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Today’s Topics and Goals

Introduction to CLSI
The consensus process: a primer
Creating a consensus document

Standards: how they impact the
professions

CLSI guidelines for POCT

Current standards development tracts
— Getting Involved



Who Is CLSI?
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Presentation Notes
A not-for-profit volunteer membership organization, CLSI brings together the global laboratory community for a common cause: fostering excellence in laboratory medicine. We do so by facilitating a unique process of developing clinical laboratory testing standards based on input from and consensus among our member volunteers from industry, government, and health care professions.


CCCCCCCCCCC

Quality practices for better health
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Mission

Develop clinical and laboratory practices
and promote their use worldwide
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Values

Inclusiveness

We include the viewpoints of industry, government, and the
health care professions in a consensus-driven process.
Excellence

We continuously improve upon our tradition of technical
excellence and superior quality.

Responsiveness

We proactively identify and respond to the needs of our
stakeholders in an open and timely manner.

Integrity

We act ethically and with fairness, trust, respect, and
openness.

Teamwork

We are committed to effective collaboration among members,

volunteers, staff, and other partners.
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What Do We Do?
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Member volunteers work together through consensus to create quality laboratory standards that are used throughout the world to improve the quality of health care.


Tripartite Constituencies

2

Professions
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CLSI members come from all different backgrounds to form a tripartite constituency.


Professions Constituency

N\

‘ Hospitals
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Examples of professions organizations include hospitals, physician offices, academics, and reference-based laboratories, pharmacies, professional associations and societies, and accreditors.



Industry Constituency

\
‘ VD manufacturers

Suppliers

Abbreviations: IVD, in vitro diagnostic; LIS, laboratory information
systems.
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Examples of industry organizations include manufacturers, pharmaceutical companies, IT/laboratory information systems, start-up companies, and large commercial and independent laboratories.


Government Constituency

N\
‘ Public health agencies
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Examples of government organizations include national agencies/health ministries, state and provincial agencies, regional and local agencies, public health services, and veterans’ administrations.



Who Are Our Members?
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CLSI has over 1,700 members from over 60 countries throughout the world.
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Why Do CLSI Standards Matter?
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Why CLSI Standards Matter




Application of CLSI Documents

Regulatory Compliance

. Co?plllance with recognized CLS}j consensus documents
to facilitate regulatory review of IVD devices

Professional Practice

e Im Iemecptation of CLSI best practices for accreditation
preparedness

Education in Clinical Laboratory Sciences
e Building blocks for sound organizational programs
— POCT selection and implementation
— Quality Management Systems
— Performance standards
— Risk assessment

Abbreviations: IVD, in vitro diagnostic; POCT, point-of-care testing.
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CLSI documents are useful in assisting laboratories, government agencies, and industry representatives with regulatory compliance, in professional practice, and within teaching environments.

CLSI documents are cited as valuable resources by the FDA, CAP (Accreditation Checklist), and the Joint Commission


Quality System Essentials

e QSEs are the fundamental building blocks In a
Quality Management System.

 Each QSE encompasses policies, processes, and
procedures necessary to manage and improve
your facility’s work practices.

o CLSI’s QSEs were developed from the
Integration of ISO documents, hospital
standards, accreditation standards,
International and national (US) standards.

Abbreviations: ISO, International Organization for Standardization; QSE, Quality System Essential;
US, United States.
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CLSI regularly updates the QSEs so all new and revised requirements are sorted into their respective QSEs. Therefore, your department only needs to prepare a set of policies, processes, and procedures for each QSE one time―and these won’t need to change unless a requirement changes.

QSEs are based on International Standards (ISO), national regulations (eg, CLIA, OSHA), hospital-level standards (Joint Commission, and national laboratory-level accreditation requirements (eg, CAP, AABB, COLA, Joint Commission). 
 
CLSI also has many guidelines that provide important information you can use for developing, improving, or maintaining your department’s QMS.

The 12 QSEs include: Organization, Customer Focus, Facilities and Safety, Personnel, Purchasing and Inventory, Equipment, Process Management, Documents and Records, Information Management, Nonconforming Event Management, Assessments, and Continual Improvement. 


 




The Systematic Approach

e Policy: “What must we do?”

* Process: “How does It happen In our
facility?”

* Procedure: “How do | do this activity?”
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The QSEs use policies, processes, and procedures as a means to systematically describe, document, implement, measure, and monitor the effectiveness of your department’s operations.
�Policies are statements of the organization’s intentions for each QSE and answer the question, “What do we do?”  In addition to QSE Policies, your department has an overarching statement of your overall commitment to quality, called the “quality policy.”
 
The foundation for QSE policies is contained in international quality standards and guidelines, national health care regulations, accreditation requirements, and your department’s own rules.
 
Policies also identify the parties or functions responsible for implementing the required activities. Usually there is one policy for each QSE. 
 
Processes describe the sequence of activities needed to implement the policies and answer the question, “How does it happen in our facility?” 
 
There are one or more processes for each policy. Each process is a set of activities that usually occurs over a period of time, and involves more than one person or category of persons. Processes are usually described in flow charts or process maps that show the sequence of activities, can show the party(ies) or function(s) responsible, and suggest where instructions are needed for performing the activities. Processes transform the intent described in the policies into action by describing the correct sequencing of the activities for a successful outcome. 
 
Procedures provide instructions for the activities in each QSE process and answer the question, “How do I do this activity?” There is at least one procedure for each activity in a process. When your staff follow the procedures in the order described in the process, and perform them as written without personal deviations, we can best ensure a successful process outcome.



Library of Over 200 Standards
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CLSI has a library of over 200 standards, with documents constantly being revised and developed.
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[Additional examples of CLSI documents]
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[Additional examples of CLSI documents]


Quality System Regulation for Ry e
Laboratory-Developed Tests

A Practical Guide for the laboratory

EP23-A-WB: A Practical Guide for Laboratory
Quality Control Based on Risk Management

&
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Laboratory Quality Control Based on Risk Management; Approved Guideline (EP23-A™)**

Describes good laboratory practice for developing a Quality Control Program based on the manufacturer’s risk mitigation information, applicable regulatory and accreditation requirements, and the individual health care and laboratory setting. 
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[Example of new layout design for documents]
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[Example of new layout design for documents]
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[Examples of companion products that are based off of CLSI standards]


Implementing Standards

CLSI References in the
CAP Laboratory Accreditation
Program Checklists @ cap

CLSI Documents Referenced to
The Joint Commission Laboratory
Accreditation Standards Chapters

r
i The Joint Commission

CLSI-FDA Recognized
Consensus Standards

"-I"Fr.

),
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CLSI offers free crosswalk resources on our website to help your laboratory easily achieve accreditation. CLSI’s crosswalks for CAP and The Joint Commission will help you to find the documents you need to achieve accreditation. We also have crosswalks for ISO, CLMA, and the FDA.
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CLSI offers various online education programs. From webinars to certificate programs, CLSI can help your staff expand their knowledge and skills.

POCT related on-demand webinars:

Managing manual tests: challenges and solutions
Providing POCT training and competency for health care professionals
Documentation and compliance for PPM: Is it possible?
New Guideline for blood glucose monitoring accuracy and POCT12-A3
EP23 and POCT: Tackling risk management







Z/CLSIU

| Online Learning Center

Instructions for Homework Assignment See courses you are enrolled in

Privacy Palicy &% Language: English
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[Example of online learning platform]


CLSI As a Global Organization




CLSI’s Role In Global Standards

International

Iso Organization for

Standardization

Administrator of
ANSI-accredited US
Technical Advisory

Group to ISO/TC 212

Secretariat for
ISO Technical
Committee (TC) 212

Abbreviations: ANSI, American National Standards Institute, ISO, International Organization for Standardization.
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Participation in a TAG is open to any organization within the United States. A US TAG is the only mechanism through which US organizations and individuals can participate in and influence ISO standards. To serve as a member of the US TAG for ISO/TC 212, the member must have a direct and material interest in the TAG’s work, participate actively by fulfilling attendance, voting, correspondence, and other relevant obligations, and pay a participation fee.


1SO: Broad, CLSI: Detailed help
standard and practical
requirements guidance

Complementary, not conflicting, roles



Global Health
Partnerships
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Through our Global Health Partnerships (GHP) program, CLSI provides international outreach services and hands-on support to laboratories in resource-constrained countries, helping them achieve sustainable quality with systems to better diagnose and treat patients with infectious diseases.
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[GHP photo examples]
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[GHP photo examples]



CCCCCCCCCCC

How Do We Create Standards?




>2,000

Active Volunteers

1

W Vf’*l



Presenter
Presentation Notes
CLSI has over 2,000 member volunteers that work together on committees to develop and write standards.

Can I participate? 
Do I need to have a PhD?
Do I need to be a published author?

We need the input from the person who is going to use the document. 
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At any given time there are over 75 standards in the CLSI standards development process.


Standards Development Structure

CLSI Board of Directors

—
—) -mememmnnnaee >

Consensus Council Expert Panels for Each Specialty Area

|
L4
L4
L 4
L4
L4
’
L4
'l
>
Document Development Committees,

Subcommittees, and Working Groups
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The standards development structure is overseen by the CLSI Board of Directors.

A consensus council, made up of process experts, plays a key role in fostering collaboration between specialty areas to properly prioritize projects across disciplines and fast track documents with the greatest market impact. 

DDCs have the primary responsibility for drafting individual consensus documents and for evaluating and addressing comments received during each phase of the consensus process

They are responsible for considering scientific accuracy, practicality, and comprehensibility with the goal of creating documents of overall high quality and utility

Discuss structure of each committee on this slide. 



Overview of the Process

Proposals are generated by individuals or at the request of
an Expert Panel (Project Proposal Form).

The Expert Panel evaluates the Project Proposal and decides
to move it to Consensus Council.

Consensus Council Reviews and Authorizes Project Proposals
(need and alignment across Expert Panels).

A Call for Volunteers is issued to form a Document
Development Committee.

The Document Development Committee writes the
document.

The document moves through review and approval process.
There are two voting stages (14- or 19-month track).
The consensus standard or guideline is published.



Document Development Process

DDC drafts document,

, . DDC responds to
. . . circulates within DDC P
Project Committee Project . comments on
; T for review and .
Proposal Formation Authorization committee draft; staff

comment; i
Committee Draft prepares for voting

Draft 1
DDC and CLSI Delegates vote;

Expert Panel, Board of Directors,
and general public review and comment

Commenters notified Consensus
Appeals i
of comment Council

; process
resolutions; ;
invoked, as

DDC responds to
comments; staff
prepares for voting

Final Drait acknowledge or appeal sSles

Document is
published

reviews and
commenters votes

Final Draft

If substantive comments are received

Abbreviation: DDC, document development committee.
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This diagram shows the major steps in the document development process. 


Volunteer Value Proposition

Maximizes the impact of your participation
Expands opportunities for you
Enables volunteers to work together

Timely response to the critical need for
standardized best medical practices
worldwide
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The CLSI document development process is designed to:

Maximize the impact of your participation

Expand opportunities for you to engage with experts from around the world – participation provides a professional networking opportunity

Enable volunteers to work together more efficiently to achieve consensus and to create high-quality, globally relevant documents

Supports the timely response to the critical need for standardized best medical practices worldwide

The term “consensus” has a special meaning within the context and operation of CLSI. CLSI “consensus” is achieved through a process by which all interested parties have the opportunity to review and comment on a CLSI document; and are assured that their comments will be given serious consideration.

Consensus does not always connote unanimous agreement, but does mean that the participants in the development of a consensus document have considered and resolved all relevant objections and are willing to accept the resulting agreement.



Standards vs Guidelines

e Standard
— Specific, essential requirements
— Used without modification

 Guideline

— General operating practice, method, or
material

— Used as written or modified for a specific
need
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A standard clearly identifies specific, essential requirements for materials, methods, or practices for voluntary use in an unmodified form. A CLSI standard may, in addition, contain discretionary elements which are clearly identified.

A guideline describes criteria for a general operating practice, method, or material for voluntary use. It can be used as written or modified by the user to fit specific needs. Mandates like “must” or “shall,” are occasionally allowed in guidelines in cases in which the developing committee feels strongly that a particular action is either required or prohibited, or when a guideline addresses provisions based on regulations.



Point-of-Care Documents

* In Development:

— POCT15, Point-of-Care Testing for Infectious
Diseases; Report

— POCT16, Emergency and Disaster Point-of-
Care Testing; Guideline




Point-of-Care Documents

e For Revision:

— POCT14, Point-of-Care Monitoring of
Anticoagulant Therapy; Approved Guideline
(formerly H49)

— POCTO05, Continuous Glucose Monitoring;
Approved Guideline



Point-of-Care Documents

e Published:

— POCTO01-A2—Point-of-Care Connectivity;
Approved Standard

— POCT02-A—Implementation Guide of POCTO1 for
Health Care Providers; Approved Guideline

— POCTO04-A2—Point-of-Care In Vitro Diagnostic
Testing; Approved Guideline

— POCTO6—Effects of Different Sample Types on
Glucose Measurements

— POCTO7—Quality Management Approaches to
Reducing Errors at the Point-of-Care




Point-of-Care Documents

 Published:

POCTO08-A—Quality Practices in Noninstrumented Point-of-
Care Testing: An Instructional Manual and Resources for
Health Care Workers; Approved Guideline

POCT09-A—Selection Criteria for Point-of-Care Testing
Devices; Approved Guideline

POCT10—Physician and Nonphysician Provider-Performed
Microscopy Testing; Approved Guideline

POCT12—Point-of-Care Blood Glucose Testing in Acute and
Chronic Care Facilities; Approved Guideline

POCT13—Glucose Monitoring in Settings Without
Laboratory Support; Approved Guideline



Clinical
Chemlstry and

Standards B e
Specialty Areas
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The expert panels serve as technical advisors for the document development process. CLSI has expert panels for the following specialty areas: Automation and Informatics, Clinical Chemistry and Toxicology, Evaluation Protocols, Hematology and Immunology and Ligand Assay, Microbiology, Molecular Methods, Newborn Screening, Point-of-Care Testing, and Quality Management Systems and General Practices.



Submit New Project Ideas

clsi.org/volunteer/propose-a-project/
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CLSI wants to hear your ideas, our documents are only valuable if they are useful to you! You can find a project proposal on our website at clsi.org/volunteer/propose-a-project/ and submit it directly to CLSI for consideration. 
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Staying Connected With CLSI




How Do | Get Involved?

clsi.org/volunteer

CLINICAL AND
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Get Involved—Volunteer with CLSI!

Call for Volunteers

WHY VOLUNTEER?
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Visit our website at clsi.org/volunteer to learn more about currently open projects or join as a member so you’re ready for the next volunteer opportunity.


How Do | Become a Member?

clsi.org/membership

CLINICAL AND

¥ CLSIShop / Ow MyCLSI / ©x Volunteer Login _
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STANDARDS  AboutCLSI  Standards Membership Education GlobalHealth  Volunteer  News & Events
INSTITUTE" Partnerships

MEMBERSHIP OPPORTUNITIES
MEMBER DIRECTORY

FAQS

MY CLSI|

CLSI members around the world are achieving greater accuracy, efficiency, and safety in their own
laboratories while helping to improve patient care quality across the globe.

Join Today

WHO IS5 CLSI?

Renew Now CLSl is an organization dedicated to developing consensus-based clinical standards that enable
laboratories to Fulfill their responsibilities most effectively through high-quality testing practices.

ion: to develop and promote the
f are. These members come from pres
innovative quanuat:on; oF all sizes, and are the backbone that supports CLSI's ability to deliver timely
2 O OO scientific guidance for strengthening clinical laboratory processes.

ACTIVE PARTICIPANTS In turn, we support our members with a range of invaluable products, programs, and services that help
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Visit clsi.org/membership, membership is open to both organizations and individuals. CLSI has a quick and easy tool on their membership page to determine which membership level is right for you! Click on Membership Opportunities to access the tool. 



ow Do | Buy Standards?
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To purchase any standards or education programs, simply visit shop.clsi.org. Reminder! If you or your organization is already a CLSI member, you can receive a discount on your purchase. You can also e-mail customerservice@clsi.org with any questions you may have.


Follow Us

@CLSI LabNews .
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Want a quick and easy way to find about recently published documents or new volunteer opportunities? Follow us on social media at @CLSI_LabNews.


summary

CLSI provides the venue for consensus standards development.

CLSI has global reach and is aligned with US and International
standards.

Point-of-care testing has relevant specific standards as well as general
guidelines.

The standards process requires active participation from all sectors.

These documents provide guidance for practical implementation of
POCT.

These documents provide applicable performance and quality
requirements for POC devices.

Whether employed in the health care delivery, regulatory, or industry
sector, CLSI standards are integral to your daily responsibilities.

Get Involved in the process—don’t be a bystander.
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Questions?

Contact Usl!

customerservice@clsi.org | +1.610.688.0100
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