all individuals.
• Recognizing the importance of the  
 patient’s needs over other considerations.
• Exhibiting loyalty to fellow workers and  
 the healthcare facility.
• Reporting any activity that adversely  
 affects the health, safety or welfare of  
 patients, visitors or fellow workers.
• Complying at all times with pertinent  
 regulatory guideline, facility policies,  
 departmental policies and procedures.
• Respecting interdisciplinary differences  
 among team members.
• Differentiating between ethical and  
 legal issues.
• Demonstrating professionalism  
 when interacting with co-workers and  
 customers.

OBJECTIVE 3: DEMONSTRATE 
DOCUMENTATION THAT SUPPORTS 
COMMUNICATION WITH 
CUSTOMERS AND TRANSPARENCY 
WITHIN THE CENTRAL SERVICE/
DEPARTMENT 
As part of a CS department’s QMS, 
leadership is required to ensure 
communication processes are established 
in the department. These communication 
processes must be appropriate for the 
department, and communication on 
the effectiveness of the QMS must be 
included in the communication process. 
An example from a CS/SPD Quality 
Manual might read:
 “There are several forms of  
 communication within the facilities.  
 Manuals, postings, software employee  
 messaging, staff meetings and the  
 newsletter are forms readily available  
 to employees.
  Major changes are reviewed and  
 approved by departmental management,  
 and others as appropriate, to ensure that  
 customer requirements are identified  
 and that SPD has the capability to meet  
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 those requirements. Employees will be  
 notified of these changes and training  
 will be implemented at that time.”

Transparency of communication is 
essential to ensure technicians in the 
department have appropriate information 
on the effectiveness of the QMS, as well 
as to provide information the technicians 
need to achieve quality objectives.

One step in enhancing communication 
skills is to recognize the impact of 
diversity. Staff will likely be comprised of 
people of varying ages, cultural, religious 
and social backgrounds. Instead of 
focusing on individual differences, the 
leader’s first priority should be to focus 
on the common bond that holds the 
work group together and lends itself to 
providing quality healthcare.

The healthcare workplace is designed 
to facilitate patient care, not to provide 
employee social opportunities; however, 
benefits may arise when employees and 
co-workers connect and can become 
friends. Note: Professional conduct 
standards require that all employees treat 
their co-workers with respect and courtesy, 
regardless of their personal feelings toward 
one another.
 
PROFESSIONAL COMMUNICATION 
STANDARDS
The IAHCSMM Central Service 
Leadership Manual explains that each 
employee should follow basic protocols 
when dealing with their colleagues 
and customers. These protocols should 
require employees to treat each other 
respectfully by using appropriate 
language and basic courtesy, and by being 
honest, straightforward and polite. There 
is no room for negative remarks and 
sarcasm in the workplace because they 
undermine the work group and heighten 
the group’s stress level. 

Establishing professional 
communication standards in the 

department can enhance the work 
group’s image and, often, the department 
will be judged by its ability to maintain 
professionalism and treat other well. The 
team should ask, “How would I like to deal 
with a work group like mine?” 

Communication tools help establish 
transparency of information for all 
staff of the department, as well as the 
customer. Taking time to document, 
record and publish meeting minutes from 
various task or working groups supports a 
culture of transparency. 
 
CONCLUSION
Systemic communication and the 
implementation of a well-planned and 
-implemented quality management 
system is key to promoting a positive 
culture built upon respect, integrity and 
support. Effective communication and 
transparency leads to more effective 
teamwork and customer service, and 
also helps ensure that industry standards 
and customer needs are followed and 
effectively met. When CS leaders establish 
a culture of trust and opportunities for 
individual growth, the departmental team 
excels professionally, stays focused on 
quality improvement, and enhances its 
commitment to the department’s mission 
and service to is colleagues and patients 
served. 
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